Oct 7, 2022

Attendees:

DIA Statistics and Data Science Core Committee Meeting


 

☒ Chair: Matt Baldwin
☒ Stats Vice Chair: Munish Mehra
☐ DS Vice Chair: Faisal Khan
☒ Comm Lead: Stephen Corson
☐ Secretariat: Philip He
☐ Reg Chair (China): Jingjing Ye
  Liaison: Matt Baldwin
☐ Europe Liaison: Jürgen Kübler
☒ Education: Jon Haddad
☐ Education (VJC): Susan Wang
☒ Mem/Social: Yeh-Fong Chen
☐ 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



	Agenda
	Minutes

	Outline
	Recent and Upcoming Calendar (Matt)
Liaison Committee (Matt)
Education Committee (Jon)
Social/Membership Committee (Susan/Yeh-Fong)
Community Metrics as of Sep 2022 (Matt)

	2023 Global Annual Meeting abstract deadline
	Changed from Thu, Oct 6 to Tue, Oct 11

	Pre-market Safety Assessment and FMQ Coding Scheme and TEAE 
	· Standardized safety tables and figures
· FDA Medical Queries (FMQs) – new term to become familiar with, based on MedDRA preferred terms, used for labeling?
· We should consider how to interact with this from our DIA community’s perspective
· EMQs (EMA) and PMQs (Japan) coming? 
· Concept of beginning to end safety aggregation/monitoring created the ecosystem to operationalize what FDA just released
· Encouraged to review for any tables and figures output, not just safety
· Public comments are being submitted






	Recent and Upcoming Calendar (Matt)


	Mon to Wed, Sep 19-21, 2022: CONFERENCE (Multidisciplinary) – PHUSE CSS [Silver Spring, MD]
· Liaison(s): ???
· Attendees: Greg, Steve Wilson
· Notes: FDA draft guidance coming up in safety: standard tables, FMQ medical queries for AE grouping
· Feedback: 
· Vaishali had a keynote on safety graphics (again at CDISC interchange)
· AEGIS (AE grouping in safety) new project team, goes along closely with FMQs (Nov 7 webinar, details below)
· Estimands WG, Lori VanMeter, more awareness than feedback
Tue to Thu, Sep 20-22, 2022: CONFERENCE (Statistics) - ASA Biopharmaceutical Section Regulatory-Industry Statistics Workshop [Rockville, MD]
· Liaisons: Freda, Jingjing
· Attendees: Philip, Yeh-Fong, Freda, Joan, Ruthie, Munish
· Feedback: Ruthie presented on externals controls (hematology focus), late on last day, still good audience, good questions/engagement, FDA members on panel, labeling, decision making [session was Yeh-Fong’s idea]
· RWE/RWD is a hot topic, liaise with Jon for education webinar in early 2023 (Yutei Wu (sp?) at FDA)
· Quite a bit on estimands
Tue to Wed, Oct 4-5, 2022: CONFERENCE (Safety & PV) - World Drug Safety Congress Americas [Boston, MA]
· Liaison: Greg
· Attendees: Greg
· Notes: Organized a session in aggregated safety reporting, ASAP (or AgSAP at Merck)
· Feedback: session went well, good engagement with audience, there are some ASAP brave champions
Fri, Oct 7, 2022: 12:00-1:00pm ET: MEETING - Core Committee
· Matt share community metrics
Wed to Thu, Oct 26-27, 2022: CONFERENCE (Multidisciplinary) - CDISC US Interchange [Austin, TX]
· Liaison: Matt
· Attendees: Matt
· Notes: important annual meeting for data standards, will consider relevant info for this community
Thu to Fri, Nov 3-4, 2022: CONFERENCE (Multidisciplinary) - DIA Master Protocols and Complex Innovative Design [Tysons Corner, VA]
· Liaison: Susan
· Attendees:
· Notes: Susan not present, no one else had comments
Tue to Thu, Nov 8-10, 2022: CONFERENCE (Data Science) - R/Pharma Conference [virtual?]
· Liaison: Jerry
· Attendees:
· Notes: Jerry not present, Matt has reached out via email for more info
Mon to Tue, Nov 14-15, 2022: CONFERENCE (Data Science) - DIA Data Science Conference [virtual]
· Liaisons: Joan, Steve, Ruthie
· Attendees:
· Notes: 
· Steve & Ruthie are involved with a session of Data Science in Regulatory Agency. 8 sessions (for entire conference?); one is on data science careers. We should continue staying in the loop of conference content development process, as well as how it informs us on the overlap/relationship between statistics and data science.
· Cost was lowered (after Matt’s feedback? )
· Any idea on attendee count?
· One pending session is close to finalizing
· Unique aspects, more interactive on Day 2
· Identify and discuss common themes and problems that can be collectively solved
· Speakers from pharma, tech, regulatory
· Titles of sessions are in a question format
· Email from Joan on Monday, please share with colleagues, not just for data scientists, good for statisticians also, we’ll post on LinkedIn also
Thu to Sun, Dec 8-11, 2022: CONFERENCE (Multidisciplinary) - DIA China Annual Meeting [Suzhou, China]
· Liaison: Jingjing
· The DIA China Annual Meeting is now set to happen Dec 8-11 in person in Suzhou. Postponed from May. The program is available. 

	FULL Annual Calendar
	Two options:
1) Google Drive link

2) Excel version:







	Liaison Committee

	2022 plans
(Matt)
	Plan to meet in Oct to discuss a quarterly liaison newsletter, but first need to develop the structure and type of content.


	Regional Chair updates 
(Matt)
	DIA China Statistics Community 
QSF (quantitative statistics forum) celebrated the 10th event on 9/17-9/19 in Nanjing. It was quite a success. The website is:
https://www.icsa.org/2022-dia-china-quantitative-science-forum-september-17-19-2022/
https://www.bagevent.com/event/8207025

Several of the DIA US statistics and data sciences members participated in the session as panels or speakers. 


Europe Liaison Activity 
EFSPI newsletters: https://www.efspi.org/EFSPI/News/Newsletters.aspx?&WebsiteKey=0b28fec8-fcd6-4283-b360-0c689a893140&hkey=2c121403-0d2d-4ab9-9a82-fce10742c0b7 

EFSPI September Newsletter



EFSPI Summer Newsletter



7th EFSPI Regulatory Statistics Workshop
14th – 15th September 2022
Face-to-face meeting in Basel, Switzerland



Partnerships with European statistical organizations like PSI and EFSPI is being explored.

Susan knows the EFSPI president very well, (who is the global head for biostatistics and data sciences in BI, whom she reports to as the global head for biostatistics and data sciences for Inflammation). She wonders if it will be a good idea to invite the EFSPI president to talk to us about EFSPI in one of our meetings. Liaison only? Core only? Liaison and Core only? All community meeting?

Wonderful Wednesdays – EFSPI work on graphics
[bookmark: _Hlk116040752]Action Item: Matt to invite liaison committee and EFSPI president to next Nov core meeting, or schedule another meeting if that time slot does not work RESOLVED
13Oct Follow Up: Justine, EFSPI president, will come to Dec 2nd core committee meeting


	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)
Wiki is open and won’t lose.
Munish, Matt, and Matt’s colleague (Steve Pearce) from Amgen met in July to discuss.
05Aug: Nothing to report yet

Action Item (Apr 15): Steve will work with Yeh-Fong to determine if there is a content sharing platform that will work for FDA
Any progress?
05Aug: Nothing to report yet

Can we turn this effort into a white paper?




	Education Committee

	Upcoming Webinars
As of Oct 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.

2023 ideas:
02Sep: 
Joan shared the following from memory, since she is on the Education Committee:
Oncology dose optimization, external control borrowing, clinically meaningful change, quite a few topics, decentralized trials, CovID19 lessons learned

Yeh-Fong added: 
multi-regional trials, especially from the perspective of submissions to various regulatory agencies with various requirements, can this be harmonized better?

Munish has an idea to expand on his presentation from 2020 in a cross-community webinar. The presentation is called Visualizing Clinical Trial Design and Results in 20 Graphical Displays – Achieving 20-20 in 2020, and can be viewed at the link provided. See the email thread for the cross-community discussion and brainstorming so far.


Medical Writing will probably lead this webinar, other communities like ours will support
Probably presenters: Jeremy Wildfire, Bodo, Vaishali, Zach (sp?) at Lilly
Aiming for mid Nov

06May2022:
· DIA Community Safety webinars (note, we need to formally invite the speakers from the FDA – like we did last year)
· [bookmark: _Hlk116040812][bookmark: _Hlk115696112]Interactive Safety Graphics
· Jeremy Wildfire (Gilead)
· Jim Buchanan (Covilance)
· Paul (Skip) Hayashi (FDA)
· 7 November at 10-11:30 EST
· Planning status update? Announce soon?
· We will advertise outside DIA walls
· [bookmark: _Hlk116040830]Action Item: Greg will send presenter emails to Stephen RESOLVED
· [bookmark: _Hlk116040841]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)
· 1 December at 10-11:30 EST
· [bookmark: _Hlk116040865]Action Item: Greg will send this announcement to Stephen

Dec 2022 Digital tools/Meaningful Change (COA/PRO) – Joan 

Stat & DS Community Planner below (as of Oct 3, 2022):



03Oct speaker planner above from Jon. Open to see the list of remaining topics in 2022 and planned topics for 2023.

Plan for Jon’s successor?
Considering Feifan, Joan is also a possibility
Training someone in 2023

[bookmark: _Hlk116040883]Action Item: Matt to replace Nelson with Yute Wu in education committee member list RESOLVED


	Virtual Journal Club (VJC)
As of Oct 3: 2/3 complete for 2022 (Susan, Yeh-Fong)
	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

Wed, July 27, 10:30am-12:00pm EST
Topic: The Predictive Individual Effect for Survival Data and Patient Centricity
Slides link: https://communities.diaglobal.org/post/838yiApw3SDr9A7BA 
Recording link: https://communities.diaglobal.org/virtualEvent/jPTQwznGMmpkBqZtt 

Planning the last VJC for this year to take place late (Nov?) or early December.  The topic is on “Study Design Considerations for a Biomarker Driven Phase 3 Trial”.  Hopefully we can finalize the speakers and discussants soon.

planning a joint meeting with PSI on the topic of Biomarker Adaptive Designs





	Membership/Social Committee

	2022 plans 
As of Oct 3: 2/2 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.

Community Dinner took place on Tue, Sep 20th, 6-8pm ET, Rock Bottom Restaurant & Brewery (Bethesda, MD)
Attendees:
Matt Baldwin
Munish Mehra
Phil He
Greg Ball
Yeh-Fong Chen
Joan Buenconsejo
Mac Gordon (Janssen)
Carl DiCasoli (Sunovion)
Richard Payne (Lilly)
Saurabh Mukhopadhyay (Abbvie)
Sarabdeep Singh (FDA)
Sutan Wu (Daiichi Sankyo)
Helen Li (SDC Clinical)
Huan Wang (FDA)



	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?

DIA membership:
In July 2022, Munish talked with Barbara Lopez Kunz (DIA Global Chief Executive) recently about DIA membership reduction, such as partnerships with other organizations and discounts for some countries in Latin America or Asia. 
PHUSE is free to members, with costs covered by industry companies. Steve explained that FDA can collaborate in DIA because it is not paid for by industry companies.

In June/July 2022, Munish has checked whether a Microsoft Teams account can be created by DIA for community use. DIA is evaluating teams and will share more when available.




	Community Metrics

	As of Oct 3, 2022
	

[image: ]

Communities Enrollment (from May to Aug 2022):
· 1357 to 1495 in Regulatory Affairs
· 945 to 1088 in Clinical Research
· 876 to 983 in Clinical Safety & Pharmacovigilance
· 662 to 749 in Project Management
· 646 to 712 in Medical Writing
· 587 to 657 in Patient Engagement
· 507 to 616 in Statistics & Data Science
· 505 to 569 in Study Endpoints
· 370 to 475 in Digital Acceleration
· 374 to 473 in Real World Evidence
· 279 to 360 in Clinical Data Management
· 223 to 263 in Bayesian Scientific Working Group
All Communities appear to have increased in size from May to Aug 2022.
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Liaison Committee Networking 2022_10_03.xlsx
DIA Comms, WGs, Other Orgs

				Liaison		Potential Contacts		Emails		Notes		Links

		DIA Communities:

		CDM (Clinical Data Management)				Mary Banach

		CLC (Community Leadership Council)		Matt

		Clinical Research		Munish

		Clinical Safety & PV		Greg, Bill

		Digital Acceleration

		Diversity & Inclusion		Matt

		Medical Writing

		Patient Engagement				Mary Murray

		Project Management

		Regulatory Affairs				Linda Bowen

		Study Endpoints



		DIA Working Groups:

		Bayesian Benefit-Risk WG		Madhurima								http://www.bayesianscientific.org/subgroup/benefit-risk/

		Clinically Meaningful Change WG		Madhurima

		DIA Bayesian Scientific Working Group (BSWG)		Freda						KOL – CID lecture miniseries 

		DIA Innovative Design Scientific Working Group 		Freda						KOL lecture series

		DIA/ASA Interdisciplinary Safety Evaluation (DAISE) WG		Greg						two most relevant projects (for Safety Statistics) are Aggregate Safety Assessment Planning (ASAP) and Interactive Safety Graphics (ISG)

		Pre-market Focus				Reena Harjai

		Safety PV Quality & Compliance				Reena Harjai



		Non-DIA Organizations:

		ACRP		Sassan						20+ chapters in US, Canada chapter, other chapters

		ASA (American Statistical Association)

		   - Biopharm Section

		   - Medical Device Section		Chava

		CDISC		Matt

		Clinical Trials Ontario		Sassan						a leading organization in the clinical trials community dedicated to strengthening, promoting and capitalizing on Ontario’s competitive advantages for conducting high-quality clinical trials. We work collaboratively with industry, research institutes, patients and the public and other health innovation organizations to improve the clinical trials environment and attract investment to the province, while supporting the highest ethical and quality standards.		https://www.ctontario.ca/who-we-are-clinical-trials-ontario/  

