June 3, 2022

Attendees:

DIA Statistics and Data Science Core Committee Meeting


 Non-Amgen

☒ Chair: Matt Baldwin
☐ Stats Vice Chair: Stephen Corson
☐ DS Vice Chair: Faisal Khan
☐ Comm Lead: Stephen Corson
☒ Secretariat: Philip He
☒ Reg Chair (China): Jingjing Ye☐ Reg Chair (Europe): Jürgen Kübler
☐ Advisor: Jerry Schindler
☐ Advisor: Bill Wang
☐ Advisor: Steve Wilson
☒ Advisor: Greg Ball
☒ Advisor: Freda Cooner
☐ Advisor: Ram Tiwari
☒ Advisor: Joan Buenconsejo
☐ Advisor: Ruthie Davi
☐ Advisor: Brenda Crowe

☒ Liaison: Munish Mehra
☒ Education: Jon Haddad
☐ Education (VJC): Susan Wang
☒ Mem/Social: Yeh-Fong Chen


	Agenda
	Minutes

	Stats & Data Science Community Resources are updated (Matt)
	Virtual tour given by Stephen on 06May
https://communities.diaglobal.org/group/jcmcCXpJZ2neJApah/admin/home

Organized structures in the community page: hot topics, knowledge base, etc. Currently, the hot topics are inspired by the priority topics for the Global Annual Meeting Statistics Track. 
06May Action Item: All please browse the folders and provide any suggestions to Matt & Stephen by May 20th. COMPLETE
03Jun Action Item: Stephen to announce the updates to our Community Resources to the Stats & DS community in June.
Stephen: to announce; files will be mirrored to google docs to avoid losing content if DIA changes community platforms again






	Recent and Upcoming Calendar (Matt)


	Fri, Jun 3: 12:00-1:00pm ET: MEETING - Core Committee
· Matt check committee member email lists (Freda left Amgen and joined Arcutis: fcooner@arcutis.com) congrats!


· Matt share community metrics (not available from Luke Zimmer yet)
Sun to Wed, Jun 12-15: CONFERENCE (Statistics) - PSI (Europe) [Gothenburg, Sweden]
· Liaison: Jurgen? Stephen? Susan?
· Stephen is a PSI member and will pass along info from colleagues that attend the conference.
https://www.efspi.org/



May Newsletter


If you want to learn more about the Oncology Estimand ESIG, please check out our webpage www.oncoestimand.org or our latest newsletter.

https://www.psiweb.org/

Sun to Thu, Jun 19-23: CONFERENCE (Multidisciplinary) - DIA Global Annual Meeting (Chicago, IL)
· Liaisons: Greg, Munish, Freda, Susan 
· Community Zone on Tuesday, June 21st from 12:00 - 1:15 PM
· Attendees: Greg, Munish, Stephen
Munish has a short course and Stephen organized a session.
Joan mentioned a Content Hub that can lead to (or is displaying) collaboration on the topic of meaningful change for endpoints. 
Considerations for Establishing Meaningful Change for Digital Endpoints Derived From DHT Drug Development Tools (June 22, 3:15-3:45pm CT)

Sun to Wed, Jun 19-22: CONFERENCE (Statistics) - International Chinese Statistical Association (ICSA) Applied Statistics Symposium [University of Florida, Gainesville]
· Liaison: Susan?
Fri, Jul 1: 12:00-1:00pm ET: MEETING - Core Committee
· Matt check committee member email lists




	Education Committee

	Collaborate with PHUSE? (Munish)
	Action Item (Feb 4): Munish to follow up with Michael Rimler
· Team for years, with code (Git Hub repository)
15Apr2022: Yes, Munish has a call next week, though unclear if this is for Git Hub repository or estimands topic
Did the above happen?
Yes, we can close out this topic

Collaboration is in individual level. 

	Upcoming Webinars
As of Jun 3: 1/6 complete for 2022
	2022 Webinars: 
Thu, Feb 24: 11:00am – 12:30pm ET: WEBINAR - Clinical Reporting in R: An evolving landscape (~179 attendees) – Jon
Clinical Reporting in R: An evolving landscape - Slides and Recording available here:
https://communities.diaglobal.org/post/CmBs7cEdvgbwXW48T 

Education Ideas:
- dose finding (VJC and PSI), old concepts (dose concentration curve) still working with biologics?

Hot topics: RWD/RWE, decentralized clinical trials, discuss newly released guidance documents.  There is a guidance that just came out on benefit risk.

New potential education committee member: 
Doug Milikien, Principal Consulting Biostatistician, Accudata Solutions, Inc. Matt chatted with Doug last week and it seems Doug is motivated and has a lot ideas. He could potentially take over the education committee lead from Jon, which Jon is fine to hand off.

“I’m especially interested in events/webinars that collaborate with other functional areas such as Regulatory, ClinOps, and Legal that have an impact on statistical practice. (Example: there is some draft legislation that would allow some kinds of hearing aids to be sold OTC. If that legislation passes, it would blow the lid off of a very profitable Rx-based hearing aid industry that many people simply can’t afford because they are not covered by Medicare and create a market for OTC devices, which will need clinical trials.  There are some interesting statistical issues that brings up about use patterns and missing data and what constitutes “safe”. )  Secondly, building a community or “safe place” for sharing among small-company corporate statisticians who may be the only statistician in their company. How can they find mentors?...learn to be an advocate for good scientific practice?..etc.  
 
Back in the early-to-mid 90’s (before the world wide web), I created an Applied Biostatistics branch within the San Fran chapter of the ASA.  I would get speakers among working statisticians on very practical and topical matters to benefit us worker-bee statisticians in industry, not just the academic. I set up a ListServ and we had our own Career Day at CSU Hayward, now CSU East Bay.  
 
More recently, in 2017-2019, I was an officer in the No Cal chapter of the Assoc. for Clinical Research Professionals.  I created a topics survey to poll chapter members on what topics they would like to see at (in-person) seminars, and then built a 4x/year speaker program to support that by finding and inviting speakers from across the country, making sure the content complied with ACRP non-commercial guidelines, etc., distributing and collecting feedback forms and summarizing for the speaker and chapter Executive Committee.”

06May2022:
· DIA Community Safety webinars (note, we need to formally invite the speakers from the FDA – like we did last year)
· Using BDRIBS to Support the Decision to Refer an Event to a Safety Assessment Committee for Unblinded Evaluation
· Brian Waterhouse (Merck)
· Barbara Hendrickson (AbbVie)
· Jacqueline Corrigan-Curay (FDA)
· November 1 at 10-11:30 EST
· Interactive Safety Graphics
· Jeremy Wildfire (Gilead)
· Jim Buchanan (Covilance)
· Paul (Skip) Hayashi (FDA)
· 27 October at 10-11:30 EST
15Apr2022:
Munish: set up a call next week; Estimand topic. Jonathon Siegel (oncology safety Estimand). Templates protocol and SAP are available (clinical question, objectives) on Transcelerate’s website that can be freely downloaded from: https://www.transceleratebiopharmainc.com/assets/clinical-content-reuse-solutions/

Several groups are targeting on standards. Munish would like to set up an estimands WG. Bill Wang (safety Estimand). Therapeutic difference is recognized for Estimand framework consideration. DIA missing data WG (EU colleagues), led by Michael Kelly. PSI/SPI; NASH (liver disease). EFSPI.org. 

Stat & DS Community Planner below (as of May 9, 2022):





	Virtual Journal Club (VJC)
As of Jun 3: 1/3 complete for 2022 (Susan)
	2022 Webinars: 
Tue, Mar 1: 9:00 – 10:30am ET: WEBINAR - Clinical Trial Monitoring (~40 attendees) – Susan, Yeh-Fong
Clinical Trial Monitoring - Recording available here on Matt’s personal Dropbox account, unable to be posted to DIA Community and shared due to violations of neutrality:
https://www.dropbox.com/sh/kf3imqv38oqgq7k/AADkTh7Cr2bCf4aEqTP4OJvpa?dl=0

planning a VJC for late July to early August, depending the availability of the presenters.  The topics is on predicting individual effect for survival data.     




	Liaison Committee

	Database/repository of guidances, need a name for this project/initiative? (Munish)
	Timeline: by end of 2022, will need maintained going forward as well
- value add and unmet need in industry
- This will be our 1 main NEW contribution in 2022.
- Munish offers to lead, needs input on technical system to use (link to DIA website? Git Hub? Wiki? Ondrive? Box? Needs confirmation from FDA colleagues to access)
Action Item (Feb 4) – ALL share ideas of site hosting with Munish
Did the above happen? Munish received some suggestions and will work on the technical part. Matt will facilitate a conversation with IT guy and Munish. Onedrive and box are account-associated. Wiki is open and won’t lose.
15Apr2022: Munish received minimal feedback
Action Item: Steve will work with Yeh-Fong to determine if there is a content sharing platform that will work for FDA
Did the above happen?

04Mar2022:   FDA has a website with all the guidance documents.  The team discussed setting up a Wikipedia page for creating a custom list that includes a few other things besides the guidance documents. 
15Apr2022: Is FDA website adequate to locate statistical guidance? Other regulatory agencies?

Can we turn this effort into a white paper?


	Discuss keeping the Liaison Committee or not (Matt)
	Munish isn’t convinced we need to keep this committee, but let’s discuss openly the various perspectives on formal or informal liaisons to other DIA Communities and conferences, as well as non-DIA organizations and conferences

15Apr2022: Munish – Liaison happens at topic level. Not straightforward in practice. 
06May Action Item: Matt will ask the core committee in May for any additional inputs and we decide on the look and feel of the liaison committee by our next meeting on June 3rd. COMPLETE

Keep As Is (5)
· Greg
· Munish (if someone steps up to lead, else Abandon)
· Yeh-Fong
· Joan (I believe there is really value in having a cross-community, or even cross-statistical organization liaison(s). I also believe the excerpt from the charter captured what the liaison(s) can support/accomplish, and not necessarily to do everything simultaneously. It could be incremental and fit for purpose.)
· Matt

There are different levels of liaisons and involvements.  Reviewed the Liaison committee in the charter. Easy to collaborate thru PHUSE. 50+ WGs. Need to recommend someone to lead the Liaison committee. Joan? Freda shared the experience in Bayesian WG how to reach out to authors for speakers based on recent publications. People can also volunteer to present in webinars.