		Digital Medicine Society (DiMe)		Sassan						a global non-profit and the professional home for all members of the digital medicine community. Together, we drive scientific progress and broad acceptance of digital medicine to enhance public health.		https://www.dimesociety.org/ 

		EFSPI		Susan		Jürgen

		HL7				Kaye Fendt				FHIR

		IBS (International Biometric Society)		Jürgen						strong pharma WG in Germany, overlap to EFSPI

		MAPS		Sassan

		MedDRA				Jürgen

		N2 Networks of Networks		Sassan						a not-for-profit incorporated organization and an alliance of Canadian research networks and organizations working to enhance national clinical research capability and capacity.		https://n2canada.ca/

		PHUSE		Greg, Matt, Munish						Safety Analytics WG (Greg)
   Project: Reimagining a Safety Submission (Greg)
   Project: AE Groupings in Safety (AEGiS) (Greg)
Optimizing the Use of Data Standards WG (Matt)
   Project: Best Practices in Data Standards Implementation Governance (Matt)
   Project: Implementation of Estimands (ICH E9 (R1)) using Data Standards (Matt, Munish)

		PSI								strongest group for statisticians in Europe

		SCDM				Mary Banach
Kaye Fendt

		Society for Quality Assurance		Balaji		Kaye Fendt				- Disconnect between stats & QA, opportunity for improvement
- sampling for an audit
- a lot of non-eCRF data
- Early training (coding, EMR, RBQM)
- AI/ML, automation, case processing, aggregate reports

		Transcelerate								consider how they function to inform this liaison committee































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































#FF8939RESTRICTED


http://www.bayesianscientific.org/subgroup/benefit-risk/https://www.ctontario.ca/who-we-are-clinical-trials-ontario/https://www.dimesociety.org/https://n2canada.ca/

Conferences, Meetings

				Liaison		Potential Contacts		Email		Notes		Links

		Statistics:

		International Indian Statistical Association (IISA) Virtual Mini Conference [Jan 6-10, 2022, virtual?]		Ram						Cannot find 2023 information

		ENAR Spring Meeting [Sun to Wed, Mar 19-22, 2023, Nashville, TN]		Jon

		DIA/FDA Biostatistics Industry and Regulator Forum [Wed to Fri, <TBD>, 2023, virtual?]		Brenda						Cannot find 2023 information

		WNAR/IMS/JR (Western North American Region of The International Biometric Society) Annual Meeting [Fri to Wed, Jun 10-15, 2022, virtual]				Madhurima				Cannot find 2023 information		https://www.wnar.org/Meetings

		PSI (Europe) [Sun to Wed, <TBD>, 2023]		Jürgen? Stephen? Susan?						Cannot find 2023 information, need confirmed liaison

		JSM [Sat to Thu, Aug 6-11, 2022, Washington, DC]		Freda

		Quantitative Science Forum  [Sat to Mon, Sep 17-19, 2022, Nanjing, China]		Jingjing

		ASA Biopharmaceutical Section Regulatory-Industry Statistics Workshop [Tue to Thu, Sep 20-22, 2022, Rockville, MD]		Freda, Jingjing

		International Chinese Statistical Association (ICSA) International Conference [Sun to Tue, Dec 18 – 20, 2022, Chinese University of Hong Kong]		Susan



		Data Science:

		R/Pharma Conference [Tue to Thu, Nov 8-10, 2022, virtual?] 		Jerry						Virtual?

		DIA Data Science Conference [Mon to Tue, Nov 14-15, 2022, virtual]		Joan, Chava



		Statistics & Data Science:

		Women in Statistics and Data Science Conference [Thu to Sat, Oct 6-8, 2022, St. Louis, MO]				Madhurima						https://ww2.amstat.org/meetings/wsds/2022/



		Safety & PV:

		DIA Global Pharmacovigilance and Risk Management Strategies Conference [Mon to Wed, Feb 6-8, 2023, virtual?] 		Greg						Virtual?

		World Drug Safety Congress Americas [Tue to Wed, Oct 4-5, 2022, Boston, MA]		Greg



		Multidisciplinary:

		PHUSE US Connect [Sun to Wed, Mar 5-8, 2023, Orlando, FL]		Greg

		DIA Europe [Wed to Fri, Mar 22-24, 2023, Basel, Switzerland] 								Need confirmed liaison

		Annual Meeting of the Society for Clinical Trials [Sun to Wed, May 21-24, 2023, Baltimore, MD] 		Greg

		DIA Global Annual Meeting [Sun to Thu, Jun 25-29, 2023, Boston, MA] 		Greg, Munish, Freda, Susan

		PHUSE CSS [Mon to Wed, Sep 19-21, 2022, Silver Spring, MD]								Need confirmed liaison

		DIA Biosimilars Conference [Tue to Wed, Sep 20-21, 2022, Arlington, VA]								Need confirmed liaison

		DIA Diversity, Equity, and Inclusion in the Drug Development Lifecycle Meeting [Thu to Fri, Oct 6-7, 2022, virtual] 		Matt

		DIA Digital Technology in Clinical Trials [Thu to Fri, Oct 13-14, 2022, Garden Grove, CA]								Need confirmed liaison

		DIA Canada Annual Meeting [Tue to Wed, Oct 18-19, Ottawa, Canada]		Sassan

		CDISC US Interchange [Wed to Thu, Oct 26-27, Austin, TX] 		Matt

		DIA Master Protocols and Complex Innovative Design [Thu to Fri, Nov 3-4, 2022, Tysons Corner, VA]		Susan

		DIA Real-World Evidence Conference [Thu to Fri, Nov 10-11, 2022, San Diego, CA]								Need confirmed liaison

		DIA China Annual Meeting [Thu to Sun, Dec 8-11, 2022, Suzhou, China]		Jingjing
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https://www.wnar.org/Meetingshttps://ww2.amstat.org/meetings/wsds/2022/

Regions

				Liaison		Potential Contacts		Email

		Canada		Sassan

		China		Jingjing

		Europe		Jürgen













































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































Stats & DS Comm Info

		Name		What other DIA communities/working groups or other organizations you are currently active in (e.g. ASA, PHUSE, AdvaMed, etc.)		What topics related to Stats & Data Sc. most interest you currently		Would you be more interested in once a month calls focused on above goal of liaison committee.

		Balaji Venkatnarayanan		DIA Statistics community, also guest contributor in DIA China community 		Application of Machine Learning in Risk Based Quality Management of Clinical Trials		Yes. Based in Singapore (GMT+8hrs, US ET+13 hrs EST)

		Lan Huang		None		Machine Learning		Yes. US ET (MD). Free Friday before 2 PM.

		Madhurima Majumder, 		DIA Bayesian Benefit-risk working group, DIA Meaningful Change Working group, Rare Diseases Forum		Bayesian Methods, Estimands, Adaptive Designs, Digital Endpoints, Data visualization		Yes. US ET, Friday mornings (or 12-1PM lunch time Mon-Thurs, ideally Mon or Thurs)

		Chava Zibman		None		I do at a lot of work on the use of AI in medical devices.  I’m interested in data use/reuse and causal inference.		Yes. In MD, Flexible for time.

		Ram Tiwari		DIA Benefit-Risk Working Group		Methods for leveraging RWD/RWE for establishing/augmenting control arm; use of AI/ML methods in pre-and-post clinical trials;  Benefit-Risk Assessment; Estimands; Innovative study designs		Yes

		Freda Cooner		Too many (see next column)		Bayesian statistics, regulatory landscape, implementation of innovative designs, oncology, CID		depends on the schedule 

		Jonathan Haddad		Bill Wang’s ASA Safety WG (RWE Safety methods) & PHUSE Treatment Emergent WG		The changing role of the statisticians in the reporting & visualization of study outcomes and transition to Data Science driven approaches; Inclusion of underrepresented populations in evaluations of effectiveness; Evolving Safety Statistics & B-R landscape		No, but interested in status/initiatives updates

		Matt Baldwin		DIA Clinical Data Management Community, DIA Clinical Research Community, DIA Patient Engagement Community, DIA Study Endpoints Community, ASA,  		Analysis Standards		I don’t think I can handle another set of monthly calls, so periodic updates (quarterly?) to the core committee would be very helpful

		Jingjing Ye		ASA Pediatric Working Group, ASA BIOP Statistical method in oncology, ASA-DIA Master protocol, DIA clinical meaningful change, ASA BIOP-EFPSI Central statistical monitoring		Data visualization, data integration		Yes

		Greg Ball		DIA-ASA Interdisciplinary Safety Evaluation (DAISE) scientific working group; PhUSE Safety Analytics working group; TransCelerate PV Agreements Optimization workstream		Clinical safety statistics		Yes

		Steve Wilson		DIA CDM, ASA Biopharm, CDISC, PHUSE, The Rare Diseases Clinical Research Network (RDCRN)		Regulatory Review/Evidence/Decision-Making, “Real” World Data/Evidence, Rare Diseases, Data Standards/Quality/Sharing, Scientific Working Groups, Public Health, Global Cross-Community Collaboration		Yes

		Susan Wang		None		master protocol, RWE, dose finding, 		Yes

		Ruthie Davi		DIA/FDA Biostatistics Industry and Regulatory Forum planning committee		External controls, RWD		Yes

		Jürgen Kübler		DIA/ASA safety working group, IMI PREFER (project will end, soon), IBS; member: PSI (I consider this as the best options for statisticians in Europe), DIA Patient Engagement		Safety and benefit-risk assessment planning, estimands in the context of safety and benefit-risk analyses, data visualization		Yes

		Bill Wang		ASA safety working group,    DIA China community,   ICH E17 working group		Benefit Risk,   Safety,   MRCT		Yes

		Tony Guo		Active in a few other working groups in China, including the statistical community under CSCO (China Society of Clinical Oncology)		statistical designs in clinical trials and data science in pharmaceutical development		Given my time zone (Beijing), it will be very hard for me to attend the calls. But I am very interested to contribute through other offline approaches

		Stephen Corson 		Royal Statistical Society, Estimands in Oncology Working Group, Research Ethics Committee		Interpretation for non-statisticians, biomarker analyses, using R for clinical trial reporting		Yes

		Munish Mehra		DIA Clinical Research Community, DIA GCP & QA Community, Meaningful Change Working Group, PHUSE		Data Visualization, Estimands, Machine Learning		Yes













































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































DIA Statistics Data Sc. Community Collaboration Opportunities		
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Topics

		FHIR

		HL7

		Quality Assurance, Audits

		Early training (coding, EMR, RBQM)

		RWE/RWD (approaches, RWD standards)

		AI/ML, automation

		People, processes, technology

		Decentralized trials

		Learnings from COVID

		Safety

		Building a needed organization from scratch, who needs to be present

		divide and conquer approach

		Digital Endpoints
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Similar Liaison Roles

		Medical Science Liaison (MSL) - can learn from this role to inform how we function
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Newsletter

		Target Audience: everyone, not just DIA members (LinkedIn, DIA community announcement, etc)

		make appealing to join DIA for member benefits

		single source of information for what's going on (related to statistics & data science)

		frequency: Matt proposes quarterly, others agree or prefer bi-annual?



		Sections of Newsletter:

				Who is the Liaison Committee?

				Recent conferences/meetings

				Upcoming conferences/meetings

				Discipline categories: QA, Regulatory, etc

				Topic categories

				Networking/mentoring/professional development
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b | would call this September “the
Swiss month” for EFSPI!

SEPTEMBER 2022

WELCOME

In addition,

read about the 4th EFSPI
meeting in 2022 kindly hosted by Roche, and final-
ly get to know the Basler Biometric Section (BBS)

Council

. Why? Because this month we

made it to the 7th EFSPI Regula-
‘3 , \tory Statistics Workshop in Basel.
Check out the 'hot of the press
news' from this fantastic multi-
stakeholder event and gain in-
sights into relevant topics from

which is our EFSPI local association of the month!

Enjoy the reading and let me know how you liked
this newsletter. Please also contact me if you have
anything you would like to contribute to our future
newsletters and our EFSPI community.

Justine Rochon

EFSPI stands for the European Feder-
ation of Statisticians in the Pharma-
ceutical Industry. The federation was
officially launched in August 1992 and
is registered in Denmark since 2018.
EFSPI is a non-profit organization,
serving as an umbrella to constituted
groups of statisticians. There is no
individual membership, but we cur-
rently represent 10 national associa-
tions including more than 2000 phar-
maceutical statisticians in Europe.
We promote professional standards
of statistics and the standing of the
statistical profession in matters perti-

different perspectives.

nent to the European pharmaceutical
industry. We offer a collective expert
input on statistical matters to national
and international authorities and or-
ganizations. We exchange relevant
information and harmonize attitudes
to the practice of statistics in the Euro-
pean pharmaceutical industry and
within the member groups. And there
is much more we are committed to
realise! At the beginning of this year,
our EFSPI Council members aligned on
priorities for 2022 and beyond. First,
we collectively decided to focus on
ensuring business continuity. The tradi-

EFSPI President and Editor of EFSPI Newsletters

AR M IRIATEY [ et's refresh memory!

tion of annual EFSPI Regulatory Statis-
tics Workshop is one such example.
Second, we decided to enhance our
branding and visibility. Finally, we com-
mitted to further transform EFSPI into a
federation that makes a difference to-
day and into the future, and especially
invest into the next generation of
statisticians and statistical leaders.

If you want to learn more about our
Member Groups, the EFSPI Council, our
current priorities and work, please visit
our website at www.efspi.org and fol-
low us on EFSPI LinkedIn.

EFSPI Newsletter
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4th EFSPI Council Meeting 2022

We want to thank Roche for kindly hosting the
Council on 16 September 2022 in Basel. This was
our first in-person meeting since 2019!

Besides regular updates from the EFSPI president
and the EFSPI office, this Council meeting was
dedicated to strategic considerations and budget
review as we are approaching the end of the year.

We also discussed learnings from the two key
2022 EFSPI events: The 13th annual EFSPI Lead-
ers Meeting from July and the 7th EFSPI Regula-
tory Statistics Workshop from September. In ad-
dition, we again took a deeper dive into the ESIG
activities and aligned on a funding proposal for
future ESIG webinars. The final agenda topic was
EMA’s Raw Data Submission Pilot. Stay tuned to
hear more about EFSPI's role in this project!

EFSPI Regulatory Statistics Workshop

The 7th EFSPI Regulatory Statistics Workshop took
place on 14-15 September 2022 as a hybrid
meeting, with a focus on in-person attendance
at the Biozentrum Basel.

EFSPI Newsletter m

This year, Justine Rochon officially opened the
workshop in her role as EFSPI president and wel-
comed almost 700 registered colleagues from
29 different countries; big pharma and biotech,
CROs, academia and several European Health
Authorities, FDA, PMDA, and MHRA; by the way
not only statisticians but also clinicians and col-
leagues from other disciplines. Our background,
location or current employer may differ but what
truly unites us is the same purpose.

The 2-day program was filled with excellent top-
ics provided by excellent speakers and plenty of
opportunities to interact with each other.

For an overview of topics for Day 1 and Day 2,
see the next pages of this newsletter.





Day 1

In our introductory keynote session of Day 1 we
had invited four distinguished speakers: Kit
Roes, Frank Bretz, Anja Schiel, and Jasvinder
Singh to provide their perspectives on “What
happened in the last to years on the regulatory
and HTA landscape” followed by a panel discus-
sion chaired by Eftychia Eirini Psarelli and Randi
Gran.

All speakers brought points forward that
sparked great discussion between the panel
and audience on Estimands and PICOs, RCT vs
RWE, EUnetHTA21, and the key message that
early scientific advice is key from both, the regu-
latory and the HTA perspectives!

Postbaseline subpopulation analyses: known to
be improper, but frequently done. Can we fix
them?

This was the title of the afternoon session of
Day 1 chaired by Mouna Akacha and Khadija
Rantel.

Bjoern Bornkamp and Anja Schiel were invited
to present and set the scene discussing rele-
vant scientific questions from different perspec-
tives, sponsor vs regulator vs HTA, including
case examples and terminology around proper/
improper sub-groups and subpopulations.

After the two talks the speakers and session
chairs were joined by Mats Stensrud, Fabrizia
Mealli, Kaspar Rufibach, Stephen Ruberg, Wanijie
Sun, Florian Klinglmueller, for a hybrid panel
discussion. Mouna Akacha opened the dialogue
with a question to all in the panel: “Do you think
that trial objectives/estimands focusing on post-
baseline subpopulations are relevant?”.

After a lively discussion, Day 1 of the workshop
was concluded with a great wine tasting and
networking event organized by Emmanuel
Zuber and Hans Ulrich Burger.

EFSPI Newsletter m

Day 2

First session of Day 2, chaired by Christoph Gerlinger
and Andreas Brandt, dived into complex innovative
designs and how to deal with different priorities for
regulators and HTA bodies. The invited speakers
brought a mix of case studies and education pieces:

o Dieter Haering-Flury & Marius Thomas : Neos pae-
diatric trial of Kesimpta and Mayzent in multiple
sclerosis

e Theodor Framke: Regulatory view on complex in-
novative designs

e Anders Viberg : HTA's view on complex innovative
designs.

The panel discussion included Anja Schiel, Kit Roes,
Katharina Hees, and Franz Koenig.

Second session of Day 2, chaired by Kaspar Rufibach
and Kit Roes, dived into the important discussion
around Generalisability and external validity: How to
generate evidence about treatment effect?

e Stephen Senn: Clinical trials are about compara-
bility, and not generalisability

e Florian Klinglmueller: Regulatory view on generali-
sability

e Joshua Ray: Let them in or build a wall? Transport-
ing inferences across borders

After the three talks Robert Hemmings joined the
speakers in a panel discussion that again sparked a
lot of questions and comments from the audience.

The afternoon session on Day 2 was chaired by Em-
manuel Zuber and Benjamin Hofner. EFSPI felt hon-
ored to welcome such distinguished guest speakers
from FDA, PMDA and MHRA, and learn more about
various perspectives on the "Role of statistics / quan-
titative science in regulatory decision making"!

e Aloka Chakravarty (FDA): Generating Actionable
Insights Using RWD during COVID-19 pandemic.

e John Johnston (MHRA): What role should statistics
play in regulatory decision-making?

e Yuki Ando (PMDA): Role of biostatisticians in regu-
latory decision making: the current discussion in
Japan.

e Rajeswari Sridhara (FDA): Experience with the pro-
ject SignifiCanT.

After the presentations, the speakers were joined by
Kit Roes, Anja Schiel and Robert Hemmings for a pan-
el discussion underlying once again the importance of
good communication and good science:

"If you can't explain it simply, you don't understand it
well enough.” (Albert Einstein.)





Do you have a question or problem that you
would like regulatory feedback to?

Again this year we concluded the workshop with
a short topics session including

e Oliver Sailer, Stephan Wojciekowski, Dietmar
Neubacher: Bayesian borrowing from simu-
lated paediatric patients with type 2 diabe-
tes mellitus

e Bjoern Holzhauer: Procova approach to
build a super-covariate’ based on Al models

e Andrea Schulze: Methodological aspects of
the war in Ukraine for clinical trials

e Armin Koch: My Type-1 Error

e Vivian Lanius: Causal(?) estimands for time-
to-event endpoints

This is always an interesting session and we
thank our five presenters and all the regulatory
colleagues for their valuable contributions to
the success of this session!

Kudos to the Scientific Committee and the local
organizers for making this workshop possible
and a truly memorable experiencel!

Special thanks go to Kaspar Rufibach, the face’
behind the EFSPI Regulatory Statistics Work-
shop! Just when we thought it couldn't get any
better, it did. Together with the Scientific Com-
mittee and the local team, Kaspar showcased
what it truly means to have a constructive multi-
stakeholder dialogue. Thanks for going beyond
pure statistics, bringing the right people togeth-
er and enabling the EFSPI community to work
towards the same shared goal!

For further information, see the materials avail-
able from the workshop at the EFSPI webpage.

CELEBRATION TIME !!!

We are delighted to announce that EFSPI has reached
1,000+ followers in September 2022. This is a great
success given the short time span since the EFSPI
page was launched on Linkedin. We could not be
happier about this!

A huge thanks to all of you who follow, like, share and
comment on our content. We appreciate your sup-
port, and we love engaging with you! Your engage-
ment with us inspires us to do better with every post
that we share with you. We endeavor to bring insight-
ful and meaningful content that adds value to you.
Therefore, let us know what we should keep, start, or
even stop doing when creating our posts.

And lastly, if you are not already following EFSPI, join
us today! Following us on LinkedIn will allow you to
keep up to date with our latest news and events. By
following us, you will get the opportunity to learn from
others and become part of an awesome community!

QO ¢70

Your EFSPI communication team:
Randi Grgn (EFSPI Communication Officer)
and Justine Rochon (EFSPI President).
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Multi-stakeholder workshop on patient experience data in medicines

development and regulatory decision-making

The workshop consisted of six sessions:

Dear EFSPI community, | would like to share
with you some first insights from a workshop on
patient experience data in medicines develop-
ment and regulatory decision-making workshop
| attended at the EMA on 21 September 2022.

EMA's Regulatory Science Strategy to 2025 rec-
ognises the need to identify optimal approach-
es for engaging patients in medicines develop-
ment and benefit-risk assessments, including
the development of standards for designing,
conducting, analysing and reporting relevant
studies incorporating patient experience data
for regulatory submission, and to elucidate how
such data can best inform regulatory decisions.
Patients have valuable insights and perspectives
from living with a condition and its treatment.
This includes symptoms, natural history, quality
of life, unmet needs, which outcomes are im-
portant and preferences for future treatments.
Input from patients, as users of medicines, can
inform medicine development, enhance regula-
tory decision making and result in more patient-
relevant outcomes.

This multi-stakeholder workshop brought to-
gether patients, healthcare professionals, aca-
demia, regulators, and industry to discuss ways
to improve the collection and use of patient ex-
perience data to achieve patient-centred medi-
cine development and regulation. | was invited
to this multi-stakeholder workshop in my role as
EFSPI president.

The aim of this workshop was to discuss togeth-
er how to ensure that the patients’ voice is sys-
tematically included throughout the life cycle of
each medicine. Emer Cooke (Executive Director
of EMA) opened the workshop with a call to ac-
tion: "We need active contribution, we need ar-
guments, we need debate!" Why? "Because we
still don't have the patient experience systemat-
ically included in all aspects of medicines devel-
opment and regulations. If we want our out-
comes to be meaningful, we need to improve
the status quo."

Session 1: Patient Engagement including an introduc-
tion of the EMA framework for engagement and
presentations on how patient engagement can con-
tribute to the development and approval of medi-
cines and safety monitoring of medicines

Session 2: Patient Preference Elicitation including a
definition of patient preferences, a deeper dive into
patient preference research, and learnings from use-
cases

Session 3: Patient Reported Outcomes including
presentations on PRO contribution to the develop-
ment and approval of medicines and PRO data gener-
ation in practice

Session 4: Digitalization for patient-generated health
data including presentations on European Health Da-
ta Space, tools to collect patient-generated data, and
data platforms

Session 5: Guidance on collection and use of patient
data including presentations on qualification of novel
methodologies and ICH Patient-Focused Drug Devel-
opment (PFDD) initiative

Session 6: Summary and next steps

My key take away message from the workshop: This is
not a ‘tickbox’ exercise. Instead, genuine patient en-
gagement is required (and expected!) from all stake-
holders. In addition, there were some common topics
in all presentations and discussions that are relevant
for EFSPI: Multi-stakeholder dialogue and collabora-
tion, importance of data quality, methodology, study
design, analysis, and evidence generation. It became
clear that there is still room for greater progress in
guiding stakeholders on what constitutes sufficient
evidence to enable the use of patient experience data
to support regulatory decision-making, labelling
claims, health technology assessment, and eventually
patient access. | am pleased to share with you the link
to the published recording and presentations.

Justine Rochon, EFSPI President
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ESIG News

Do you know ESIGs?

It is European Special Interest Groups (please note the capital for the
"E" as it stands for European). They are sponsored jointly by EFSPI
and PSI, and therefore should be cited as ESIG, no mention of PSI
nor EFSPI which are included in the "E". Our ESIGs play a key role and
foster connections across disciplines, industry, academia and coun-
tries/regions. The ESIGs provide a forum for members to discuss top-
ics of mutual interest, keep updated on developments in a particular
area of industry, to organize events on their specialist field and/or to
collaborate on developing the science of that field.

What's new?

as
§-

The ESIG poster session at the 7" EFSPI Regulatory Statistics Work-
shop was a great success (from the upper left corner in clockwise di-
rection): Juergen Hummel presented the Regulatory ESIG ("probably
the longest serving ESIG, dating back to at least 2006"). An Van-
debosch talked about the work of the Vaccines ESIG. Lara | Wolfson
and Anders Gorst-Rasmussen (HTA ESIG) gave answers to "What is EU
HTA?" and "Why should statisticians care about EU HTA?". Stefan Eng-
lert gave an update from the Estimands in Oncology ESIG and Jenny
Devenport (Launch & Lifecycle ESIG) asked the thought-provoking
question "Is medical affairs the wild west of statistics?". The poster ses-
sion was completed with two more posters from the Data Sharing
ESIG and the Estimand Implementation Working Group.

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

Do you want to become our ESIG of the month? Then please contact
Emmanuel Pham (EFSPI SIG liaison) or Adam Crisp (PSI Board SIG liai-
son lead) to be featured in one of our next newsletters

06
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LOCAL ASSOCIATION OF THE MONTH

The Basler Biometric Section (BBS) of the Austria-Switzerland Region
(ROes) is part of the global organization, the International Biometric
Society (IBS). BBS is an independent, non-profit organization which
offers a platform for sharing information and exchange of opinions
on statistical methods applied to various areas of medicine, including
drug development, biology, epidemiology, and more.

The current BBS president is Hans Ulrich Burger from Roche, and he
represents the BBS together with Marisa Bacchi (JnJ) at the EFSPI
Council. The BBS Council has representation from most of the Swiss
based pharma and biotech companies, as well as the University of
Basel and the Swiss Institute of Tropical Medicine.

The BBS is very active, and the Council meets regularly to discuss sci-
entific/statistical topics and to organize seminars, training sessions
and other events, often in collaboration with EFSPI. More information
can be found on the BBS website http://bbs.ceb-institute.org

Marisa Bacchi, Swiss representative in the EFSPI Council

OTHER COUNTRY NEWS
PSI (UK)

MEETINGS, WEBINARS AND COURSES:

13 October 2022: PS| Scientific Meeting: Adaptive Designs and

their Application
17-18 October 2022; PSI Scientific Meeting: Decentralised Clinical

Trials

20 October 2022: PS| Vaccines SIG Webinar: Assessing Popula-
tion Level Vaccine Effectiveness Under Differ-
ent Study Designs

25 October 2022: PSI Webinar Series: Showcasing R use in

Pharma

PSI Careers - MEDMathS: Medicine Empow-
ered by Data, Maths and Statistics

14 November 2022: |oint PSI & EFSPI HTA SIG Webinar: Statistics
in EU HTA - PICOs, Estimands & More

9 November 2022:

a4 THE
The Effective Statistician Podcast &= EFFECTIVE
gsm‘nsmmw
Listen here!

Listen to these episodes and share them with your friends

and colleagues who might learn from it.
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SFdS (France)

SnB 2022 has been held in
Cité universitaire Internatio-
nale, in Paris, 19-21 Septem-
ber. It has been a very suc-
cessful event, with around
200 attendees!

The main theme was When

Machine Learning meets Sta-

tistics for Drug Development

and Evaluation with four ses-
sions:

e Bigdata to the rescue of
drug development chal-
lenges?

e Statistics and Machine
Learning: friends or foes

e Getting medicines to pa-
tients faster - the role of
innovative designs

e Lessons learnt from the
COVID-19 experience.