PHUSE initiated a “community forum” (Greg Ball) which targets awareness of what’s going on in various communities (either inside or outside PHUSE). Groups come together to work on specific topics / objectives. Connect 2+ groups to facilitate talks. Eg, re-imagine safety submission. This could be a possible model for us to consider.

Keep But Modify (3)
· Stephen (simpler version, conferences only)
· Ruthie (try to make success more achievable.  I wonder if we prioritize only a few groups that we would like to keep in touch with and remove the others for now, would help)
· Phil (The current scope of the work is fine but suggest focusing on the items of our interest, i.e., to support our community’s objectives by seeking support from other communities. In addition, consider more “long-term” relationship strategy rather than transient. The benefit of having the liaison committee is additional resource to support the chair and achieving the objectives.)

Abandon (4)
· Faisal
· Jon
· Freda
· Jingjing

Doesn’t Matter (1)
· Brenda

Remaining (7)
· Susan
· Jurgen
· Steve
· Bill
· Ram
· Jerry

03Jun Final Decision: The voting is in favor of keeping a liaison committee in some form, so Matt will consider the feedback and make a proposal before the next Core meeting.


	Regional Chair updates, revisit previously shared info (Matt)
	DIA China (in April)
1. Please see the upcoming DIA China 2022 Annual Conference Program 


2. In Q1, DIA Statistics has organized a seminar discussing FDA review on BOIN design. They plan to have other seminar topics in the next few months.  Typically seen 1000 participants.
3. Since May last year, the DIA statistics community has established a training series on clinical trial statistics (31 sessions). The recording is ongoing. 

Can/should we partner more with China DIA Statistics Community?
Jingjing: Interested in perspectives of regulatory outside of China. May consider to partner with. She will pass along any opportunities to suggest speakers for China DIA Stats events.

DIA Europe (Feb 4) – not much is happening related to stats, DIA lost stats community, many/most turned to PSI, DIA Europe conference was hijacked by other disciplines, can our community take the lead to provide value in Europe (data science?), convince someone at EMA to join our efforts?
Action Item: ALL email DIA leadership about this pain point, Barbara Lopez Kunz (Global Chief Executive) Barbara.Lopez.Kunz@diaglobal.org 
Did the above happen?
Not sure, but we can strongly consider partnering with EFSPI instead of fighting to resurrect DIA Stats in Europe






	Membership/Social Committee

	2022 plans 
As of Jun 3: 1/2 events complete for 2022 (Yeh-Fong)
	2 Membership/Social events in 2022 – Yeh-Fong

Virtual Event took place on Wed, Apr 27th, 12-1pm ET. There were about 12 in attendance, 3-4 not from the core committee. Nice event, 12 people attended the event with some fun games. Hope to do another one later this year.



	Any Other Business

	AOB
	Transition to using Tradewing for video conferencing instead of Zoom (still bumps to smooth out as of Feb 2022, Matt is staying current with CLC team)
- Matt, Stephen

Where does Quantitative Pharmacometrics fit in DIA?





	FULL Annual Calendar


	Fri, Jun 3, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Matt check committee member email lists
· Matt share community metrics
Sun to Wed, Jun 12-15, 2022: CONFERENCE (Statistics) - PSI (Europe) [Gothenburg, Sweden]
· Liaison: Jurgen?
Sun to Thu, Jun 19-23, 2022: CONFERENCE (Multidisciplinary) - DIA Global Annual Meeting (Chicago, IL)
· Liaisons: Greg, Munish, Freda, Susan 
· Attendees: Greg, Munish, Stephen
Sun to Wed, Jun 19-22, 2022: CONFERENCE (Statistics) - International Chinese Statistical Association (ICSA) Applied Statistics Symposium [University of Florida, Gainesville]
· Liaison: Susan?
Fri, Jul 1, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Matt check committee member email lists
Thu to Sun, Jul 21-24, 2022: CONFERENCE (Multidisciplinary) - DIA China Annual Meeting [Suzhou, China]
· Liaison: Jingjing
Fri, Aug 5, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Liaison committee updates - Munish
· Regional chair updates – Jurgen, Jingjing
Sat to Thu, Aug 6-11, 2022: CONFERENCE (Statistics) - JSM [Washington, DC]
· Liaison: Freda
Fri, Sep 2, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Matt share community metrics
Tue to Thu, Sep 20-22, 2022: CONFERENCE (Statistics) - ASA Biopharmaceutical Section Regulatory-Industry Statistics Workshop [Rockville, MD]
· Liaisons: Freda, Jingjing 
Thu to Fri, Oct 6-7, 2022: CONFERENCE (Multidisciplinary) - DIA Diversity, Equity, and Inclusion in the Drug Development Lifecycle Meeting [virtual]
· Liaison: Matt
Fri, Oct 7, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Matt check committee member email lists
Tue to Wed, Oct 4-5, 2022: CONFERENCE (Safety & PV) - World Drug Safety Congress Americas [Boston, MA]
· Liaison: Greg
Wed to Thu, Oct 26-27, 2022: CONFERENCE (Multidisciplinary) - CDISC US Interchange [Austin, TX]
· Liaison: Matt
Tue to Thu, Nov 8-10, 2022: CONFERENCE (Data Science) - R/Pharma Conference [virtual?]
· Liaison: Jerry
· Website?
Thu to Fri, Nov 3-4, 2022: CONFERENCE (Multidisciplinary) - DIA Master Protocols and Complex Innovative Design [Tysons Corner, VA]
· Liaison: Susan
Fri, Nov 4, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Liaison committee updates - Munish
· Regional chair updates – Jurgen, Jingjing
· Working group updates – Greg, others?
Thu to Fri, Nov 10-11, 2022: CONFERENCE (Multidisciplinary) - DIA Real-World Evidence Conference [San Diego, CA]
· Liaison: ???
Mon to Tue, Nov 14-15, 2022: CONFERENCE (Data Science) - DIA Data Science Conference [virtual?]
· Liaisons: Joan, others
Fri, Dec 2, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Matt share community metrics
· Munish completes pilot of database/repository of guidances
Sun to Tue, Dec 18-20, 2022: CONFERENCE (Statistics) - International Chinese Statistical Association (ICSA) International Conference [Chinese University of Hong Kong]
· Liaison: Susan
Fri, Jan 6, 2023: 12:00-1:00pm ET: MEETING - Core Committee
· Matt check committee member email lists
Jan 6-10, 2022: CONFERENCE (Statistics) - International Indian Statistical Association (IISA) Virtual Mini Conference [virtual?]
· Liaison: Ram
· Cannot find 2023 information
January 24-26, 2022: CONFERENCE (Safety & PV) - DIA Global Pharmacovigilance and Risk Management Strategies Conference [virtual?]
· Liaison: Greg
· Cannot find 2023 information
Fri, Feb 3, 2023: 12:00-1:00pm ET: MEETING - Core Committee
· Liaison committee updates - Munish
· Regional chair updates – Jurgen, Jingjing
Fri, Mar 3, 2023: 12:00-1:00pm ET: MEETING - Core Committee
· Matt share community metrics
Sun to Wed, Mar 19-22, 2023: CONFERENCE (Statistics) - ENAR Spring Meeting [Nashville, TN]
· Liaison: Jon
Wed to Fri, Mar 22-24, 2023: CONFERENCE (Multidisciplinary) - DIA Europe [Basel]
· Liaison: Jurgen?
Fri, Apr 7, 2023: 12:00-1:00pm ET: MEETING - Core Committee
· Matt check committee member email lists
Wed to Fri, <TBD>, 2023: CONFERENCE (Statistics) - DIA/FDA Biostatistics Industry and Regulator Forum [virtual?]
· Liaison: Brenda
· Cannot find 2023 information
Sun to Wed, <TBD>, 2023: CONFERENCE (Statistics) - PHUSE US Connect [<TBD>]
· Liaison:  Greg
Fri, May 5, 2023: 12:00-1:00pm ET: MEETING - Core Committee
· Liaison committee updates - Munish
· Working group updates – Greg, others?
Sun to Wed, May 21-24, 2023: CONFERENCE (Multidisciplinary) - Annual Meeting of the Society for Clinical Trials [Baltimore, MD]
· Liaison: Greg
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Statistics & Data Science Community Leadership

2022

Core Committee

Name & Email

Chair: Matt Baldwin mbaldw01@amgen.com 

[bookmark: _Hlk511035453]Vice Chair (DS): Faisal Khan flkh@novonordisk.com 

Vice Chair (Stat): Stephen Corson stephen.corson@phastar.com

Communications Lead: Stephen Corson stephen.corson@phastar.com

Secretariat: Phil He phe@dsi.com 

Regional Chair (China): Jingjing Ye jingjing.ye@beigene.com 

Regional Chair (Europe): Jürgen Kübler juergen.kuebler@qscicon.com

Advisor: Joan Buenconsejo-Sinfuego Joan.buenconsejo@bms.com

Advisor: Greg Ball gball@novavax.com 

Advisor: Steve Wilson Stephen.wilson@fda.hhs.gov

Advisor: Freda Cooner fcooner@arcutis.com

Advisor: William Wang william_wang@merck.com

Advisor: Ram Tiwari ramtiwari1950@gmail.com

Ram.Tiwari@bms.com

Advisor: Ruthie Davi rdavi@medidata.com

ruthanna.davi@3ds.com 

Advisor: Jerry Schindler J.S.Schindler@gmail.com

Advisor: Brenda J Crowe crowe_brenda_j@lilly.com

Liaison Committee Lead: Munish Mehra munish.mehra@tigermedgrp.com

Education Committee Lead: Jon Haddad jonathan.x.haddad@gsk.com

Virtual Journal Club (VJC) Lead: Susan Wang susan.wang@boehringer-ingelheim.com

Membership & Social Committee Lead: Yeh-Fong Chen yehfong1@gmail.com



Email Only

mbaldw01@amgen.com 

flkh@novonordisk.com

stephen.corson@phastar.com

phe@dsi.com 

jingjing.ye@beigene.com 

juergen.kuebler@qscicon.com

Joan.buenconsejo@bms.com

gball@novavax.com 

Stephen.wilson@fda.hhs.gov

fcooner@arcutis.com

william_wang@merck.com

ramtiwari1950@gmail.com

Ram.Tiwari@bms.com

rdavi@medidata.com

ruthanna.davi@3ds.com 

J.S.Schindler@gmail.com

crowe_brenda_j@lilly.com

munish.mehra@tigermedgrp.com

jonathan.x.haddad@gsk.com

susan.wang@boehringer-ingelheim.com

yehfong1@gmail.com





[bookmark: _Hlk29196871]Liaison Committee (10 members max)

Name & Email

Lead: Munish Mehra munish.mehra@tigermedgrp.com

Member: Jinesh Shah Jinesh.Shah@cslbehring.com

Member: Rebecca Dawn Taha rjonestaha@gmail.com

Member: Lan Huang lan.huang@fda.hhs.gov

Member: Chava Zibman Chava.Zibman@fda.hhs.gov

Member: Balaji Venkatnarayanan vbalaji9182@gmail.com

Member: Madhurima Majumder mmajumder@dsi.com 



Email Only

munish.mehra@tigermedgrp.com

Jinesh.Shah@cslbehring.com

rjonestaha@gmail.com

lan.huang@fda.hhs.gov

Chava.Zibman@fda.hhs.gov

vbalaji9182@gmail.com

mmajumder@dsi.com



Education Committee (Full as of 03Feb2022 with lead and 6 members)

Name & Email

Lead: Jon Haddad jonathan.x.haddad@gsk.com

Member: Feifan Zhang feifan.x.zhang@gsk.com 

Member: Zhuoran (Amy) Wu zhuoran.wu@boehringer-ingelheim.com

Member: Nicole (Xiaoyun) Li – xiaoyun.li@beigene.com 

Member: Susan Wang susan.wang@boehringer-ingelheim.com

Member: Joan Buenconsejo-Sinfuego Joan.buenconsejo@bms.com

Member: Nelson Lu Nelson.Lu@fda.hhs.gov 

Member: Data Science Rep: Pending



Email Only

jonathan.x.haddad@gsk.com

feifan.x.zhang@gsk.com

zhuoran.wu@boehringer-ingelheim.com

xiaoyun.li@beigene.com

susan.wang@boehringer-ingelheim.com

Joan.buenconsejo@bms.com

Nelson.Lu@fda.hhs.gov



Virtual Journal Club (VJC) Sub-Committee

Name & Email

Lead: Susan Wang susan.wang@boehringer-ingelheim.com

Member: Yeh-Fong Chen yehfong1@gmail.com

Member: Guan Xing guan.xing@gilead.com

Member: Weiya Zhang weiya.zhang@fda.hhs.gov

Member: Li Wang li.wang1@abbvie.com



Email Only

susan.wang@boehringer-ingelheim.com

yehfong1@gmail.com

guan.xing@gilead.com

weiya.zhang@fda.hhs.gov

li.wang1@abbvie.com



Membership & Social Committee

Name & Email

Lead: Yeh-Fong Chen yehfong1@gmail.com

Member: Isaac Fwemba isaac.fwemba@gmail.com

Member: Helen Li qian.li@regeneron.com

Member: Pradeep Dass Pradeep.Dass@kmkconsultinginc.com



Email Only

yehfong1@gmail.com

isaac.fwemba@gmail.com

qian.li@regeneron.com

Pradeep.Dass@kmkconsultinginc.com

 Non-Amgen
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EFSPI Newsletter April 2022

In this newsletter

Welcome

EFSPI Council news

ESIG of the month

Other ESIG news

Local Association of the month
Other Country news

Job opportunities

And finally...

Welcome

A warm welcome to the April newsletter from EFSPI!
| hope everyone is staying healthy and safe.

April was a very positive and productive month for EFSPI, even though
the ongoing COVID-19 pandemic and the Ukraine/Russia war continue
to impact our work and daily lives in countless ways.

| get many questions about our position but also if the current situation
can bring some opportunities for EFSPI. As previously communicated,
we stand with the international community condemning the war and
the violence in Ukraine and against its people. We stand up together
for solidarity, humanity, and peace.

We are also providing guidance to the EFSPI community. For example, this month’s newsletter has
important information about the impact of the Ukraine/Russia war on methodological aspects of
clinical trials. In addition, you can read more about a new publication written jointly by clinicians and
statisticians in Europe on their experiences of implementing ICH E9(R1). Even though the ICH E9(R1)
addendum on Estimands and Sensitivity Analyses in Clinical Trials was introduced just before the
COVID-19 pandemic, a positive outcome from the pandemic has been an acceleration in the adoption
of the estimand framework, including differentiating intercurrent events related or not related to the
pandemic. Finally, as you will see from this newsletter, we are ensuring EFSPI’s business continuity
while continuously further developing our federation at all levels.

Enjoy the reading!

back to top





EFSPI Council news

Update from the EFSPI Council Meeting

On April 26", the EFSPI Council met virtually for the second time this year. Besides regular updates
from the EFSPI president and the EFSPI office, review of budget and communication plans for 2022,
we had some great topics for discussion and decision. First, we took a deep dive into the joint EFSPI/PSI
webinars, acknowledged the impressive achievements across the ESIG Community but also carefully
reviewed the corresponding webinar costs followed by a constructive discussion of a feasible funding
proposal for future webinars. The next topic was about EFSPI’s training strategy and our long-term
ambition to create an EFSPI Training Academy. The first step towards this ambition is to clarify training
needs and to share trainings across member organizations. Stay tuned to hear more about it as this
proposal was just discussed with EFSPI member groups representatives on April 29", Next, the Council
clarified our position regarding incoming requests for EFSPI sponsorship, endorsement, and branding
on promotional material. In addition, we reviewed the progress in the preparations for the two main
EFSPI events planned for this year: The Statistics Leaders Meeting in July and the Regulatory Statistics
Workshop in September, see more detailed information below.

Then we had a 45-minute workshop on EFSPI priorities for 2022 and beyond, in which we revisited our
Council discussions from January and gained more clarity about how we as a team want to move
forward to get things done.

The outcome of this very interactive workshop that was facilitated by
an Agile Coach was an alignment on a three-step approach:

TRANSFORM

To FOCUS on ensuring business continuity, to ENHANCE our branding
and visibility, and to further TRANSFORM into a federation that makes
a difference today and in the future by engaging with key stakeholders,
re-assessing the representation of member groups and clarifying our
mission in the data science arena.

ENHANCE

Finally, we discussed the implications of the Ukraine/Russia war (see summary below) and closed the
meeting with a feedback round on what we should keep, stop or start doing to make our work in the
Council more effective.

13th EFSPI Statistics Leaders Meeting

Approximately 40 EFSPI Statistics Leaders have been invited to attend the 13th meeting taking place
on the 6" and 7" July 2022 in Basel, Switzerland which is being hosted jointly by Novartis and Roche.
Three key themes will be discussed at this year’s meeting: 1) Networking and collaborations with other
groups, 2) Developing the next generation of statisticians, 3) Branding, behaviors and mindsets of
statisticians.

A number of external keynote speakers and presenters from within and outside of the pharmaceutical
industry are being approached to participate in this year’s meeting and contribute to the discussions.
The meeting will include several networking sessions for the majority of attendees being face to face
but also for those who are attending virtually. The agenda will be posted in the coming weeks on the
EFSPI website.

Chrissie Fletcher, Chair of the EFSPI Statistics Leaders





7th EFSPI Regulatory Statistics Workshop

7t EFSPI Regulatory Statistics Workshop
14" — 15" September 2022
Face-to-face meeting in Basel, Switzerland

Dates and times (CET):
Tuesday, 14™ September 2022, 9-17 (+ 2h wine tasting)
Wednesday, 15" September 2022, 9-18

EFSPI

EFSPI is pleased to announce the 7th Regulatory Statistics Workshop that will take place on September
14-15™, 2022. We are planning the event in Basel with a focus on in-person attendance. However,
sessions will also be broadcasted and recorded (all pending speaker approval).

The workshop will discuss opportunities and challenges of statistical topics in drug development
between regulators, academics, and industry. The two days will be filled with various formats such as
presentations, roundtable discussions, the well-established short topic session, lots of coffee breaks,
and the legendary wine tasting.

Draft plans for the sessions are:

1.

4.
5.
6.

Introductory Keynotes on "What happened in the last two years in regulatory and HTA
landscape"?

Subgroups generated by post-baseline variables: Can we expect causal conclusions?
Regulatory and HTA landscape for complex innovative designs in Europe: How can we move
towards harmonization?

Generalizability and external validity: How to generate evidence about a treatment effect?
Role of statistics/quantitative science in regulatory decision-making

Short topic session

Note that these are draft titles and remain subject to updates.

We will also have a poster session where EFSPI/PSI ESIGs report on their work of the last two years.

We invite everyone to block their calendars! The announcement on the EFSPI website is here.

Kaspar Rufibach, on behalf of the Local Organizing and Scientific Committee
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Ukraine/Russia War: Implications for Statistics

The Regulatory ESIG and the EFSPI Council discussed the implications for clinicals trials of the Russian
attack on Ukraine. Most if not all international sponsors have stopped recruitment in both countries.
Initially many statisticians felt that the situation is like a ‘COVID 2.0’. However, on closer inspection
only some of the methodological issues are similar to COVID while others are new.

To date it appears that the conduct of trials in Russia is largely unaffected by the war. In Ukraine
however, trialists and sponsors do face a multitude of serious issues, e.g. destroyed source data,
missing data, drastically increased rate of patients lost to follow up, patients switching centers or even
countries, or investigators unable to answer queries or provide signatures.