There was also a half day
dedicated to debate, which
happened to be really suc-
cessful.

Please feel free to have a
look at SnB 2022 - Statistics &

Biopharmacy
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ABSTRACT SUBMISSION OPEN FOR THE
PSI CONFERENCE 2023!

Fi2023

C ONF ERENGCIE

NOVOTEL LONDON WEST,
HAMMERSMITH

12-14 JUNE 2023

PSI are pleased to announce that the countdown to the PSI Conference 2023 has now begun!

We are now taking submissions for any of your contributed oral or poster abstracts. The deadline for
oral abstract submissions is 18 November 2022. As a reminder you can submit individual abstracts or
abstracts for a full session. You can see the full list of abstract topics and download the abstract tem-
plates on the website. Remember, anyone selected for an oral presentation, will be eligible for 10% off
the three-day conference price!

This year we are adding a new option to give a TED-style talk. These talks should be only 5-10 minutes in
length and can focus briefly on a big idea, a small idea, an issue etc. Please indicate on your abstract
form if interested. Conference registration will open soon, we look forward to seeing you in London!

JOB OPPORTUNITIES

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

tician and wish to post a job advert, EFSPI are offer-
ing one free advert for every 3 adverts posted on
the website.

For information on how to submit recruitment ad-
verts, please visit the Job postings on our EFSPI
website. If you are currently seeking to hire a statis-

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
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.

Please share your thoughts with Justine Rochon
and Randi Gren.

EFSPI Newsletter m
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A warm welcome to the "Summer Edition" of our EFSPI newsletter!

After receiving lots of feedback from you, I decid-
ed to enjoy my vacation, go offline and then come
back with a single, energising newsletter combin-
ing news over summer 2022 with a special focus
on our 13th EFSPI Statistics Leaders Meeting and
the European Special Interest Groups (ESIGS).

In addition, the idea of a special “summer edition”
launching a new format of the EFSPI newsletter
sounded like music to my ears. My sincere thanks
g0 to Stefan Englert who offered a new branding
proposal and delivered a fantastic solution. And...
Here it comes: the new look of our newsletter!

Enjoy the reading and let me know how you liked
this edition. Please also contact me if you have
anything you would like to
contribute to our nevvsletters'
and the EFSPI community.

Stay healthy, stay safel

Justine Rochon
EFSPI President and
Editor of EFSPI Newsletters

As you might know, the European
Federation of Statisticians in the
Pharmaceutical Industry (EFSPI), is
open to constituted groups of stat-
isticians. So, there is no individual
membership. Eligibility for mem-
bership is open to one national
group per country placing a major
emphasis on scientific and tech-
nical activities directed at statisti-
cians who are working in the phar-
maceutical industry. For now, there

are 10 EESPI member groups. Thus,
10 European countries are repre-
sented in the EFSPI Council. The
Council governs the direction and
long-term policy of the federation. It
consists of at least one delegate
from each of the countries repre-
sented through the full member
groups. As a rule, representation of
a country is assumed to be covered
by two delegates, see EFSPI Councdil
Members.

ARG AHI[HIRTAVRY | et's set the scene!

The EFSPI Council meets quarterly

The first three meetings in 2022
took place virtually. Our next meet-
ing is coming very soon, and the
plan is to finally meet in person on
16" September, the day after the
EFSPI Regulatory Statistics Work-
shop in Basel/Switzerland.

Stay tuned to hear more soon!
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Please join me in welcoming Alun Bedding as new EFSPI Council member!

Alun Bedding is replacing Steve
Jones in the EFSPI Council for
UK. We thank Steve for his com-
mitment and contributions to
EFSPI and wish him all the best.

Alun Bedding is the Global
Head of Methods, Collaboration
and Outreach in the Data and
Statistical Sciences Department
at Roche, based in the UK. He
has worked in the pharmaceuti-
cal industry for 33 years and is
currently on his third time on
the PSI Board. Alun is a DIA In-
novative Design Working Group
and Bayesian Methods Working
Group member. He is also a
member of the UK Medical Re-
search Council Experimental
Medicine funding panel and the
Great Ormand Street Hospital
funding board. Alun is passion-
ate about collaborations with
academia and is currently the
industry supervisor for two PhD
students at Lancaster. In con-
nection with this, Alun will be
driving the EFSPI outreach
stream, focusing on academia.

Enjoy a deeper dive into the history of EFSPI!

Alun was on the PSI Main Committee as the Secretary when
EFSPI was formed in 1992. So, even though the history page
on the EFSPI website is excellent, he contacted Alec Vardy,
the first EFSPI President about the formation. The following
are extracts from what Alec told Alun:

Whilst Alec was working at Pfizer in the UK from 1985-1988, he
became very active in PSI. When he went back to The Nether-
lands in the middle of 1988, the "isolation" of statisticians
working in the small number of companies there became
painfully apparent. There was an annual conference for stat-
isticians in Lausanne/Switzerland around that time and on
attending that it became clear that industry statisticians
across Europe were dealing with similar issues. So, with the
full support of PSI and his manager at Duphar (now Abbott),
he contacted leading members of the individual country or-
ganisations. He even paid a visit to meetings of the Swedish
and German groups to provide information about PSI and its
activities, with the presentations being very well received.

A total of six national groups were ultimately identified (the
founding members), and they were all invited to Weesp in
November 1990. There was tremendous enthusiasm for col-
laboration, and EFSPI was formed. The rest, as they say, is
history. They agreed to meet every six months, and the PSI
Board created a committee liaison function.

After handing over the PSI Chair at the end of 1991, and join-
ing a CRO in 1992, Alec was no longer involved in EFSPI meet-
ings or activities. To counteract the ‘withdrawal symptoms’, a
few people working in The Netherlands decided to get to-
gether and connect statisticians and data managers within
the country, from which PSDM was born (and subsequently
became an EFSPI member).

Alec goes on to say that looking at the EFSPI website, it's
amazing to see what has grown out of the original seed that
was planted back in 1990.

And there is so much more to happen as we at the EFSPI
Council have not only committed to focus on ensuring busi-
ness continuity but also to enhance our visibility (including
more presence on LinkedIn, a new look for our newsletter,
and a new EFSPI website coming soon), and to further trans-
form EFSPI into a federation that makes a difference today
and into the future. If you want to learn more about EFSPI,
please visit our EESPI website and follow our official EESP]
LinkedIn page, engage with us by reacting to our posts, com-
menting and sharing the information with your networks.
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EFSPI REGULATORY STATISTICS WORKSHOP

The countdown is on! Only a few more days until the 7" EFSPI Regulatory Statistics Workshop will take
place on September 14-15, 2022 as a hybrid meeting at the Biozentrum Basel.

The registration is closing soon! 5 September for F2F and 13 September for virtual attendance!

The program includes eminent speakers from several European Health Authorities, FDA, academia,
and industry, and will discuss opportunities and challenges in drug development. Planned topics are:

Introductory Keynotes on “What happened in the last two years in regulatory and HTA landscape?”
Postbaseline subpopulation analyses: Known to be improper, but frequently done. Can we fix

them?

Regulators and HTA bodies for new designs in Europe - how to deal with different priorities, espe-

cially for new design types?

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

Please follow below links for further details, including program, registration costs and payment, as well
as frequently asked questions: Program, Registration, FAQ.

13™ EFSPI Statistics Leaders Meeting 6™ and 7" July 2022

Basel Switzerland co-hosted by Novartis and Roche

The 13™ Annual EFSPI Statistics Leaders Meeting
was jointly hosted by Novartis and Roche.

Emmanuel Zuber (Novartis) and Hans Ulrich Burg-
er (Roche) made it easy for the visitors to fall in
love with Basel and to become curious about the
history of the two companies based in the same
city. The ‘ping-pong dialogue’ between Emmanuel
and Uli was not only informative but also super
entertaining.

Day 1 of our 13th EFSPI Statistics Leaders Meeting
started with a warm welcome from the organising
committee and an amazing tour at the Novartis
Pavilion, a new learning, event, and exhibition
space for Basel that explores the big questions
around healthcare - a space where everyone can
learn about, engage with, and be inspired by the
wonders of medicine!

The EFSPI Statistics Leaders were then asked in
an icebreaker session to put cards with some key
events and innovations in healthcare on correct
places ranging from the 14" Century through to
the 21°" Century. This was a great collaborative,
educational and fun exercise!

The first breakout session was dedicated to the
question: How can EFSPI advance its networking
and collaborations with other groups? The ob-
jectives were to dentify opportunities for EFSPI
to strengthen its links with other professional
and industry groups and to identify how EFSPI
can help statisticians build networks and con-
tribute to professional/industry activities. In this
session, the audience learned more about the
Biometrics Statistics Leaders Consortium (BSLC)
and the European Federation of Pharmaceutical
Industries and Associations (EFPIA) from two in-
vited speakers, Erik Pulkstenis (representing
BSLC) and Silvia Garcia (representing EFPIA). Af-
ter their talks, the discussion continued at round
tables and each round table presented some
tangible solutions for EFSPI to consider pursing
and suggested partnerships to prioritise.

An invited motivational speaker, Stanley Shaw
from Harvard Medical School, closed Day 1 of
the meeting with an excellent presentation on
“Perspectives on Innovative Data Science Lead-
ership in the Life Sciences Industry” which gave
the EFSPI Leaders some great food for thought
on what is really needed to be ready for the fu-
ture. Stan'’s ideas triggered a lively dialogue that
lasted for the rest of the evening.
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13" EFSPI Statistics Leaders Meeting 6™ and 7" July 2022

Day 2 began with the second breakout session
focussing on the development of NextGen Stat-
isticians. The objective was to discuss what
EFSPI can do to support the next generation of
statisticians and statistical leaders, so everyone
is equipped with skills required for modern
R&D. Invited speakers were 3 statisticians from
Novartis and Roche, Kristina Weber, Alex Ocam-
po and Evgeny Degtyarev, who shared their ca-
reer journeys to date. What did we learn from
them? First of all, we learned that statisticians
working in the pharmaceutical industry want to
be considered as drug developers and be key
drivers of data-driven decisions. We heard
about patient-centric statistics and that many
new statisticians are entering the Pharmaceuti-
cal Industry because they want to make a differ-
ence in the lives of people. At the same time,
statisticians have a high need for continued ed-
ucation with a focus not just on technical skills
but also on ‘soft skills’ that are not soft at all
(e.g., cross-functional leadership, negotiation
and influencing skills, strategic thinking, story-
telling, and understanding of cultural differ-
ences). In addition, feedback was provided on:
post-pandemic ways of working and being able
to achieve work-life balance; creating a diverse

and inclusive workplace where all statisticians can
thrive; ensuring adequate female representation at
all organisational levels; being able to gain a good
understanding of different aspects of drug develop-
ment; and enabling open and transparent discussion
of career development opportunities within and out-
side of statistics. Kristina, Alex and Evgeny were
thanked for sharing their perspectives with the EFSPI
Leaders. There is simply no better way to get input
from the ‘NextGen'’ than connecting with and actively
listening to them! EFSPI is committed to shape and
bridge todays and tomorrow's statisticians working
in the pharmaceutical industry. You will for sure hear
more about this important topic from us.

The final session on Day 2 involved a panel discus-
sion focused on the question “How can statisticians
up their game to maximise their impact and meet
the demands of modern drug development?”. The
objectives of this session were twofold

1) to review the challenges and opportunities for
statisticians to lead, influence and maximise their
impact in the evolving drug development data
sciences environment

2) to identify areas for change in mindset, behav-
iors, skills, and organisational structure and strat-
egy which we need to work on as leaders.
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The EFSPI leaders were pleased to receive an
inspiring video message from Eric Genevois-
Marlin, Head of R&D Data and Data Sciences at
Sanofi. Then, Chris Holmes, Professor of Biosta-
tistics at the University of Oxford & The Alan
Turing Institute delivered a brilliant speech
about “Biostatistics into the Future”. Despite the
fact that “Prediction is very difficult, especially if
it's about the future.” (Niels Bohr), we learned
from Chris not only about all the challenges that
lurk around the corner but also about all the
opportunities that open up for statisticians.

Here are a few examples of what the future may
bring to statistics:

e There will be a shift towards the well-being,
early intervention, preventative medicine
and balancing multiple long-term condi-
tions.

e Simulation will increasingly be used as an
inference tool. We will move towards real-
world continuous (Bayesian) adaptive clinical
trials and causal inference will be main-
stream.

e The ability to measure outcomes is no long-
er a bottleneck, rather the challenge comes
from how to capture, store, assimilate, and
make sense of real-time data from multiple
sources.

For leaders there is an overarching challenge
(and opportunity!) to create an environment
and culture for analytic teams that can keep
pace with all these developments.

2022 Steering Committee:

Emmanuel Zuber, VP, Global Biostatistics Head, He-
matology Development Unit (Novartis), Hans Ulrich
Burger, Data and Statistical Sciences Global Head
Neurosciences (Roche), Tina Christiansen, CVP Bio-
statistics (Novo Nordisk), Justine Rochon, SVP Global
Biostatistics and Data Sciences (Boehringer Ingel-
heim), Christine Fletcher, VP Specialty and Primary
Care Statistics, Biostatistics (GSK), Bibiana Blatna,
Administrative Professional (Novartis), Tricia Byers,
Senior Administrator (GSK)

The leaders were intrigued by Chris on his views
about the self-reflective question: “Biostatistics -
death or glory?” where Chris feels statistics will remain
a core discipline within biomedical data science. How-
ever, he noted it is not implausible that highly repeti-
tive analyses, such as those specified in Statistical
Analyses Plans for Randomised Controlled Trials, will
become fully automated although he was quick to
clarify “We're way off automated statisticians”. On the
positive side, Chris highlighted that statisticians have
strong self-selection for a feel (“a good nose”) for data.
Much of the art of applied statistics and the skills of a
trained statistician involve factors that cannot be cap-
tured by algorithms. Statistics provides the formal
language and rigour for the communication and inter-
pretation of scientific findings from data. The funda-
mental properties of sampling variability don't go
away just because we use Al. They become even
more important. Finally, Chris highlighted that statisti-
cians are the guardians of reproducible research and
stability of findings - accurate uncertainty quantifica-
tion. These are essential skills with increasing im-
portance. Therefore, Chris’ advice is to create agile
teams with a blend of skills, shared appreciation of
cultures and domain strengths, and this has the po-
tential for a super exciting future!