O

Al il L Sl Bl b s The EMA has just published its “Points to
consider on the impact of the war in Ukraine
EViA P 1424972022 on methodological aspects of ongoing clinical

Biostatistics Working Party

trials” (for more information click here) with

Points to consider on the impact of the war in Ukraine on the following key points for statistics:
methodological aspects of ongoing clinical trials

e Use the estimands framework to deal with events related to the regional crisis, i.e. revision of
pre-specified estimand and/or addition of estimands may be warranted

e Intercurrent events related to the regional crisis to be addressed on the estimand level, i.e.
hypothetical strategy to be considered

e Missing data due to the regional crisis to be dealt with on an estimation level, i.e. use of
statistical methods aligned with the estimand of interest/MCAR assumption to be considered

e Sensitivity analyses may be required to assess the robustness of results to missing data
assumptions.

To our knowledge no other health authority has published a guidance so far.

In the experience of the discussants in the ESIG and the EFSPI Council only a few trials of their
respective companies were relevantly affected with some trials in Ukraine severely disturbed while
others were virtually unaffected by the war. Hence, a trial-by-trial approach seems reasonable. All
agreed that at the present state a solid documentation of the reasons for protocol deviations is key,
as it is for COVID-19 related issues.

Special thanks go to Andrea Schulze (Bayer) and her “Statistics Working Group regarding
Ukraine/Russia War”.

Christoph Gerlinger, on behalf of the Regulatory ESIG and EFSPI Council
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ESIG of the month

The Biomarkers Special Interest Group is our ESIG of the month!

Why a Biomarkers Special Interest Group?

o
ﬁ . E It is probably no news to you that biomarkers are playing a bigger and
w

bigger role in drug development. After a few years of hibernation, we have

Biomarkers Special Interest Group

1. decided it is time to bring the Biomarkers SIG back to life!
-
cls Biomarkers Special Interest Group — rise from the ashes!

Our goals are

e to explore the hot topics of the moment when it comes to analyzing biomarkers data (OMICs,
digital, imaging ....),

e to increase the interaction with other disciplines, be they medicine, biology, or academic
research

e to connect with other Special Interest Groups.

In terms of topics to explore, here are a few that have come to our mind: incorporate prior biological
knowledge and real-world evidence, machine learning & deep learning, digital biomarkers and imaging
biomarkers, decision making based on biomarkers, estimands framework for biomarkers.

More information can be found on the Biomarkers SIG page.

Who are we?

We are a diverse group of 20 enthusiastic people interested in biomarkers. We come from academia
as well as the private sector (pharma, biotech).

Guillaume Desachy and Nicole Kraemer co-chair the group.

The kick-off meeting was held on April 20", 2022. During this very productive meeting, we jointly
brainstormed topics of interest for the months to come. We also discussed short-term and mid-term
goals including a poster presentation at the PSI 2022 and a webinar for Q4 2022.

There will be monthly meetings! The next one is scheduled for May 18™, 9-10 CET.
Would you like to contribute?

The Biomarkers SIG wants to connect subject matter experts from various areas of application: pre-
clinical or clinical development, untargeted or targeted biomarker data, and more. The more diverse

the group, the more ideas will flow, so all are welcome! @

Please contact Guillaume and Nicole if you want to join the group.

back to top
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Other ESIG news

Estimand Implementation Working Group (EIWG)

The members of the EIWG are pleased to announce a new publication written jointly by clinicians and
statisticians in Europe on their experiences of implementing ICH E9(R1) since the final guidance was
released 2 years ago: Marking 2-Years of New Thinking in Clinical Trials: The Estimand Journey. The
work was published online on April 24t in the DIA Therapeutic Innovation & Regulatory Science (TIRS)
journal. To access the full publication, click here.

What to expect from this publication?

The ICH E9(R1) addendum on Estimands and Sensitivity Analyses in Clinical Trials has introduced a new
estimand framework for the design, conduct, analysis, and interpretation of clinical trials. The key
lessons learned are discussed including what else needs to be done to continue the journey in
embedding the estimand framework in clinical trials. Emerging best practices and recommendations
are provided. Continued sharing of case studies will help to further advance the understanding and
increase awareness across all clinical researchers of the estimand framework.

General

i & ‘. (1] Our European Special Interest Groups (SIGs), sponsored by PSI and
D= IEmm I EFSPI, are playing a key role and foster connections across disciplines,

industry, academia and countries/regions. The SIGs provide a forum
o @ for members to discuss topics of mutual interest, keep updated on
T developments in a particular area of industry, to organize events on
their specialist field and/or to collaborate on developing the science of

) i £ @ that field.
; Our current SIGs cover a wide range of topics, for more details take a
look at their pages on the PSI SIGs website.

For the names and contact details of our SIG leads, please refer to
our SIG Lead Contact Page.

N ‘f"% For general enquiries please contact Adam Crisp (PSI Board SIG liaison
lead) and Emmanuel Pham (EFSPI SIG liaison).
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Local Association of the month

§6 Danish Society for Biopharmaceutical Statistics

]

The Danish Society for Biopharmaceutical Statistics (dsbs.dk), was formed in March 1992 as an
independent non-profit association. The aims of DSBS are to exchange of information between
professional statisticians working for the pharmaceutical industry in Denmark and abroad, to promote
professional standards, and to constitute an expert body in biopharmaceutical statistical matters. The
DSBS currently has 231 members and the association typically arranges courses, late afternoon events
for smaller groups of members to meet and discuss, and half or full day workshops with a selection of
topics relevant to statisticians working with biopharmaceutical statistics.

From the outside perspective, this last year so far (!) has looked very quiet, but we have just been
unlucky. The General Assembly in April 2021 was a reasonably quiet event, as we had to hold it
virtually. Nonetheless, we hosted a webinar on COVID vaccines and on the regulatory background for
the fast approvals. To somehow get started "after COVID", we later tried to arrange to meet on 13"
September 2021, to at least listen to the EFSPI regulatory workshop and discuss it over drinks
afterwards together. Unfortunately, it was not possible to meet as the company policies at the time
meant that we could not meet at site at a company. Then, we agreed that in the middle of January
2022 Leo Pharma would host a meeting about taking leadership as a statistician. And, if anyone can
remember that far back, it turned out to be bad timing again and we had to cancel the event, since
having a lot of informal discussion on these topics across the group was a big part of the plan.
However, as we found several interesting topics and speakers, it is an opportunity that we may re-use,
as the topic is still relevant from our perspective. We had a number of courses in mind for 2021-2022,
but it has turned out that the autumn of 2021 and January/February 2022 were not good times to
meet 30 people in a small room across companies.

For the next year, if we get the chance to do so, the plan is to set up a course in adaptive designs,
maybe already in September 2022. Next, we would like to repeat the popular course in survival
analysis that we have hosted on several previous occasions maybe in January 2023, and we are also
considering a course in causal inference. Most important, we stay optimistic!

And finally, we managed to beat the odds and have a big, in-person
event to celebrate the 30-year anniversary of DSBS!

On 29™ April 2022 we met more than half of the members in person
as we had a full day Annual Meeting, with talks on estimands, decision
theory, Cox proportional hazard, and more. The day ended with a party
with live music and dancing to celebrate the 30 years jubilee! Thank
you to all the members for joining and making this a fantastic event,
by engaging in the science, the networking and the dance moves @!

Mette Krog Josiassen, on behalf of the DSBS Board

back to top
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Other Country news

PSI (UK)

EUnetHTA 21 Public Consultation on Methodological Deliverables

The EUnetHTA21 (European Network for Health Technology Assessment) will have a series of public
consultations on draft guidelines. The focus will be on the methods/processes used during the
“interim period” as well as the future EU HTA system that will come gradually into force 2025.

Our PSI Healthcare Technology Assessment SIG will submit comments in relation (primarily) to the
Methodological Deliverables, as well as selected Process Deliverables that have high statistical
content/impact. We welcome any comments from PSI members who are interested to participate.

You can find further details about the EU Common Assessment and process & timelines relating to the
EUnetHTA21 public consultation on our HTA SIG page. If you have any questions, please get in touch
with Emma Crawford.

MEETINGS, WEBINARS AND COURSES:

18" May 2022: PSI VIS SIG Webinar: Collaborative & Exploratory Data Analysis (WEB277)

4™ July 2022: PSI Training Course: Hybrid Frequentist / Bayesian Power and Bayesian Power in
Planning Clinical Trials (TRNG278)

12-15 June 2022

Over 320 people have already registered to attend the conference this year showing there is a clear

appetite to meet face-to-face! Registration is still open! If you have not yet registered and would like
more information on the conference, registration fees, etc. click this link: PSI 2022 Conference.

We look forward to seeing you in Sweden.

David Lawrence PhD, PSI Conference Chair
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Listen here

The best of causal inference

Miguel Hernan and | talk about how causal inference can help generate and analyze data to identify

better strategies for the treatment and prevention of both infectious and noninfectious diseases.
To listen to this episode, just click here.

Alexander Schacht

NON-PSI EVENTS:

... 43rd annual conference of the International Society of Clinical Biostatistics

Sm
ISCB 43 Date: 21-25 August 2022

NEwCASTLE, UK | 2022  Location: Newcastle upon Tyne, UK

A ROYAL RSS 2022 International Conference
STATISTICAL )
: SOCIETY Date: 12-15 September 2022

DATA | EVIDENCE | DECISIONS Location: Aberdeen, UK

back to top

Job opportunities

Nowadays, job opportunities for statisticians and data scientists are excellent!

For information on how to submit recruitment adverts, please visit the Job postings on our EFSPI
website. 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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And finally...

If you want to learn more about EFSPI, our Member Groups, the EFSPI Council and Operations Board,
please visit our EFSPI website.

To add your email address to the EFSPI mailing list, click on "Sign up to our newsletter" on our landing
page. To view all newsletters please see the “News” area on the EFSPI website.

| value your feedback, so let me know what you think! What should | keep, start
or even stop doing when creating the EFSPI newsletters?

We would also like to learn from you how we can further improve our EFSPI
communication and visibility. Send your feedback to me and Randi Grgn.

And finally, please help us to spread the word and promote our official EFSPI LinkedIn page and its
contents. Encourage your network to follow EFSPI and engage with us by reacting to our posts,
commenting or sharing.