As you can imagine, these predictions triggered an
exciting debate that lasted until the end of the meet-
ing. The EFSPI leaders left the Novartis campus in Ba-
sel full of energy and strength that they will pass on to
their people and the entire EFSPI community.

During the 2-day meeting, the EFSPI Statistics leaders
were able to enjoy the architecture and fine arts at
the Novartis campus (with the two Roche towers visi-
ble in the background!). As stated in the Visitor's Map:
“Exceptional performance needs an exceptional envi-
ronment [...] new ideas come from unexpected im-
pulses [...] for this reason, artworks form an im-
portant part of the campus: they are intended to in-
spire, sharpen perception and awaken a feeling for
connections and new perspectives.” Thanks to Novar-
tis and Roche led by Emmanuel and Uli for hosting
the 2022 EFSPI Statistics Leaders in 2022 and to the
steering committee for an inspiring meeting!
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ESIG News

Our European Special Interest Groups (ESIGSs), jointly
sponsored by EFSPI and PSI, are playing a key role and
foster connections across disciplines, industry, aca-
demia and countries/regions.

“What a fantastic PSI Confer-
ence in Gothenburg this
year! It was so good that it
even made up for the bag-
gage reclaim experience at
Heathrow T3 on return. Like
many others, | could have
done without the COVID, but
at long last, my cough has
gone, and the ABBA tribute
band was wonderful (I con-
fess at this point to being a
huge fan but aren't we all?).

The Scientific Committee put together a great pro-
gram, and as PSI Director for our Special Interest
Groups it was wonderful to see the extensive contri-
bution from our ESIGs, which are jointly overseen with
EFSPI, represented by Emmanuel Pham. More than
half of our 20 ESIGs organised or contributed to con-
ference sessions. If my tally is correct, within main ses-
sions we had contributions from Launch & Lifecycle,
Data Science, Subgroups, Historical Data, Benefit Risk,
COVID, RWD, Oncology Estimands, Data Sharing, AIMS
and Visualisation, with posters from the newly re-
launched Biomarkers ESIG and Oncology Estimands.

It was great to be able to meet so many colleagues for
the first time, in some cases after several years of cor-
respondence, and I'm looking forward to getting back
out on the road in support of future events. And the
ESIGs are not done yet this year, look out for upcom-
ing events from Biomarkers, Launch & Lifecycle, Pre-
Clinical, Visualisation and more! My thanks to every-
one across the ESIG community for your contributions
to the conference this year.”

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

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) to be featured
in one of our next newsletters.

ESIG OF THE MONTH

The Pre-Clinical Special
Interest Group

The Pre-Clinical ESIG was
formed originally as Toxi-
cology  Special Interest
Group in 2006. Since then,
we have grown to have
around 50 affiliates; these
are mostly statisticians working across in-
dustry (pharma and CRO) and academia.

The core team members meet once a
month and our focus is to share learnings,
discuss challenges, explore opportunities,
and learn from each other's experiences.
We also work together to organise webi-
nars and workshops. Typically, we have
three webinars and one workshop every
year. This year we are delighted to be
holding our first and virtual workshop in
September, that will include a course on
the applications of Bayesian Statistics in a
pre-clinical setting.

For more details on the webinars and
workshops we have coming up please
check out our webpage.
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AIMS ESIG

7"-'“)j AIMS

The Applications and Implementation of Meth-
odologies in Statistics (AIMS) ESIG's objective is
to support and contribute to working groups
researching the use of R in Pharma/Biotec/
healthcare research (click here to learn more).

Closely linked to the R Validation Hub, we have
representatives from PAREXEL, PPD, GSK, PHAS-
TAR, Eli-Lilly, Veristat, Floating point statistics,
J&), Roche, Incyte and Boehringer Ingelheim.
Our team members, collaborate with various
working groups, such as R validation hub (White
Paper documenting the framework to assess
package risk, riskmetric package and R shiny
app https://www.pharmar.org), pharmaverse
(Suite of R packages aiding SDTM, ADaM & TFL
creation https://pharmaverse.org/), and other R
Consortium working groups such as RTRS
(looking at table creation), R Submissions Pilot
(test submission in R to the FDA), and Clinical
Statistical Reporting in a Multilingual World
(CSRMW)/PhUSE initiative (looking at differences
in statistical analysis results between different
programming languages [in SAS and R]). Our
efforts help to ensure groups don't work in iso-
lation, spreading knowledge of each groups
work with the wider PSI and EFSPI community,
with the hope this avoids duplication of effort
and makes teams more efficient with the re-
sources they have available.

In the PSI 2022 session, AIMS ESIG chair Lyn
Taylor (PAREXEL) gave an overview of the vari-
ous collaborations working towards a shared
mission to enable the use of R in a regulatory
setting, where the output may be used in sub-
missions to regulatory agencies.

Following the overview, Matt Neilson (PHASTAR)
presented on applying the riskmetrics package
in practice in order to develop an approved
package controlled R platform, and Christina
Fillmore (GSK) presented on GSK's journey im-
plementing an R platform for regulatory use,
including challenges such as upskilling the work-
force and rolling out a new ecosystem.

The session concluded with Min-Hua Jen (Eli Lilly) pre-
senting a summary of the CSRMW's plans for a White
Paper, framework and public repository for collating
differences between SAS and R. Min-Hua also pre-
sented work conducted as part of the CSRMW surviv-
al analysis working group through collaboration with
Mia Qi (Janssen R&D). It highlighted discrepancies be-
tween SAS and R, with regards to the default options,
as well as different estimates under specific data sce-
narios for the median survival estimate, the survival
estimates and confidence intervals for specified time
points, and for log-rank test p-value for pairwise com-
parisons.

Data Visualisation ESIG

For many years one session at
VI the PSI conference had been

dedicated to data visualisation.

Interestingly, a core group of

data visualisation enthusiasts
turned up to nearly each of these sessions. And this
core group was the origin of the visualisation special
interest group (VIS ESIG), which formed just before
the pandemic hit (click here to learn more).

At PSI 2022, it was the first time the VIS ESIG could
organise an in-person session at a conference. Unfor-
tunately, due to ongoing travel restrictions many ESIG
members could not join the conference but were at
least very actively involved in the preparation work.
This resulted in 4 high-quality presentations covering
various aspects of data visualisation given by Alexan-
der Schacht, Steve Mallet and Bodo Kirsch.

Many of these presentations included examples from
the flag ship event of the VIS ESIG - the Wonderful
Wednesday Webinar (WWW) series. This monthly
challenge (see more about WWW here ) runs now for
over 2 years and has created a treasure of data visu-
alisation examples which highlight different aspects of
data visualisation principles and approaches (check
out the VIS ESIG blog to explore this treasure). All
these use typical data sets and their challenges from
clinical trials and other data sources we as statisti-
cians in pharma work with.
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The VIS ESIG session — which for the first time
happened in the largest room - ended with a
panel discussion including many questions from
the audience. The large and active attendance
underpins the increasing importance of data
visualisation as a critical methodological area
for statisticians in pharma. The chair of the VIS
ESIG - Bodo Kirsch - summarised this in his
ending remarks where he highlighted the pro-
gress we have made as a community. We see a
strong improvement in the use of great data
visualisations across all presentations and post-
ers at the conference.

If you would like to join the VIS ESIG to network
with others interested in this topic and to learn
more about data visualisation, please contact
Bodo Kirsch.

Historical Data ESIG

focus on robust mixture priors. She was followed by
Julia Niewczas and Oliver Sailer who shared examples
of trials where these methods are used to borrow
information from external control groups, including a
recent study in Idiopathic Pulmonary Fibrosis. Gaélle
Saint-Hilary completed the session by providing a de-
tailed recipe to evaluate and present design charac-
teristics to justify the use of BDB.

In the second session the participants turned their
knowledge into practice. Simon Wandel and Aaron
Dane presented a case study where a sponsor plans
to augment a control arm with historical data. The
participants then formed teams to propose and dis-
cuss a regulatory submission strategy for this exam-
ple. The sessions were very well attended, and the
ESIG members received great feedback for future
work.

Subgroup Analysis ESIG

Many approaches for designing
and analysing clinical trials us-
ing historical (or other external
study) data have been pro-
posed in the recent past. How-
ever, there are still many open
questions concerning the role
which clinical trials that use such data can have
in drug development. The three most important
questions are:

1. What is the state of the art regarding ap-
proaches to incorporate historical data into
the formal design and analysis of clinical tri-
als?

2. Which statistical methods should we use to
make historical and current data compara-
ble?

3. What are the regulatory requirements nec-
essary for the acceptance of historical data
in drug approval?

The scope of the Historical Data ESIG is to pro-
vide some answers to the above questions
through a variety of activities (click here to learn
more about the ESIG).

At PSI 2022, the Historical Data ESIG presented
two sessions on “A framework for evaluation of
Bayesian Dynamic Borrowing (BDB) designs in
pivotal studies”. Nicky Best opened the first ses-
sion with an overview of BDB methods with a

Subgroup analysis is routinely
conducted in drug development,
in various settings. One key as-
pect is the regulatory require-
ment to demonstrate consistency
of treatment effect across a pre-
defined set of subgroups. Anoth-
er aspect is subgroup selection,
where the aim is to estimate the
effect in the most promising subpopulation.

The ESIG aims to provide as much guidance and clari-
ty as possible on inherent issues and approaches to
the problems encountered in these areas, and to pro-
mote cross industry research collaborations. Since a
White Paper in 2018, this ESIG is not only devoted to
questions related to fixed (pre-specified) sets of sub-
groups, but also to the developments in personalised
medicine, where lots of progress has been made in
recent years on data-driven subgroup-detection/ML
methodologies (click here to learn more).

The topic at PSI 2022 was “Practical and Theoretical
aspects of Assessing Treatment Effect Heterogeneity”,
and Tobias Muetze was chairing. The presenters were
David Svensson (ESIG lead), Bjorn Bornkamp and
Stefan Franzen. The first talk covered recent advances
in the Individual Treatment Effect research area, and
(in particular) so-called SHAPs were introduced. This
is a rather novel variable importance concept that
quickly has become popular in the broader data sci-
ence area, but less so for subgroup/CATE settings.
Some benchmarking of this was included via various
popular machine learning based approaches for dis-
covering predictive biomarkers.

EFSPI Newsletter m



mailto:Bodo.Kirsch@bayer.com

https://www.psiweb.org/sigs-special-interest-groups/historical-data

https://www.psiweb.org/sigs-special-interest-groups/subgroup-analysis



The second talk covered an interesting data
challenge from Novartis, where many different
analysis teams across the company aimed to
predict a novel subgroup and the correspond-
ing (hopefully enhanced) treatment effect. The
training data was four Phlll trials, and predic-
tions from each team evaluated against actual
results from the later Phlll trial. Various aspects
of this was covered, e.g., metrics used, how esti-
mates distributed, how the complexity of the
subgroup definitions varied, and what methods
tended to appear among the performing pre-
dictions. The last talk showcased a practical ex-
ample of assessing treatment effect heteroge-
neity using modern approaches on observation-
al data (diabetes/Hba1C example). Apart from
being generally a fun talk to listen to, it also was
educational in its discussions of assumptions,
limitations and details behind forest-based ap-
proaches.

Biomarkers ESIG

Earlier this year, we relaunched the Biomarkers
ESIG.

At PSI 2022, we had the

_ Opportunity to present our

ﬁ &,Z “Why? What? Who?” during
Ui a poster presentation. We
Biomarkers Special Interest Group  \\/@r @ gratefu| for the re-

. ceived feedback and we
el were more than happy to

welcome new members.
Meeting minutes can be found on the PSI
homepage and on our LinkedIn channel.

We are very thankful for the great support from
PSI, EFSPI and from members of the former
ESIG, which were all very pleased to see that the
Biomarkers ESIG was brought back to life.

What is next? We plan a webinar in November
2022 around our priority topics for 2022:

e Machine Learning for Biomarker Analysis

e Biomarkers-based designs

e Building a data repository of publicly availa-
ble biomarker data

We also look forward to joint sessions with the
Subgroup ESIG and with the Visualisation ESIG.

Interested in joining the Biomarkers ESIG? Then
contact Guillaume Desachy or Nicole Kramer.

HTA ESIG

Final comments on the August EUnetHTA21 delivera-
bles have now been submitted and are able to view.

The next round of review we
will facilitate is on the October
M deliverables available on 3
October. Please see our
II I I I Health Technology Assess-
ment (HTA) ESIG webpage for
further details.

The HTA ESIG is hosting a webinar! “Statistics in EU
HTA - PICOs, Estimands & More”. Registration is now
open and free for all to attend! For more details click
here.