You can also join our (closed) EFSPI group by requesting access to the EFSPI LinkedIn Group in order
to exchange even more within our EFSPI community.

EFSPI

Stay well, stay safe wherever you are!

Justine Rochon, EFSPI President and Editor of EFSPI Newsletters
back to top
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In this newsletter
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Other Country news

Job opportunities

And finally...

Welcome

A warm welcome to the May newsletter from EFSPI!

Another month flies by, and although the spring and ‘almost summer’
season is upon us, the situation in Europe continues to be serious.
Hopefully the EFSPI newsletter might help here a bit and serve you with
some interesting information on WHAT we are doing and WHY.

This month was a busy but great one for EFSPI as we had not only taken
care of our core business but also worked hard on enhancing our
visibility and bringing our federation to the next level! Learn about our
ambition to create an EFSPI training academy, get to know our ESIG as
well as our local association of the month, and more.

Enjoy the reading and please help us to spread the word! Follow our official EFSPI LinkedIn page,
engage with us by reacting to our posts, commenting or sharing the information with your networks.
Your contribution to our EFSPI community matters, even with the little things.

Stay well, stay safe wherever you are!

Justine Rochon, EFSPI President and Editor of EFSPI Newsletters

back to top
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EFSPI Council news

International Clinical Trials Day

On 20t™ May, we celebrated the International Clinical Trials Day: A day chosen
to create awareness for and recognise those working on clinical trials.

The date has been selected to commemorate one of the very first clinical
trials, initiated on 20" May 1747, by James Lind (1716-1794) whilst
investigating a promising cure for scurvy. While the description of the scurvy
trial refers to 12 participants, the design, conduct and analysis of clinical trials
to date has become increasingly complex for a variety of reasons.

As statisticians working on clinical trials in the pharmaceutical industry, we witness every day those
challenges: the definition of the treatment effect and how to quantify it is complicated through the
potential occurrence of events during conduct of clinical trials. Missed participant visits, lack of
adherence, individual switches in treatment to alternative medication due to lack of efficacy or
tolerability issues prevent observing the outcome under the treatment as it was intended for.

While quantitative decision making is an integral part of clinical trials the quality of the analysis
depends on the quality of the data. So as important to defining the treatment effect and data to be
captured is the measurement of the data itself. Caregivers, investigators, and all employees in clinical
trials facilities are working on a daily basis to fulfil and deliver the data to address the objectives
outlined in the clinical trial study protocol. Their role is instrumental in the process, and sometimes to
be conducted in difficult circumstances. For example, consider the recent pandemic in which the
conduct was convoluted due to various sanitary measures but nevertheless continued to deliver on
the promise of vaccines and therapeutics.

So please join us in sharing your appreciation for those working every day on the conduct of clinical
trials, recognising their efforts, and underscoring their important role therein.

An Vandebosch on behalf of the EFSPI Council

EFSPI Statistics Leaders Meeting

We are excited with the upcoming EFSPI Statistics Leaders meeting taking place on the 6" and 7" July
in Basel, Switzerland hosted by Novartis and Roche. Thirty-six leaders are currently planning to attend
the meeting this year, with the majority attending in person. The meeting will include: An interactive
team building session, a keynote speaker on what the future might look like and what opportunities
that lie ahead, two breakout sessions (on how EFSPI can advance its networking and collaborations
with other groups, including two guests to share their experiences, and how to develop NextGen
Statisticians, including three guests who will share their career journeys), a panel session on how
statisticians can maximise their input and meet the demands of modern development, including three
invited speakers and their perspectives of working with statisticians, and finally a walking tour and
break times to socialise with each other.

A summary of the meeting and all the meeting materials will be made available to everyone after the
meeting via the EFSPI| website.

Chrissie Fletcher, Lead for the EFSPI Statistics Leaders Meetings on behalf of the organising committee:
Emmanuel Zuber (Novartis), Hans Ulrich Burger (Roche), Tina Christiansen (Novo Nordisk), Justine
Rochon (Boehringer Ingelheim) and Chrissie Fletcher (GSK)





EFSPI Training Academy

EFSPI has the ambition to create a Training Academy which aims to provide
tailor-made, targeted, high-quality training in line with the constitutional
objectives of EFSPI. All kind of trainings, technical and non-technical, on-line

TRAINING

and classroom trainings are in scope.
ACADEM

Activities of the academy will be based on local EFSPI member organisation
activities but ultimately may go beyond.

With this ambition in mind, the first meeting of this new initiative took place on 29" April with
representatives of all national organisations.

Although the ambitions are high, we decided to start realistic and step-by-step. As a first step we
decided to create and share an overview of all trainings organised by the local organisations in the
previous years but also planned or intended for the next year(s).

o .. . .
» E Share training across member organisations
w

WHY is sharing local training beneficial:

‘/ Individual statistician* Cheaper and therefore higher likelihood to attend

‘/ National Organisation Less effort to organise local training for members

‘/ Trainer Higher return on investment. Repeating is very cost efficient
‘/ EFSPI Reach much broader group of people

‘/ Coordinator (you) Networking opportunity

‘/ Climate Less travelling, only the trainer

‘/ Attendees Way more interaction than online, great local networking

# |Individual consultants, statisticians from small companies, and “M# statisticians from large companies

If you want to know more about this new initiative or have any questions, please feel free to contact
Egbert Biesheuvel. The next meeting will take place mid of June 2022, so stay tuned!

Egbert Biesheuvel and Hans Ulrich Burger on behalf of the EFSPI Council

back to top
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ESIG of the month

The Oncology Estimand Group is our ESIG of the month!

The draft addendum of the ICH E9 guideline on Statistical Principles for
Clinical Trials was released in August 2017. An estimand framework was
born...

The estimand framework aims at aligning trial objectives and statistical
analyses by demanding a precise definition of the inferential quantity of
interest, the estimand. The need to amend E9 with a discussion on estimands
grew out of the realisation of an apparent lack of alignment between the
objectives stated in a clinical trial protocol and the accompanying
qguantification and interpretation of the treatment effect reported in a
regulatory submission.

While the estimand framework has been developed with different clinical trial settings and endpoints
in mind, the examples discussed in publications, at scientific meetings, and in the addendum have
largely focused on symptomatic studies and continuous, longitudinal endpoints. However, in oncology
primary endpoints in clinical trials are typically of the time-to-event type (such as overall, progression-
free, or event-free survival). For these endpoints, there are still open questions concerning endpoint
definition, data collection, analysis methodology, interpretation, and use in drug development.

In February 2018, Evgeny Degtyarev and Kaspar Rufibach started an informal working group to discuss
how to implement this draft addendum in oncological clinical trials. In November 2018, the working
group was established more formally by EFSPI as European Special Interest Group “Estimands in
Oncology”, sponsored by EFSPI and PSI and in June 2019 the ASA Biopharmaceutical Section has
granted the official status as ASA Scientific Working Group.

In December 2019, the final version of the ICH E9 Estimand Addendum was published.

The working group aims at bringing together statisticians from industry, regulators, and academia to
ensure common understanding and consistent definitions for key estimands in oncology across and
share experiences, intercurrent events, and the used sensitivity analyses. Another purpose of the
group is to maintain a network of oncology statisticians globally that work together in turning
challenges into opportunities, ideally in collaboration with academia and regulatory colleagues. As an
example, the intercontinental team spirit allowed to come up with a rapid response to COVID-19
pandemic: a slidedeck discussing the impact of the pandemic on a trial’s estimand was published on
the webpage less than five weeks after WHO declared the pandemic. A paper followed only a few
weeks later. In addition, we hold regular TCs with colleagues from eight regulatory agencies globally,
to share our work and seek their feedback.

If you want to learn more about the Oncology Estimand ESIG, please check out our webpage
www.oncoestimand.org or our latest newsletter. It features

e the most recent achievements (e.g. published and submitted papers),
e upcoming WG appearances at conferences including links to slidedecks,
e and some further estimand-related resources.

Please do not hesitate to provide feedback or reach out to Evgeny Degtyarev or Kaspar Rufibach if
you would like to get involved in the ESIG.

back to top
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Other ESIG news

Fi

Call to action!

EUROPEAN FEDERATION OF STATISTICIANS IN THE PHARMACEUTICAL INDUSTRY
Representing Statistical Associations in Europe

EFSPI

Do you want to become our ESIG of the month? Then please contact Emmanuel Pham (EFSPI SIG
liaison) or Adam Crisp (PSI Board SIG liaison lead) sooner than later and get the chance to be featured
in our next newsletter.

Do you want to contribute to our ESIGs? For the names and contact details of our SIG leads, please
see our SIG Lead Contact Page.

Our European Special Interest Groups (SIGs), sponsored by PSI and
EFSPI, are playing a key role and foster connections across disciplines,
industry, academia and countries/regions.

The SIGs provide a forum for members to discuss topics of mutual
® iy & @ interest, keep updated on developments in a particular area of
¥ industry, to organise events on their specialist field and/or to
collaborate on developing the science of that field.

ot & = w@ Our current SIGs cover a wide range of topics, for more details take a
' look at their pages on the PSI SIGs website.

v vis
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Local Association of the month

The Italian Blostatistics Group (IBIG) is part of the Italian Society
M I B I G of Pharmaceutical Medicine (SIMeF, www.simef.it).

Currently, IBIG has about one hundred members!

Italian Blostatistics Group

IBIG’s mission is to exchange information, share experiences and promote collaboration inside and
outside of the group and it is open to people working in the industry, academia, and research
institutes. The main activities of the group revolve around the organisation of meetings, courses and
workshops concerning modern statistical methodologies, also including SAS and R topics. IBIG is also
active partner of the CDISC community as it organises the Italian CDISC User Group Network Annual
Meeting in collaboration with the country representatives.

The plan for 2022 foresees the second series of the monthly webinars “Statistical Pills” (started on 20t
April) mainly targeted, but not restricted, to non-statisticians, with topics ranging from conventional
themes such as essentials of trial analysis including interim analysis to more recent subjects like
estimands and machine learning.