EFSPI Newsletter m



https://www.linkedin.com/posts/nicole-kr%C3%A4mer-834b0551_psiconference2022-biomarkers-esig-activity-6942446251183366144-qV_e?utm_source=linkedin_share&utm_medium=member_desktop_web

https://www.psiweb.org/sigs-special-interest-groups/biomarkers

https://www.psiweb.org/sigs-special-interest-groups/biomarkers

https://www.linkedin.com/groups/4153318/

https://psiweb.org/sigs-special-interest-groups/subgroup-analysis

https://psiweb.org/sigs-special-interest-groups/visualisation

mailto:Guillaume.desachy@astrazeneca.com

mailto:Nicole_2.kraemer@boehringer-ingelheim.com

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.psiweb.org%2Fsigs-special-interest-groups%2Fhta%2F&data=05%7C01%7Cjustine.rochon%40boehringer.mail.onmicrosoft.com%7C71be5642480e4426d00608da8b4779b8%7Ce1f8af86ee954718bd0d375b37366c83%7C0%

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.psiweb.org%2Fevents%2Fevent-item%2F2022%2F11%2F14%2Fdefault-calendar%2Fpsi-hta-sig-webinar-statistics-in-eu-hta---picos-estimands-more&data=05%7C01%7Cjustine.rochon%40boehringer.mail.onmicr



LOCAL ASSOCIATION OF THE MONTH

The Belgium section of EFSPI is embedded in

the Royal Statistical Society of Belgium

The Society was established in 1937. In 2017, it received royal favour
of the King Philippe of Belgium and became the Royal Statistical Soci-
ety of Belgium (RSSB). The RSSB brings together statisticians from
Belgium working across statistical disciplines and institutions. The
scope of RSSB is to contribute to scientific progress in statistics by
promoting co-operation between Belgian statisticians and to help the
public to get better understanding of the place of statistics in the
modern world. This is reflected in the board composition which uni- OTH ER COUNTRY
files representatives from nine universities, the private sector and
from governmental organisations across the language regions. N EWS

For local events in the area of biometrics or medical statistics, an
agreement has been made to closely collaborate with the Belgian
chapter of the International Biometric Society (which is called the SFdS (France)
Quetelet Society). Every year, at the annual meeting of the Belgian
Statistical Society there is at least one targeted session in the field of
biostatistics. Furthermore, the Belgian section of EFSPI has been or-
ganising various one-day events in collaboration with EFSPI.

The group is always looking for volunteers to join in organising
events. So do not hesitate to reach out in case you are interested. S n 82022

More information about the RSSB can be found here.

An Vandebosch, Belgian representative in the EFSPI Council

The 9™ Statistics and Biophar-

macy (SnB) Conference or-

anised by the Statistics and
APF (Germany) %iopharmgcy group of the
SFdS (French Society of Statis-
tics) will be held in Paris Sep-
tember 19-21, 2022. It is a
unique event, usually organ-
ised every four years, inte-
grating multiple perspectives
on innovative applied statisti-
cal research for the drug de-
velopment and an excellent
opportunity to meet col-
leagues from academia, regu-
latory agencies, and pharma-
ceutical companies. More in-
formation on the SnB 2022
program can be found here.
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The German region (APF) is planning their yearly meeting
(“Herbstworkshop”) on Friday, November 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 November 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 Ingel-
heim), Kathrin Stucke-Straub (THU UIm)). This meeting is an oppor-
tunity to network in particular across academia and industry re-
garding statistical-methodological topics and partnerships.



https://quetelet.be/

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Frssb.be%2F&data=05%7C01%7Cjustine.rochon%40boehringer.mail.onmicrosoft.com%7C56b69516695d436ee0bf08da7139e857%7Ce1f8af86ee954718bd0d375b37366c83%7C0%7C0%7C637946790778775778%7CUnknown%7CTWFpbGZ

mailto:langer_frank@lilly.com

https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.snb2022.paris%2FScientificTopics.aspx&data=05%7C01%7Cjustine.rochon%40boehringer.mail.onmicrosoft.com%7C29d0c429e966409d9fc508da5b359cbc%7Ce1f8af86ee954718bd0d375b37366c83%7C0%7C0%7C63792258



SAVE THE DATE FOR THE NEXT PSI CONFERENCE!

Fi2023

C ONF ERENGCIE

NOVOTEL LONDON WEST,
HAMMERSMITH

12-14 JUNE 2023

PSI (UK
o NON-PSI EVENTS:

We are a community dedicated to ROYAL

leading and promoting the use of STATISTICAL
statistics within the healthcare o SOCIETY

industry for the benefit of patients P RIS SR GRS

MEETINGS, WEBINARS AND COURSES: RSS 2022

21 September 2022: International Conference

PSI Pre Clinical SIG Workshop 2022 Date: 12-15 September 2022
27 September 2022: Location: Aberdeen, UK

PSI| Training Course: An Interactive Introduction to Agile Ways of Working

Wonderful Wednesday 28: Pediatric growth modelling

In pediatric drug development special interest is in an adverse im-
pact on the growth of the children. Zak Skrivanek presents examples
to visually explore effects on growth. All visualisations are available
on the Wonderful Wednesday blog. Watch here!

Pre-Clinical ESIG Webinar: Assay Qualification by Linear Mixed Model: THE
Confidence, Prediction & Tolerance Intervals
’ EFFECTIVE

STATISTICIAN

- =

Bernard Francq discusses the need for analytical methods to deliver
unbiased and precise results. He talks in detail about confidence,
prediction and tolerance intervals in linear mixed models and the
interpretation of statistical results. Watch here!

The Effective Statistician Podcast

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

'l.m.,;"

Alexander Schacht Listen here!
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https://psi.glueup.com/event/psi-pre-clinical-sig-workshop-2022-trng285-59144/

https://psi.glueup.com/event/55752/

https://www.psiweb.org/vod/item/psi-vissig-wonderful-wednesday-28-pediatric-growth-modelling

https://www.psiweb.org/vod/item/psi-pre-clinical-sig-webinar-assay-qualification-by-linear-mixed-model-confidence-prediction-tolerance-intervals

https://theeffectivestatistician.com/



JOB OPPORTUNITIES

Nowadays, job opportunities for
statisticians and other 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 offer-
ing one free advert for every 3 adverts posted on the website.

AND FINALLY...

We value your feedback, so let us know what you  To add your email address to the EFSPI mailing list,
think! What should we keep, start or even stop click on "Sign up to our newsletter" on our landing
doing when creating the EFSPI newsletters? page. To view all newsletters please see the “News"

We would also like to learn from you how we can zinea o Hhie EFSR) sielbsite.

further improve our EFSPI communication and  Finally, you are cordially invited to join our (closed)
branding. EFSPI group by requesting access to the EFSP]

Linkedin Group in order to exchange even more
within our EFSPI community.

Send your feedback to
ustine Rochon and Randi Grgn.

EFSPI Newsletter “
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7'" EFSPI Regulatory Statistics Workshop
14t — 15" September 2022
Face-to-face meeting in Basel, Switzerland

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

EFSPI

EFSPI is pleased to announce the 7th regulatory statistics workshop that will take place on 14™"-15%
September 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 venue is the Biozentrum, find address and directions here.

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 with panel discussions, a poster session of the EFSPI / PSI SIGs, the well-established
short topic session, lots of coffee breaks, and the legendary wine tasting.

Members of the Scientific Committee are: Egbert Biesheuvel, Hans Ulrich Burger, Christoph Gerlinger,
Kaspar Rufibach, Emmanuel Zuber, Elina Asikanius, Andreas Brandt, Randi Gron, Lorenzo Hess,
Armin Koch, Helle Lynggaard, Eftychia-Eirini Psarelli, Khadija Rantell, Kit Roes, Anja Schiel, Viktoriya
Stalbovskaya, David Wright.

Registration: Please register here: https://forms.gle/HVvyGRBzoHkIiGGDc6. The registration fee for the
entire event for in-person attendance is €250 (comprises all sessions, lunches, coffee breaks, wine
tasting), irrespective of how many days you attend and how many meals you enjoy. If you only plan to
attend virtually the fee is €50. As part of the registration process we would like to ask you to make a
payment of €50 or €250 (depending on your mode of attendance) to EFSPI as contribution to the 7th
EFSPI Regulatory Statistics Workshop. Please use the reference “Regulatory 22”. Due to this informal
registration process we can keep the price low. Therefore we cannot accept credit card transfers and
we cannot provide you with a formal invoice after the payment. In case you have any question on your
payment, please contact Egbert Biesheuvel (egbert.biesheuvel@danone.com).

Bank details: European Fed Stat Pharm Ind, Bank: HSBC, IBAN: GB53HBUK40127677385084, BIC:
HBUKGBA4B, Reference: Regulatory 22.

Participation of scientific committee members, speakers & panel discussants, colleagues at regulatory
agencies, and students is free, see here for details. In addition, Roche and Novartis colleagues are
included in a collective registration and also do not need to pay by themselves (but please still register
using the above link!). If your company is interested in getting a collective registration for virtual
attendance (>40 virtual participants) please reach out to egbert.biesheuvel@danone.com.

We answer a few questions regarding registration (block bookings, change from face-to-face to virtual
attendance, etc.) here. Please read this FAQ page first before you reach out to the organizers with
questions.

For those who have registered and paid the registration fee a link to a Zoom TC will be shared a few
days prior to the event.

In the program below it is indicated who will only attend virtually.



https://numbersman77.github.io/efspi_workshop/docs/registration_faq.html#2_Venue

https://forms.gle/HVvyGRBzoHkiGGDc6

mailto:egbert.biesheuvel@danone.com

https://numbersman77.github.io/efspi_workshop/docs/speaker.html

mailto:egbert.biesheuvel@danone.com

https://numbersman77.github.io/efspi_workshop/docs/registration_faq.html



7'" EFSPI Regulatory Statistics Workshop

14t — 15" September 2022

Face-to-face meeting in Basel, Switzerland

7" EFSPI regulatory statistics workshop, Day 1

14 September, 0900-1700 (+ wine tasting).

Time

Duration

Presentation

0900-0920

20

Arrival

0920-0930

10

Opening remarks
Justine Rochon (EFSPI president)

0930-1100

90

Introductory Keynotes: Regulator on "What happened in the last two
years in regulatory and HTA landscape”

Chairs: Randi Gron (Novo Nordisk) & Eftychia-Eirini Psarelli (EMA)

Talk 1 (25min): Kit Roes, EMA & Radboud UMC : Guidances /
restructuring / new ways to interact with stakeholders

Talk 2 (25min): Frank Bretz, Novartis: What happened in the last two years
in industry?

Talk 3 (20min): Anja Schiel, EMA & Norwegian Medicines Agency:
Selection of "HTA hot topics" that need discussion in coming months
Talk 4 (20min): Jasvinder Singh, MHRA: Which parts of the regulatory
flexibility introduced in the pandemic are here to stay (potential examples:
raw data submission / rapid review)?

1100-1130

30

Coffee Break

1130-1230

60

Q&A and discussion: 2-3 smaller groups in separate rooms, moderated by
1 industry + 1 regulatory member. Come back with few bullet points that
summarize discussion.

1230-1500

150

EFSPI SIGs poster sessions & lunch. Details see below.

1500-1700

120

Postbaseline subpopulation analyses: Known to be improper, but
frequently done. Can we fix them?

Chairs: Mouna Akacha (Novartis) and Khadija Rantell (MHRA)

Talk 1 (25min): Bjorn Bornkamp, Novartis: relevant scientific questions for
drug development

Talk 2 (25min): Anja Schiel: relevant scientific questions for HTA

Q&A and panel discussion (70min): Speakers + Mats Stensrud (EPFL
Lausanne), Fabrizia Mealli (Uni Florence), Kaspar Rufibach (Roche),
Steve Ruberg (Analytix thinking), Wanje Sun (FDA, virtual), Florian
Klinglmuller (AGES)

1700-1900

120

Wine tasting, organized by Uli Burger and Emmanuel Zuber






7'" EFSPI Regulatory Statistics Workshop

14t — 15" September 2022

Face-to-face meeting in Basel, Switzerland

7th EFSPI regulatory statistics workshop, Day 2

15th September, 0900-1800.

Time Duration | Presentation
0900-1100 120 Regulators and HTA bodies for new designs in Europe - how to deal
with different priorities, especially for new design types?
Chairs: Christoph Gerlinger (Bayer) and Andreas Brandt (BfARM)
Talk 1 (15min): Dieter Haering & Marius Thomas, Novartis: Neos
pediatric trial of Kesimpta and Mayzent in multiple sclerosis.
Talk 2 (20min): Theodor Framke (EMA & Med Hochschule Hannover):
Regulatory view on complex innovative designs
Talk 3 (20min): NN: HTA’s view on complex innovative designs
Q&A and panel discussion (65min): Speakers + Anja Schiel + Kit Roes +
Katharina Hees + Franz Koenig.
1100-1130 30 Coffee Break
1130-1315 105 Generalizability and external validity: How to generate evidence
about a treatment effect?
Chairs: Kaspar Rufibach (Roche) and Kit Roes (Radboud University
Medical Center & EMA)
Talk 1 (20min): Stephen Senn, Statistical Consultant: Clinical trials are
about comparability, not generalizability.
Talk 2 (20min): Florian Klinglmuller, AGES: Regulatory view on
generalizability.
Talk 3 (20min): Joshua Ray, Roche: Let them in or build a wall?
Transporting inferences across borders
Q&A and panel discussion (50min): Speakers + Rob Hemmings.
1315-1430 75 Lunch
1430-1600 90 Role of statistics / quantitative science in regulatory decision-
making.
Chairs: Emmanuel Zuber (Novartis) and Benjamin Hofner (PEI)
Talk 1 (20min): John Johnston (MHRA): What role should statistics play
in regulatory decision-making?
Talk 2 (20min): Rajeshwari Sridhara (FDA, virtual): Experience with the
project SignifiCanT.
Q&A and panel discussion (50min): Speakers + Kit Roes + Anja Schiel +
Rob Hemmings
1600-1630 30 Coffee Break
1630-1750 110 Short topic session: three short topics, presentation on 2 slides, get
input from panel (= all regulators).
Chairs: Uli Burger (Roche) & Armin Koch (U Hannover & EMA)
Topic 1: Andrea Schulze (Bayer): methodological aspects of the war in
Ukraine for clinical trials.
Send further proposals until 16th August to kaspar.rufibach@roche.com
1750-1800 10 Closure

Kaspar Rufibach (Roche, local organizing and scientific committee)






7'" EFSPI Regulatory Statistics Workshop
14t — 15" September 2022
Face-to-face meeting in Basel, Switzerland

PSI / EFSPI SIGs that will present a poster in the lunch session on 14 September:

eSIG Poster presenter

Regulatory eSIG Juergen Hummel (PPD)

Data Sharing eSIG Janice Branson (Novartis)

Onco Estimands eSIG Stefan Englert (J&J)

Vaccines An Vandebosch (J&J)

HTA (2 posters) Anders Gorst-Rasmussen (Novo Nordisk)
Lara J. Wolfson (MSD)

Launch & Lifecycle Jenny Devenport (Roche)

Visualization Alexander Schacht (Veramed)
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Developing a Cross-Community Webinar - Looking for Speakers

		From

		Baldwin, Matt

		To

		Jürgen Kübler; Sassan Azad; Madhurima Majumder; Zibman, Chava; Balaji Venkatnarayanan; feifan.x.zhang@gsk.com; zhuoran.wu@boehringer-ingelheim.com; Nicole Li; susan.wang@boehringer-ingelheim.com; Buenconsejo, Joan; Nelson.Lu@fda.hhs.gov; Douglas Milikien; Greg Ball

		Cc

		Munish Mehra; jonathan.x.haddad@gsk.com; Baldwin, Matt

		Recipients

		juergen.kuebler@qscicon.com; sassan@azadmedica.com; madhurima.majumder@bayer.com; Chava.Zibman@fda.hhs.gov; vbalaji9182@gmail.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; dougm@accudatasolutions.com; gball@Novavax.com; munish.mehra@tigermedgrp.com; jonathan.x.haddad@gsk.com; mbaldw01@amgen.com



Hi Liaison and Education Committees (and Greg),



 



Munish has an idea to expand on his presentation from 2020 in a cross-community webinar. The presentation is called Visualizing Clinical Trial Design and Results in 20 Graphical Displays – Achieving 20-20 in 2020, and can be viewed at the link provided. See the attached email thread for the cross-community discussion and brainstorming so far.