The annual IBIG forum will be held in Verona on 19%"-21% October, with the usual format that consists
of two pre-forum courses, one dedicated to the concept of QDM with a practical session on how to
organise a Prior Elicitation meeting; the other one will be a deep dive into QC in programming. The
two-day forum will be split into four sessions focusing on different areas of applied statistics.

In the last quarter of the year, IBIG will offer a course on multiple imputation with applicationin R /
SAS and will participate in the organisation of the Italian CDISC User Group Network Annual Meeting.

A series of short webinars on tips & tricks in the use of the most common stats packages is under
evaluation.

Finally, IBIG continues to collaborate with the University of Padua in the master in “Advanced
Biostatistics for Clinical Research”, by supporting students with tutorial and teaching activities and
being part of the Board of the master.

Marco Costantini and Fabio Montanaro on behalf of the IBIG

back to top
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Other Country news

APF (Germany)

The German region (APF) is planning their yearly meeting (“Herbstworkshop”) on Friday, Nov 25% in
Berlin (hosted by Cytel). Suggestions for topics and volunteers for presentations are highly welcomed
and can be send to Frank Langer. One day before, on Nov 24™", there will be a senior face-to-face
meeting for our Academia-meets-Industry initiative (Organisers in 2022 are: Jan Beyersmann (Ulm
University), Cornelia Kunz (Boehringer Ingelheim), Kathrin Stucke-Straub (THU Ulm)). This meeting is
an opportunity to network in particular across academia and industry regarding statistical-
methodological topics and partnerships.

BBS (Switzerland)

BBS/EFSPI Free Virtual Seminar on “Registry Studies and Health Technology Assessment (HTA)”

On Thursday, June 23™ from 15:00-17:00 CET, the Basel Biometric Society (BBS) and EFSPI are
organising a virtual joint meeting on the use of disease and product registries in drug development
and commercialisation, a topic which is receiving growing interest from pharmaceutical companies,
regulators, and payers/HTA bodies.

This seminar presents new statistical and epidemiological approaches along with case studies that
involve using registry data to improve accuracy in estimating and predicting outcomes in the real-
world setting that aims to benefit patients and healthcare systems.

For further information about the speakers / topics being covered and to register, please click on the
flyer on the EFSPI website.

PSI (UK)

Registration for the 2022 PSI conference will
close on June 10!

12-15 June 2022

If you have not yet registered and would like
more information on the conference,
registration fees, etc. click this link:
COTHIAGIOWIET S JiEDEN PSI 2022 Conference.

PSI Pre-Conference Training Courses

This year the PSI Training Committee and the PSI Scientific Committee are delighted to offer two pre-
conference courses. Both courses will run on Sunday, 12" June 13:00-17:00 at Gothia Towers in

Gothenburg.

e Estimand-aligned statistical analyses of clinical trial

e A practical introduction to simulating complex trial designs

Courses available for registration through the main conference registration portal, so please sign up
when you register for the conference itself to avoid disappointment! Find out more!
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Statistical Excellence in the Pharmaceutical Industry Award 2022

Nominations are being sought for this award, jointly run by PSI and the Royal
Statistical Society (RSS). The award recognises an outstanding level of
influence in the application of an existing statistical practice, or an innovation,
that has strengthened the quality and efficiency of investigations in the
pharmaceutical industry. Nominees can be based anywhere in the world and
do not need to be a member of PSI or the RSS. The deadline for nomination is
midnight on Tuesday, 28" June 2022. Find out more!

Ukraine/Russia War: Implications for Statistics

To date, it appears that the conduct of trials in Russia is largely unaffected by the war. In Ukraine
however, trialists and sponsors do face a multitude of serious issues, e.g. destroyed source data,
missing data, patients switching centres or even countries, or investigators unable to answer queries

or provide signatures. The EMA has just published its “Points to consider on the impact of the war in

Ukraine on methodological aspects of ongoing clinical trials”. Find out more including the key topics

on the PSI website.

EUnetHTA 21 Public Consultation on Methodological Deliverables

The EUnetHTA21 (European Network for Health Technology Assessment) will have a series of public
consultations on draft guidelines. The focus will be the methods/processes used during the “interim

period” as well as the future EU HTA system that will come gradually into force 2025.

Our PSI Healthcare Technology Assessment SIG will submit
comments in relation (primarily) to the Methodological
Deliverables, as well as selected Process Deliverables that have
high statistical content/impact. We welcome any comments from
PSI members who are interested to participate.

You can find further details about the EU Common Assessment and
process & timelines relating to the EUnetHTA21 public consultation
on our HTA SIG webpage. If you have any questions please get in
touch with Emma Crawford.

MEETINGS, WEBINARS AND COURSES:

21° June 2022: PSI Pre-Clinical SIG Webinar: Assay Qualification by Linear Mixed Model -
Confidence, Prediction & Tolerance Intervals

29" June 2022: PSI Training Course: An Interactive Introduction to Agile Ways of Working

30" June 2022: PSI EIWG Webinar: Impact of estimands

4t July 2022: PSI Training Course: Hybrid Frequentist / Bayesian Power and Bayesian

Power in Planning Clinical Trials (TRNG278)
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ON-DEMAND WEBINARS AND PODCASTS:

PSI VisSIG Wonderful Wednesday 26: Ordinal Scale for Improvement

An EFSPUPS! VIS SIG indtistive

iz

The challenge of this month was to display COVID patient status over
time as measured by the Ordinal Scale for Improvement. At the same
time patient death or full recovery as well as patients leaving the
hospital should be taken into account. All visualisations are available
on the Wonderful Wednesday blog.

PSI Journal Club — Treatment Switching in Clinical Trials

Fi

Treatment Switching in
Clir Trials

PS1 Journal Club Webinar
4pm - S5pm, 26™ April 2022
Sponsored by WILEY

4| This journal club features two papers on the topic of “Treatment
Switching in Clinical Trials”. Watch now to hear Franz Koenig (Medical
University of Vienna) and Juliane Manitz (EMD Serono) present their
recent work.

The Effective Statistician Podcast in Association with PSI

. THE
EFFECTIVE

\!sfmnsr_mgy

ASSOCIATION WITH

A Preview to the PSI Conference

This is a special episode while Benjamin and | talk about the upcoming PSI
conference and what you can expect from it. This will be a face-to-face

conference in Gothenburg, Sweden!

Patient-reported outcomes and the FDA Patient-Focused Drug Development Guidance

We discuss the process with the FDA publishing a timeline of planned public workshops, draft guidance

documents and final guidance documents for 4 documents, originally planned to finish in end 2021

and its objective to explore the factors that need to be considered when developing COA-based

endpoints.

Apps on prescription paid by the government

Nowadays, there are a couple of available apps being used in several countries that collect user

information, such as heart rate combined with algorithms that calculate certain health risks that the

user may be vulnerable to. Dr. Stefan Walzer and | discussed the goal of the Digital Health Application.

Listen to these episodes and share them with your friends and colleagues who might learn from it.

Ciao and be an effective statistician! Alexander Schacht
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NON-PSI EVENTS:

L5 43" annual conference of the International Society of Clinical Biostatistics
|§| [y _i_,:::éé

ISCB 43 Date: 21-25 August 2022

NEWCASTLE,UK | 2022  Location: Newcastle upon Tyne, UK

| ROYAL RSS 2022 International Conference
STATISTICAL 1o
SOCIETY Date: 12-15 September 2022

DATA |EVIDENCE |DECISions — Location: Aberdeen, UK
back to top

Job opportunities

Nowadays, job opportunities for statisticians and data scientists are excellent!

For information on how to submit recruitment adverts, please visit the Job postings on our EFSPI
website. 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

And finally...

To add your email address to the EFSPI mailing list, click on "Sign up to our newsletter" on our landing
page. To view all newsletters please see the “News” area on the EFSPI website.

We value your feedback, so let us know what you think! What should we keep, start
or even stop doing when creating the EFSPI newsletters?

We would also like to learn from you how we can further improve our EFSPI
communication and branding.

Send your feedback to Justine Rochon and Randi Grgn.

And finally, you are cordially invited to join our (closed) EFSPI group by requesting access to the EFSPI
LinkedIn Group in order to exchange even more within our EFSPI community.

back to top
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https://urldefense.com/v3/__https:/u10318183.ct.sendgrid.net/ls/click?upn=Hqo8cV0ZPO9bq-2Bojps0lG6RKvXi9Q5fpGrwFHZyyhWYoFXOcPV1BKY1TbQM-2FnbNM4iROTB9-2BX1MU7hJfbGE1ZQmJHJ44sQ6eAZsIkWdc8bHBHJlwbKXjECWYiUKu6vNpkgo2LOZvnPsBkI3jgmzkx3Zr5h7JuPOBUFGFDSe5wyHrWoufUAzNkrsCReKNsJ30EkoO43I-2FLunbSGB3ZWMJsmPMoRuOoh9hKSRzGYeFxAt2fGsd5clyIPV1vP3OHox-2BhsKpDOBnuNom4Kc8OPOFzXrJOeLmK3VYiKtUMB-2FQoxjhEmil-2FfSDbJ3B9awqcp9QBFVY-2FZYol0LlCLfZ32bsOtTAmtaScE37XneJG-2B8cZ3nau2bINsbGE2T4gcrSq5n8x4OJCvdhUzhG7EX8vGJUrskaAv569sIU-2FNkKKykTDXh64UFgXW7AcEolgJbBTFQ5D3VQjQxYSw6-2Fp3FsfG76ioOPjYJZs3vnM0awen-2BnH7P0aMnrxwXKTordhW-2Btqb6kOqIpzns2aMSvDa-2Fv5C-2FGZk54VCc0MWDYgTIUXdn10k3q380NOB5MPTy7yhRwhBn-2F0-2B6Jn2R8KDzBEsI6-2B-2BAIFPZ0skRalLwSUvAbszKB3Qd4Yv6b5-2BTQ95VzXi9d4ozrLflK-2F-2Fo-2BkDi-2FgTT3oIMiLtpauVADL6sZZTi2pIs57z0-3D9cwp_G9ypNmvo9A8rtvsm-2FtyYGzHkAGRir7wbekPm2xxHN-2B-2FXZYRwktPan-2B9HNRb02JhesnEfas12npYsBsvuDaaBD5IfwIRTPLyDFHWX6N2L0VxmWVmON0qzgv09q29nyWviC-2BPoJiPoyLjFGwf-2Bgw1vXSezTbqexZQLvbJpwfpLCqboHvYLmUBDYDUOHyMh7u-2BGd4A9WfAA8UiWEscYLXZraAuIi3uUC1nSkS0npJB0KG5-2Fvm7MqQMBXzqKuKWhy9glyPAy7jcDl7zvdGYwFEUQ8C8rd-2F0vok5GPMxIQn-2BlLBgi0-2B4PJ8KahrsFjp8qo6QB90b42WBvGbfBGng-2BASbc7Rbt10BMY-2BQuxxbvblKCqRDJiW09sEXSo1I4mnc2P06l__;!!AoaiBx6H!kB3qklQI_9TEI2u33sfd2QHDxDK7BNTNUmL9M7Yqjl3-zP0ImfrDo5Y3cb9HP2Ry44S7$
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Copy of Stat_Community Speaker Planner.xlsx
2015-16

						1-Apr		May-15		Jun-15		Jul-15		Aug-15		Sep-15		Oct-15		Nov-15		Dec-15		Jan-16		Feb-16		Mar-16		Apr-16		May-16		Jun-16		Jul-16		Aug-16		Sep-16		Oct-16		Nov-16		Dec-16

		Chair																																Qi

		Speaker(s)								Qi Jiang, Telba Irony, Weili  He                                                                                                                                                                                                                                                                                                                                                                                                                 														Frank & Estelle		Jerry & Aloka		Jerry, Joan,Bill W. & Juergen				Bob Temple		Weili He, Eva Miller & Qi						Susan D., Greg Ball, M. Levinson		Ben Vali  & Susan Kenny?		Bill W. & Aloka, Lisa L.

		Topic								Benefit-Risk Analysis for Medical Products						Adaptive Design Working Group Update						PSI		ICH E-9 Update		Preview of DIA Statistics Forum		DIA Global All-Hands Meeting		 		Draft Safety Guideline		Case-studies/Ph 3 Adaptive Design?						Safety Monitoring		End-to-End With Standards – A Statistical Reviewer’s Perspective”		ICH E-17 update

		Date								6/11/15						9/24/15						TBD		1/28/16		2/25/16		3/31/16				5/12/16		6/9/16						9/8/16		10/20/16		TBD

		Core Rep								Susan Duke						J. Schindler						Yei Fong		Matt B.		Jerry S.		Bill, Juergen				Brenda C.		Qi						???		Matt B.		Bill W.

		Attendence																														 

		X-Community								N						N																 

		VJC																				X												Matt will host webinar

																																5/12/2016 date confirmed		6/9/2016 date confirmed						9/8/2016 date confirmed		10/20/2016 date confirmed

																																 								Susan to confirm thur date/not to conflict w ASA 9/29

																										 

																										 

																										 





Proposals

		From				Cross-functional?		Core Team Lead		Speaker(s)

		MM		Prevention and handling of missing data (protocol design and operational issues)		Y

		MM		Interpretation of incidence of rare AEs in clinical trials		Y

		MM		Patient Focused Outcomes (Clinical Outcome Assessments) – Development and Analysis		Y

		MM		Assessing data integrity		Y

		MM		Key statistical issues relevant for clinical trial project teams		Y

		MM		Statistical validity and interpretation of ad hoc analyses from analyses of big data or other available sources of data. Concerns with false-positives. 		Y

		MM		Dose Response methods

		MM		Simulation of Adaptive Designs' Operating Characterisitics

		MM		Program level Quantitative Decision-making

		MM		ADaM Implementation

		MM		Meta Analysis

		MM		Big Data methods

		MM		Assurance

		MM		Propensity scores

		MM		RBM

		MM		Observational, Real-world studies

		MM		Safety topics (quantifying B-R; Signal detection; )

		DIA/FDA Stat forum		Statisticians as Leaders/Career Development

		DIA/FDA Stat forum		Sub-group analysis

		SD		Working group presentations/updates								Jerry Schindler to pull together AD all-hands in Sep

		JB/SD		Annual Meeting update				Jon		AJ/Rima/Jon		Coordinate when meeting metrics are avail?		Timing?		Potential speakers

		BW		China

		BW, Juergen		Their' DIA

		JB/SD

				drive the science

				recognition of stat contribution

		JK		elicitation of pt preferences for B-R

		QJ/Wei Li		Adaptive Design in registration trials-Success stories; FDA perspective

		QJ		Safety Library work

		JB		LTE studies/challenges with interpretation

		JB		Pragmatic trial design

		MS		Electronic sources for clinical trials

		MB		ADaM Implementation				Matt B.?						2H/16		Jennifer Price at BioClinica; Jim Johnson at Summit Analytical

		Matt S.		Phuse: Safety Graphics

		QJ		B-R Data sources

		JH		Prior Elicitation

		SD		Qualifying & Analyzing Patient preferences (Reed Johnson)

		MB		Pt-reported AEs

		SD		Review FDA Safety Guideline (Bob Temple + Indusrty rep) / ongoing safety review by Sponsor in late-phase trials 

		BW		Case-driven session (Cross-functional) on estimands





2017

				JAN		FEB		MAR		APR		MAY		JUN		JUL		AUG		SEP		OCT		NOV		DEC

		Chair		Bill W. & Aloka, Lisa L.				Joan B., Lisa Kammerman				Bill Wang		Jon		X		X		Brenda & David Wright		Qi/Bruce		Brenda/Bill		 

		Speaker(s)		ICH E-17 update				Developing PRO Instruments in Clinical Trials: Issues, Considerations, and Solutions				Recommendations from the CTTI Data Monitoring Committee Project		ICH White Paper						CIOMS 10		Title: Two/Three case studies demonstrating impact of biomarkers/precision medicine analysis on drug labeling, and the role of the statistician in this process		Collaboration of Safety WG/Phuse WG

		Topic		TBD								J.Seltzer, J. Connor, J.Adler		TBD						 TBD		Merck, Az?, Pandoo(lily)		TBD

		Date		19-Jan				3/17/17				18-May-17		1st week June 1 or 8								Yihua Gu (Humira HS)

		Core Rep		Bill W.										Joan will send contact info

		Attendence

		X-Community

		VJC				Case-studies: Interim Safety/B.Temple



																								Possible Speakers

																2017 Proposed Session				Month		Chair

																Precision Medicine				Q2/3		Qi/Bruce		Mar,Apr,May?

																Statistical Methods for Safety Analyses				Q3/4		Bill/KP		 

				 		 										Surrogate EP/Accelerated Approval				Q3/4		Yeh Fong		 

																Basket/Platform Trials				Q1/Q2		Qi		Berry Cons/Raji

																Revised Non-inferiority FDA guidance 						Jon		FDA rep (Steve Wilson)

																PROs				Q1/Q2		Joan

																ICH E-9 addenum				Q4		Pending		Low priority-waiting to issue

				IDMC		Munish										CIOMS 10				Q3		Jurgen/Brenda/D.Wright		X-US-EU meeting; May/June?

																Real World Evidence trials & analysis								CDER rep?

				Precision Medicine		Qi										Other possible topics:

																IDMC 						Munish		CTTI, Boston WG				D. DeMets; Bill W. 

				Assurance		Jon		Q1								Assurance Calculations						Jon

																Phuse Working group						Brenda		combine w Safety Analysis

				Phuse Comp Working group		Brenda		2nd half 2017								Pediatric Trials

																Adaptive Design

				Surrogate EP/Accelerated Approval		Yeh-fong										COA Compendium						Munish		Laura Lee Johnson

																Bayesian Adaptive Randomization

				CIOMS 10		Jurgen





2018

				JAN		FEB		MAR		APR		MAY		JUN		JUL		AUG		SEP		OCT		NOV		DEC

		Chair								KP Singh														TBD

		Speaker(s)		Scott Evans, Harvard U.				TDB		TBD				Susan Duke/Bill W.		Chen Cong, Merck?		Yanning Wang, FDA		Steve & Hong		??		DCRI

		Topic		Benefit risk assessment				Estimand Series: #1		Safety Analysis Methods		Estimands #2: Respiratory		Estimands #3: B-R		Current development in immune therapy		Simulation in dose finding		Estimand #4: Alzheimer's		Esitmand #5: Interpretation		Pragmatic Clinical Trials		Estimand #6: Next Steps

		Date						15-Mar-18		19-Apr		17-May		21-Jun										17-May-18

		Core Rep						Jurgen		Bill W.														Jon H.