 



Summary:



*	Targeting a webinar in Nov 2022, perhaps Nov 16th, but can move to 2023 if needed

*	Title of the webinar and scope still being developed. Munish suggests the organizers do a prep call in October.

*	Munish prefers a discussion format using his slides as a strawman and seeing alternatives to each presentation in efficacy and safety.

*	Munish says his long term goal is to simplify life for all who review 100’s or 1000’s of Tables to interpret them (Statisticians) or have to write about them (Medical Writers) or review publications (All of you!).

*	The Medical Writing core committee likes this topic. Munish would love to get feedback from MW on each of his suggestions and see if best figure(s) for each can be developed.



He was on a call recently with someone who said he really felt the pain of medical writing and had developed automated tools to help them. Unfortunately he can’t support those since he took a regular full time job so could not support the tools he built and licenses out.



Some tools he mentioned were an automatic hyperlink checker, another was abbreviations and first use checker.



*	Munish wonders if involving Susan Mayo, Greg Ball, or others who work in Safety would be helpful. (I don’t have Susan’s email, but Munish said he would reach out to her)

*	Munish asks, “Other than Susan Mayo, who else is active in data visualization?”

*	Munish would prefer 3 or 4 people who work in data visualization, safety graphics, or areas of visually displaying data to be part of a panel to use what he proposed as a starting point to then suggest and show other alternatives.

*	One new document issued by FDA is attached. Anyone actively involved in attached would be a good resource.

*	I don’t know others off the top of my head with an interest in data visualization, but a PHUSE working group project such as the following could provide some leads.



PHUSE Working Group: Data Visualisation & Open Source Technology



             Project: Best Practices for Interactive Analysis for Decision Making Submissions



 







 



Questions:



*	Can you provide any leads on potential speakers we can reach out to and gauge their interest in participating?

*	Do you have any suggestions on how we can pull together related content on this topic into a cohesive theme?



 



Thanks,
Matt
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RE: My presentation on summarizing a clinical trial in 20 displays.


			From


			tennysondale@bigpond.com


			To


			'Munish Mehra'


			Cc


			Baldwin, Matt; 'Nimita Limaye'; 'nimitalimaye'; 'Vladimir Misik'; 'Kamila Novak'; 'Hazel Lai'; jonathan.x.haddad@gsk.com; 'Helle Gawrylewski'


			Recipients


			munish.mehra@tigermedgrp.com; mbaldw01@amgen.com; nlimaye@idc.com; nimitalimaye@gmail.com; vladimir.misik@longtaal.com; kamila.anna.novak@kanconsultingpro.com; hlai@exelixis.com; jonathan.x.haddad@gsk.com; hmgawrylewski@gmail.com





EXTERNAL: Use caution with unknown senders








Hi Munish:





 





Thanks for the further clarification.  We will await reply regarding the speakers and the title, summary etc.  once these have been determined.





 





Thanks again for taking the time to explain the situation.






Best wishes,





Julie





 





 





Julie A. Ely, PhD





Julie A. Ely Medical Writing Services
203 Tennyson Road
Tennyson NSW 2754
AUSTRALIA





E:  tennysondale@bigpond.com
T:    + 61 2 4576 6628
M:  + 61 (0) 410 405 505





Skype: julie.elymedcoms





 





 





 





From: Munish Mehra <munish.mehra@tigermedgrp.com> 
Sent: Friday, 30 September 2022 11:03 AM
To: tennysondale@bigpond.com
Cc: Baldwin, Matt <mbaldw01@amgen.com>; Nimita Limaye <nlimaye@idc.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>; jonathan.x.haddad@gsk.com; Helle Gawrylewski <hmgawrylewski@gmail.com>
Subject: Re: My presentation on summarizing a clinical trial in 20 displays.





 





Hi Julie, 





The folks below are part of the leadership team on the DIA Core Committees of the Communities involved.





We still need to find the other speakers. 
Regards 





Munish 





 





 













On Sep 29, 2022, at 8:54 PM, tennysondale@bigpond.com wrote:





﻿ 





EXTERNAL EMAIL - Vigilance required.





Hello Munish:





 





Thanks for taking the time to provide clarification.  Apologies that I was unclear on the plans, I did follow that there would be multiple speakers, but not sure who was speaking.  To clarify, could you kindly please indicate which of the following persons will be speakers?





 





1.	Matt Baldwin


2.	Kamila Novak


3.	Vladimir Misik


4.	Hazel Lai


5.	Jonathan Haddad


6.	Munish Mehra





 





As I’m only the Communications coordinator, Helle Gawrylewski, our Education Coordinator for Shared Learning sessions, will host the meeting and can introduce the session.  Also, if someone else should be my main point of contact, please let me know and I’ll communicate with them about time/date arrangements.





 





Please just let me know when you have finalised a date/time with the speakers, and I will arrange the Zoom invites and advertise the session.  If someone from the group can please send me the title, summary, and bios for the speakers, I will include this in the advertisement.  





 





Please liaise with Helle (hmgawrylewski@gmail.com)  if you have any questions about the presentation arrangements.





 





Thank you again for your assistance.






Warmest wishes,





Julie





 





 





Julie A. Ely, PhD





Julie A. Ely Medical Writing Services
203 Tennyson Road
Tennyson NSW 2754
AUSTRALIA





E:  tennysondale@bigpond.com
T:    + 61 2 4576 6628
M:  + 61 (0) 410 405 505





Skype: julie.elymedcoms





 





 





From: Munish Mehra <munish.mehra@tigermedgrp.com> 
Sent: Friday, 30 September 2022 8:55 AM
To: Baldwin, Matt <mbaldw01@amgen.com>; tennysondale@bigpond.com; 'Nimita Limaye' <nlimaye@idc.com>; 'nimitalimaye' <nimitalimaye@gmail.com>; 'Vladimir Misik' <vladimir.misik@longtaal.com>; 'Kamila Novak' <kamila.anna.novak@kanconsultingpro.com>; 'Hazel Lai' <hlai@exelixis.com>; jonathan.x.haddad@gsk.com; 'Helle Gawrylewski' <hmgawrylewski@gmail.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





Julie,





I think there continues to be some misunderstanding despite my indication in multiple emails.





I don’t want this to be a presentation from me.





I would prefer 3 or 4 people who work in data visualization, safety graphics, or areas of visually displaying data to be part of a panel to use what I proposed as a starting point to then suggest and show other alternatives.





 





One new document issued by FDA is attached. Anyone actively involved in attached would be a good resource.





 





Matt,





Julie has proposed below. I don’t think we should finalize until we get the panel together.





I’m looking to get other folks who are involved in Safety Graphics be part of the discussion panel.





I’ll email Susan Mayo to see who she proposes.





If you or Jon know anyone can you reach out.





Thanks





Munish





 





 





From: Baldwin, Matt <mbaldw01@amgen.com> 
Sent: Thursday, 29 September, 2022 10:56 AM
To: tennysondale@bigpond.com; Munish Mehra <munish.mehra@tigermedgrp.com>; 'Nimita Limaye' <nlimaye@idc.com>; 'nimitalimaye' <nimitalimaye@gmail.com>; 'Vladimir Misik' <vladimir.misik@longtaal.com>; 'Kamila Novak' <kamila.anna.novak@kanconsultingpro.com>; 'Hazel Lai' <hlai@exelixis.com>; jonathan.x.haddad@gsk.com; 'Helle Gawrylewski' <hmgawrylewski@gmail.com>
Cc: Baldwin, Matt <mbaldw01@amgen.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





EXTERNAL EMAIL - Vigilance required.





Do we have an agreed upon date and time slot? Do we need to confirm it works with all presenters first? It seems Julie has referenced “usual” start times of 11am and 12pm ET. If there is no preference, 11am ET is better for colleagues in Europe.





 





Thanks,





Matt 





 





From: tennysondale@bigpond.com <tennysondale@bigpond.com> 
Sent: Sunday, September 25, 2022 6:15 AM
To: 'Munish Mehra' <munish.mehra@tigermedgrp.com>; 'Nimita Limaye' <nlimaye@idc.com>; 'nimitalimaye' <nimitalimaye@gmail.com>; 'Vladimir Misik' <vladimir.misik@longtaal.com>; 'Kamila Novak' <kamila.anna.novak@kanconsultingpro.com>; 'Hazel Lai' <hlai@exelixis.com>; Baldwin, Matt <mbaldw01@amgen.com>; jonathan.x.haddad@gsk.com; 'Helle Gawrylewski' <hmgawrylewski@gmail.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





EXTERNAL: Use caution with unknown senders





 





Hi Munish:





 





Thanks for your message.  If okay with everyone, let’s aim for the Wednesday, 16 Nov 2022 date at 12 noon US ET, given this is the usual time we run our Shared Learning sessions. If you prefer an earlier time slot or if that date just won’t work, please let me know.





 





Also, once you’ve finalised your plans for the session, please send through the details of the session, per my attached earlier email.





 





Again, delighted you will be able to present to the MW Community. Thanks!





 





Warmest wishes,





Julie





 





 





Julie A. Ely, PhD





Julie A. Ely Medical Writing Services
203 Tennyson Road
Tennyson NSW 2754
AUSTRALIA





E:  tennysondale@bigpond.com
T:    + 61 2 4576 6628
M:  + 61 (0) 410 405 505





Skype: julie.elymedcoms





 





 





 





 





From: Munish Mehra <munish.mehra@tigermedgrp.com> 
Sent: Wednesday, 21 September 2022 5:29 AM
To: Nimita Limaye <nlimaye@idc.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>; Baldwin, Matt <mbaldw01@amgen.com>; jonathan.x.haddad@gsk.com; Helle Gawrylewski <hmgawrylewski@gmail.com>; tennysondale <tennysondale@bigpond.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





Stats & Data Sc. has something on 7 Nov.





Nov this year spans 5 weeks and Thanksgiving is on Thu 24th Nov which is the 4th week.





I’d suggest picking a Wed 16th or Thu 17th 11 AM or Noon as long as there are no major conflicts with other DIA conferences etc.





 





Jill,





I was envisioning this as a discussion around the slides rather than a presentation.





I know folks like Susan Mayo (nee Duke) and some others are very involved.





I’d suggest identifying the folks who will be part of the panel, having a short call to work out info. in attached.





I’m happy to use my slides as a discussion framework and then have panelists and audience share provide other alternatives to each presentation in efficacy and safety that we can take note of.





https://www.lexjansen.com/phuse-us/2020/dv/DV07_ppt.pdf





My long term goal is to simplify life for all who review 100’s or 1000’s of Tables to interpret them (Statisticians) or have to write about them (Medical Writers) or review publications (All of you!).





 





Matt,





Other than Susan Mayo, who else is active in data visualization.





 





Regards





Munish





 





 





From: Nimita Limaye <nlimaye@idc.com> 
Sent: Friday, 16 September, 2022 10:49 AM
To: Munish Mehra <munish.mehra@tigermedgrp.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>; Baldwin, Matt <mbaldw01@amgen.com>; jonathan.x.haddad@gsk.com; Helle Gawrylewski <hmgawrylewski@gmail.com>; tennysondale <tennysondale@bigpond.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





EXTERNAL EMAIL - Vigilance required.





Btw Helle (who’s out of network right now), asked me to let you know that Thanksgiving is in week 4, not week 3.





 





Regards,





 





Nimita











 





From: Nimita Limaye 
Sent: Thursday, September 15, 2022 8:02 PM
To: Munish Mehra <munish.mehra@tigermedgrp.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>; Baldwin, Matt <mbaldw01@amgen.com>; jonathan.x.haddad@gsk.com; Helle Gawrylewski <hmgawrylewski@gmail.com>; tennysondale <tennysondale@bigpond.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





Thanks much for your flexibility, Munsih. Looping in Helle and Julie to take this ahead.





 





Regards,





 





Nimita











 





From: Munish Mehra <munish.mehra@tigermedgrp.com> 
Sent: Thursday, September 15, 2022 7:42 PM
To: Nimita Limaye <nlimaye@idc.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>; Baldwin, Matt <mbaldw01@amgen.com>; jonathan.x.haddad@gsk.com
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





Hi Nimita,





Thanks for the follow-up.





Any Wednesday Noon is OK for me.





I know you said not 2nd and 4th week. 3rd week is Thanksgiving so that leaves only 1st week.





Copying Matt and Jon to see if it works with Stats & Data Sc. Community Offerings and any coordination with them.





I also suggest we do a prep call in October.