		Attendence

		X-Community						Shein-Chung Chow, FDA,  Janet Wittess, Statistics collaborative						 

		VJC						Sample size re-estimation

														Waiting for confirmation before moving Feng

										someone from the FDA, or someone from the adaptive design working group?				Feng Liu 

										Adaptive design,  current practice				Dr. Nicholas Savy

														Prediction of patient enrollment in clinical trials





2019

				JAN		FEB		MAR		APR		MAY		JUN		JUL		AUG		SEP		OCT		NOV		DEC

		Chair		Feng Liu 						Tony Guo		Sanda Visser		 		 		 		TBD		TBD		TBD		TBD

		Speaker(s)		Dr. Nicholas Savy				 				 		 		 		 		TBD		TBD		TBD		TBD

		Topic		Prediction of patient enrollment in clinical trials				 		China R&D		MID3		 		 		 		Advanced Adaptive Designs		How to Incorporate Historical Control and Information		Data Science/Machine Learning/AI 		Master Protocols in oncology

		Date		24-Jan-19				 		TBD		TBD		 		 		 		 		 		TBD		 

		Core Rep		Jon H				 		Susan Wang		Jon H.				 				TBD		 Yeh-Fong W		Matt B, Susan D		Yeh-Fong

		Attendence

		X-Community						 						 

		VJC						 





																		Efficacy & Safety (End to End) Decision Making – Bill

																		1.       RCT/RWE - Statistician’s Involvement in RWE

																						2		Go / No Go

																		RBQM with Mary Banach’s CDM group

																		2020: CID (Complex Innovative Designs) (Deonne Price, FDA) (covered in DIA Annual Meeting under Regulatory Track)





2020

				JAN		FEB		MAR		APR		MAY		ly June?		JUN		JUL		JUL		AUG		SEP		OCT		NOV		DEC

		Chair		X		X		X				JS		 		NL		JH/FZ						JH		TBD		Anil Bhojwani		Nicole Li

		Speaker(s)										C.Fletcher, D.Meyer, D.Li		TBD		J.Chen, M. Ho, J. Franklin		D. Meyer, D. Li, B. Ratich						Luis Garcia-Gancedo, Andrew Potter, Tyler Reynolds				Andrew Thomson, Jennifer Rogers

		Topic										COVID		COVID-statistical considerations		RWE		COVID-statistical considerations-Part 2		Machine learning/AI in Pharma space				Digital Health Technology				Clinically Meaningful: How is it Different from Statistical Significance?		Master Protocols

		Date										5/13/20		6/1 ?		6/25/20		7/16/20		Mid July				9/16/20				11/4/20		10/28/20

		Core Rep										JS/JH		JH/TBD		NL/AM		JH/FZ		QT/AM				FZ/JH				FZ/JH		NL/AM

		Attendence

		X-Community														Submit to JBS:Yeh-fong

		VJC

						Under Development				Chair														 

										Speaker(s)																		 

										Topic

										Date																		 

										Core Rep																		 

										2021 IDEAS

										Adaptive Design Guidance		Quantitative B-R: JH

										ICH E9 Estimand – Follow-up		Imaging

										Advanced Adaptive Designs (include CID update) 		Re-cast ML/AI webinar

										Efficacy and Safety End to End		Interactive visualization/ML:AM

										Biopharm Theme)

										Go/No Go decision framework:ZW?/co-worker		clin meaningful change: multidiscpl

										ICH Guidance Update: E-8, E6 R3, E-20 W.Wang)/FZ		non-stat presentation?

										The merger of Data Science and Statistics (Gary Sullivan?)		influencing topics?

										Regional Changes Japan, China, EU

										Rare Disease/Natural History studies: Common Issues (Ye-Fong)

										Use of R? FZ

										Collaboration/synthesis of evidence: COVID-JB

										Safety: PhUSE-White Paper BC/Matt Sukup, G. Levin

										ASP Template: Safety DIA/ASA interdiscpl WG-G. Ball, BC

										Estimands-where are we at? SW





2021

				JAN		FEB		MAR		APR		MAY		Early June?		JUN		SEP		AUG		SEP		OCT		NOV		NOV		DEC

		Chair														TBD		TBD				Feng Lui		Yeh-Fong C.		Greg Ball		Greg Ball		DIA Stat Forum(Lissa, Sara,Pandu)						Data Science

		Speaker(s)								F.Khan, TBD												TBD						 		Stella Grosser

		Topic								Data Science in Clinical Development						ICH Updates		Data Science #2-topic contigent on content of APR session				Oncology Estimands		Rare Disease		The Aggregate Safety Assessment Planning (ASAP) Process		The Spirit of the IND Safety Reporting Final Rule						ASAP: DIA-ASA SWG

		Date								Q1?												9/28/21		10/1/21		11/18/21		11/9/21						Oct?

		Core Rep								Asli M.						FZ		FZ				TBD						Jon H.

		Attendence																Move to February?				Advert:

																												FDA Robert Temple/Jacqueline Corrigan-Curay

																																				Ideas

																																				Collaboration/synthesis of evidence: COVID-JB

																																				Safety: PhUSE-White Paper BC/Matt Sukup, G. Levin

																																				ASP Template: Safety DIA/ASA interdiscpl WG-G. Ball, BC

																																				Estimands-where are we at? SW

																																				Possible Safety Series

																																				Go/No Go decision framework:ZW?/co-worker









2022

				JAN		FEB		MAR		APR		MAY		Early June?		JUN		JUL		AUG		SEP		OCT		NOV		DEC

		Chair				Andy Nicholls						Bill W										Nelson		Greg B		Greg B		JB

		Speaker(s)										Multi-nat w Case-study												Safety viz.		Threshhold signalling/Abbvie tool		Digital tools/Meaningful Change (COA/PRO)

		Topic				Data Science						tentative												contingent on ASA webinar in MAR

		Date				2/24/22																		NL

		Core Rep				FZ																		Working on identifying topic/speakers		1-Nov

		Attendence

												Preparing for an AdCom

												Biogen/Adulhelm

												P-value/MCID						Dose-Finding/BOID

												COVID						combination therapy/study designs

												Decentralized		ZW				master protocols implementation

												DDA

												RWE		Nelson

												covariate adjustment

												ML where does it apply?

														JB
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2022.05.19 | ICH Day

8:30-9:30 ICH Plenary
10:00-15:00 E6GR3 AM: E8RI1 Q12 Lifecycle Management ICH Safety Guidelines: M4Q(R2)
oL & Q13 Continuous Nonclinical Safety
Between) Manufacturing of Drug Strategy Supporting
PM: E9R] Substances and Drug FIH and Development
’ Products of Modern Modalities
2022.05.19 | Pre-conference Short Courses
15:30-18:00 Labeling Regulatory RWD to Inspection  Target Trial ~ DIA Global  Ethics Forum  China Drug When Human
Management Requirements Support Drug Readiness via  Emulation  Forum High- Regulatory Medical Genetic
of Medical ~ Application a Comprehen- lights Special Affairs Meet  Resources
Coding in sive PV QMS Forum Clinical ~ Management
Clinical Trials Development  Workshop

13:30-17:00  PIC/S Forum

2022.05.20
8:30-12:00 Opening Plenary
14:00-17:00 Global Modernization Regulatory Townhall | NMPA Townhall

2022.05.21

Regulatory Science Drug Clinical Development

China Regulatory Global Regulatory New | Non-oncology Drug | Oncology Drug Clinical |Novel Targets/New Modalities
Modernization Trend Clinical Development Development Drug Clinical Development

8:30-10:00 Challenges and Drug Development in Global Breakthrough Gene Therapy in

Considerations from Cardiovascular Diseases  Updates and Lesson Rare Diseases
Accelerated Approval to - Challenges and Learned
Full Approval Opportunities

10:30-12:00  Expedited Program
under New Regulations
- Considerations &
Practices

13:30-15:00 = The Opportunity and PMDA & JPMA Joint
Challenge Under the  Session: How Japanese

Concept of Clinical Regulatory Authority
Value-Oriented Drug and Industry Responded

Innovation - Part 1 to Managing Clinical

Trials under COVID-19

Pandemic
o -----

2022.05.21 | 8:30 -12:00 | Pediatric Drug Development Forum

Neurology & Psychiatry HER Family Modalities CAR-T Therapies -
Drug Development Past, Current and Future

2022.05.22

B -----
. -----

DIA

DIACHINA
Annual Meeting
May 19-22 | Suzhou Internatmnal Expo Center Chma

Patient Centered Clinical Operations and Quality Management Clinical Needs and Data Science Biostatistics
. ) . . . ) Trial Platform
Clinical Operations | Clinical Investigational Clinical Quality
Products Management Management

Patient Recruitment  Clinical Management Key Considerations Regulatory On Rare Disease
of Investigational of Hospital Ethics -1 Requirements and Drug Development
Products - 1 Practice of Direct Data Pathway and Clinical
Capture (DDC) Study Designs - Case
Studies
The Practice and Clinical Management Key Considerations Source Data Practicing ICH E17

Explore for DCT in of Investigational of Hospital Ethics - 2 Management in for Simultaneous
Early Clinical Phase Products - 2 Clinical Trials Global New Drug
Studies Development &

Registration

Experience Sharing  Clinical Management Co-Establish One Research-oriented Data Anonymization COVID-19 Vaccine Trial
of Overseas Clinical of Investigational QMS -1 Hospitals - 1
Study Sites Products - 3

and Data Privacy Design vs. Traditional
Drug Trial Design

Research-oriented Real World Data Trial Design, Data
Hospitals - 2 Quality Evaluation Collection and
Statistical Analysis for
Decentralized Clinical
Trials (DCTs)

2022.05.21 | 8:30 -12:00 | Pediatric Drug Development Forum

2022.05.22

IIT’s Key Roles and Clinical Data Talent Al Algorithm, Design
Value Mining - 1 Development and Acquisition

IIT’s Key Roles and How to Ensure Data Guidance on Risk

Value Mining - 2 Quality through Management: From
Cross Functional Theory to Practical
Collaboration: Implementation
Case Sharing

Innovation to Protect Health
Collaboration to Lead Future

Register Today

2022.05.21

Drug Safety & PV Translational Non-clinical & Animal| Medical Writing and Hot Topics
Medicines Test Publication

Safety Considerations Regulatory - Nonclinical Data Value of Medical Market Access
in Clinical Requirements to Support Clinical Writing in the
Development in Gene/Cell Transformation Pharmaceutical
Therapies - 1 Industry
Post Approval PV Regulatory Nonclinical The Value of eSource Data
Requirements Considerations of Medical Writing in
in Gene/Cell New Modalities Clinical Document
Therapies - 2 Preparation for NDA/
BLA Submissions

Regulatory Technology - - China Pharmaceutical
Compliance in Drug Requirements of R&D Leadership
Safety Pharmaceutical

Development for
Special Drug - 1

Globalized Portfolio
Management Strategy

Technology
Requirements of
Pharmaceutical

Development for
Special Drug - 2

2022.05.21 | 8:30 -12:00 | Pediatric Drug Development Forum
2022.05.22

Sino-US IND
Application:
Pharmaceutical
Data Preparation
and Regulatory
Requirement

Agile Project
Management

Sino-US NDA
Application:
Pharmaceutical
Data Preparation
and Regulatory
Requirement

Co-sponsor 5 SIP