I would prefer a discussion format using my slides as a strawman and seeing alternatives to each presentation in efficacy and safety.





https://www.lexjansen.com/phuse-us/2020/dv/DV07_ppt.pdf





 





Matt, Jon,





Do you think involving Susan, Greg or others who work in Safety would be helpful.





Regards





Munish





 





 





 





From: Nimita Limaye <nlimaye@idc.com> 
Sent: Thursday, 15 September, 2022 6:00 PM
To: Munish Mehra <munish.mehra@tigermedgrp.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





EXTERNAL EMAIL - Vigilance required.





Munish, could you please confirm which day in November works for you please?  We usually have the sessions on Wednesday, around noon EST.





 





Please avoid weeks 2 and 4 in November.





 





Regards,





 





Nimita











 





From: Munish Mehra <munish.mehra@tigermedgrp.com> 
Sent: Tuesday, July 12, 2022 6:27 PM
To: Nimita Limaye <nlimaye@idc.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





Yes, sounds great.





Would love to get feedback from MW on each of my suggestions and see if we can evolve best figure(s) for each.





Actually I was on a call today with someone who said he really felt the pain of medical writing and had developed automated tools to help them. Unfortunately he can’t support those since he took a regular full time job so could not support the tools he built and licenses out.





Some tools he mentioned were an automatic hyperlink checker, another was abbreviations and first use checker.





Thanks





 





 





From: Nimita Limaye <nlimaye@idc.com> 
Sent: Tuesday, 12 July, 2022 6:19 PM
To: Munish Mehra <munish.mehra@tigermedgrp.com>; nimitalimaye <nimitalimaye@gmail.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>
Subject: RE: My presentation on summarizing a clinical trial in 20 displays.





 





EXTERNAL EMAIL - Vigilance required.





Hi Munish,





 





Thanks again for sharing this. The MW core committee certainly liked this topic. Does November work for you do this presentation? 





 





Regards,





 





Nimita











 





From: Munish Mehra <munish.mehra@tigermedgrp.com> 
Sent: Wednesday, July 6, 2022 12:50 PM
To: nimitalimaye <nimitalimaye@gmail.com>; Nimita Limaye <nlimaye@idc.com>; Vladimir Misik <vladimir.misik@longtaal.com>; Kamila Novak <kamila.anna.novak@kanconsultingpro.com>; Hazel Lai <hlai@exelixis.com>
Subject: My presentation on summarizing a clinical trial in 20 displays.





 





https://www.lexjansen.com/phuse-us/2020/dv/DV07_ppt.pdf





 





Munish Mehra,





+1-240-477-3700





 





Confidentiality notice: This message and any files transmitted with it are confidential and intended solely for the use of the individual or entity to whom they are addressed. If you have received this message in error, please notify us and remove it from your system and note that you must not copy, distribute or take any action in reliance on it. Any unauthorised use or disclosure of the contents of this message is not permitted and may be unlawful. 
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Advancing Premarket Safety Analytics Draft Agenda 9.7.22.pdf

k MARGOLIS CENTER
Du e for Health Policy
Duke Margolis-FDA Workshop: Advancing Premarket Safety Analytics
Virtual Public Workshop
September 14, 2022, 12:00-5:00 p.m. ET
Agenda

Background:

Due to a lack of standardization of safety data analysis and visualization, inconsistencies in adverse
event definition, categorization, analysis, and presentation have been noted in marketing applications.
The U.S. Food and Drug Administration (FDA) Center for Drug Evaluation and Research’s Office of New
Drugs led the development of two documents to facilitate review of safety data and improve safety
signal detection. The first document, the FDA Medical Queries, are a standardized approach to group
preferred terms. The second document, the Standard Safety Tables and Figures Integrated Guide, are
standardized methods for visualization of clinical trial safety data into tables and figures. The agency
values transparency and collaboration with external stakeholders—therefore both documents have
been made available for public comment through an FDA-created docket.

Meeting Objective:

FDA will present their enhanced work and perspective on premarket review of safety data. The FDA
documents will serve as a launch point for broader conversations on best practices and innovative
approaches for advancing premarket safety signal analytics.

12:00 pm Welcome and Introduction

Speaker:
e Marianne Hamilton Lopez, Duke-Margolis Center for Health Policy

12:10 pm FDA Opening Remarks
FDA leadership will review efforts made by the Center for Drug Evaluation and
Research’s Office of New Drugs and set expectations for the meeting—highlighting the
FDA-created docket as a place for feedback on presented materials.

Speaker:
e Peter Stein, U.S. Food and Drug Administration
e Vaishali Popat, U.S. Food and Drug Administration

12:25 pm Overview of FDA Medical Queries
FDA will present its ongoing efforts on a standardized approach of adverse event term
groupings to ensure optimal safety signal detection. An overview of the FDA Medical
Queries (FMQs) will cover rationale for development, identification and categorization
of Preferred Terms. Algorithmic FMQs will be highlighted as an approach to detect
complex conditions. In addition, the impact of FMQs future uses on product safety
labeling will also be explored.




https://www.regulations.gov/docket/FDA-2022-N-1961/document





D k MARGOLIS CENTER
u e for Health Policy

Speaker:
e Vaishali Popat, U.S. Food and Drug Administration
e Scott Proestel, U.S. Food and Drug Administration
e Eric Brodsky, U.S. Food and Drug Administration

01:35 pm Stakeholder Perspectives Exploring Premarket Adverse Event Grouping
Panelists will review clinical safety signal evaluation from a broad range of clinical areas
and therapeutics. Discussion will focus on best practices and emerging technologies to
identify and categorize Preferred Terms. In addition, the panel will discuss how
approaches to grouping safety events, including FMQs, may be included in prescription
drug labeling.

Moderator: Scott Proestel, U.S. Food and Drug Administration

Panelists:

e Ellis Unger, Hyman, Phelps & McNamara

e Greg Ball, Novavax (PHUSE)

e Barbara Hendrickson, Abbvie (DIA-ASA Interdisciplinary Safety Evaluation Working

Group)
02:35 pm BREAK
02:50 pm Overview of the Standard Safety Tables and Figures Integrated Guide

This presentation will provide an overview of the Standard Safety Tables and Figures
Integrated Guide (IG)—including the rationale for development and the goals of the IG.
In addition, standard safety topics such as treatment emergent adverse events, drug-
induced liver injury screening, missing data analysis, and standard laboratory analyses
will be presented. Expanded safety topics such as last value on-treatment analyses and
optional safety topics including exposure adjusted analyses also will be spotlighted.

Speaker:

Vaishali Popat, U.S. Food and Drug Administration
Mat Soukup, U.S. Food and Drug Administration

e Veronica Pei, U.S. Food and Drug Administration
Nhi Beasley, U.S. Food and Drug Administration

03:50 pm Examining Strategies for Premarket Adverse Event Analysis
Panelists will present their perspectives on adverse event analysis—including innovative
approaches for presentation of clinical safety data into tables and figures. Discussion will
build on key standard safety topics introduced in the IG presentation. Furthermore, the
panel will consider how the IG may affect premarket submission of safety data.

Moderator: Vaishali Popat, U.S. Food and Drug Administration

Panelists:
e Mary Nilsson, Eli Lilly (PHUSE)







D k MARGOLIS CENTER
u e for Health Policy

e Bess LeRoy, Clinical Data Interchange Standards Consortium
o Jeremy Wildfire, Gilead (DIA-ASA Interdisciplinary Safety Evaluation Working Group)

04:50 pm Meeting Recap and Closing Remarks

Speaker:
e Marianne Hamilton Lopez, Duke-Margolis Center for Health Policy

5:00 pm Meeting Adjournment

This workshop is supported by the Food and Drug Administration (FDA) of the U.S. Department of Health and Human Services
(HHS) as part of a financial assistance award (U19FD006602) totaling $3,344,533 with 100 percent funded by FDA/HHS. The
contents are those of the author(s) and do not necessarily represent the official views of, nor an endorsement, by FDA/HHS,

or the U.S. Government.
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2022_10_03 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-Dec

		Attendence																						7-Nov



												Biogen/Adulhelm

												P-value/MCID						Dose-Finding/BOID

												COVID						combination therapy/study designs

												Decentralized		ZW/DM				master protocols implementation

												DDA

												RWE		Nelson

												covariate adjustment

												ML where does it apply?

														JB

												Project Optimus (dose response/FDA)		??		YW?

												DIA		FF

												External Controls/Historical Borrowing		FF

										2 sessions/theme?		RWE/D theme: Pull from Nov DS conf.		JB/FF

												Methods & Data Sources/practical		??

												Preparing for an AdCom		JH

												Small Company Stats		DM

												FDA Safety Stds update		GB

												MMA		??





2023

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

		Chair						RWE?		Decentralized trials

		Speaker(s)

		Topic

		Date

		Core Rep						Yu Te Wu		Zhouran Wu/Dour Miliken

		Attendence

														Project Optimus (dose response/FDA)		??		YW?

														DIA		FF

														External Controls/Historical Borrowing		FF

												2 sessions/theme?		RWE/D theme: Pull from Nov DS conf.		JB/FF		YW?

														Methods & Data Sources/practical		??

														Preparing for an AdCom		JH

														Small Company Stats		DM

														FDA Safety Stds update		GB

														Med Affairs/Market Access		??

														Estimands in practice: Update		AL?

														Innovative Designs
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Community Metrics - Sep 2022.xlsx
General Metrics

				Total Logins		Unique Logins				Threads Created		Total Thread Views		Total Thread Replies		Total Thread Likes				Chats Created		Total Chat Views		Total Chat Replies				Events Created		Total Event RSVPs		Total Event Participants				Digests Sent		Digests Received		Digests Opened		Digest Clicks				Search Terms		Search Success %

		January 2021

		February 2021

		March 2021

		April 2021

		May 2021

		June 2021

		July 2021

		August 2021

		September 2021

		October 2021

		November 2021

		December 2021



























































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































Community Enrollment

				January 2021		February 2021		March 2021		April 2021		May 2021		June 2021		July 2021		August 2021		September 2021		October 2021		November 2021		December 2021

		Adaptive Design

		Advanced Therapies

		Bayesian Scientific

		Clinical Data Management

		Clinical Research

		Clinical Safety & Pharmacovigilance

		Clinical Trial Disclosure

		Clinically Meaningful Change

		Digital Acceleration

		Diversity & Inclusion

		Document & Records Mgmt

		General

		Good Clinical Practices & Quality Assurance

		Innovative Design

		Legal Affairs

		Medical Communications

		Medical Science Liaisons

		Medical Writing

		Patient Engagement

		Professional Development

		Project Management

		Real World Evidence

		Regulatory Affairs

		Remote Monitoring

		Statistics & Data Science

		Study Endpoints





Events and Comments





tw_community_metrics

						Cumulative Unique Logins		Total Monthly Logins		Unique Monthly Logins		Avg. Visits per Monthly User		Unique Authors		Total Posts		Total Comments		Total Likes		Total Events		Total Attendees		Total Searches

				Jan"-"21				745		295		2.5		73		119		41		56		10		#REF!		111

				Feb"-"21				807		332		2.4		63		127		31		65		5		#REF!		117

				Mar"-"21				787		335		2.3		54		93		23		27		5		17		143

				Apr"-"21		1197		679		324		2.1		62		90		50		57		3		6		129

				May"-"21		1272		770		215		3.6		34		71		23		35		3		5

				Jun"-"21		1410		1002		393		2.5		41		52		41		61		3		3

				Jul"-"21		1431		995		343		2.9		52		73		39		44		2		1

				Aug"-"21		1479		769		316		2.4		48		84		31		36		2		1

				Sep"-"21		1528		643		277		2.3		34		82		16		56		2		1

				Oct"-"21		1572		812		332		2.4		37		84		18		69		2		1

				Nov"-"21		1678		730		281		2.6		35		65		29		38		5		0

				Dec"-"21				575		229		2.5		42		63		14		35		3

				Jan"-"22				1118		424		2.6		60		80		28		36		9

				Feb"-"22				1404		507		2.8		71		99		57		57		5

				Mar"-"22				1581		480		3.3		85		121		42		70		4

				Apr"-"22				2149		934		2.3		89		162		64		94		2

				May"-"22				1487		683		2.2		75		79		23		77		1

				Jun"-"22				1570		695		2.3		68		111		45		68

				Jul"-"22				1305		551		2.4		61		157		62		93

				Aug"-"22				1640		777		2.1		40		117		43		61





























































tw_group_enrollment



				Group Name		Jan"-"21		Feb"-"21		Mar"-"21		Apr"-"21		May"-"21		Jun"-"21		Jul"-"21		Aug"-"21		Sep"-"21		Oct"-"21		Nov"-"21		Dec"-"21		Jan"-"22		Feb"-"22		Mar"-"22		Apr"-"22		May"-"22		Jun"-"22		Jul"-"22		Aug"-"22

				Adaptive Design Scientific Working Group		75		80		87		92		92		92		92		92		92		92		92		92		92		92		92		92		92		92		92		92

				Advanced Therapies		101		110		117		125		136		145		151		154		160		166		172		176		184		197		208		315		347		363		376		430

				Advanced Therapies Core Committee		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2

				Advisory Council of North America		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Bayesian Scientific Working Group		115		117		121		125		129		137		143		146		151		158		161		164		167		176		178		215		223		230		238		263

				Bioethics		3		19		29		36		41		47		53		55		63		66		67		71		76		79		85		126		143		151		155		175

				Board of Directors		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Chairs & Working Group Leaders		105		113		113		113		113		114		114		114		114		114		117		117		117		117		117		123		123		123		123		124

				Chairs & Working Group Leaders - Community Chairs		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Clinical Data Management		46		54		63		68		79		83		90		96		108		113		118		124		134		142		149		240		279		306		319		360

				Clinical Data Management Core Committee		18		18		18		18		18		18		18		18		18		18		18		18		18		18		18		18		18		18		18		18

				Clinical Research		550		560		575		587		603		611		620		627		638		650		654		663		681		695		717		875		945		991		1,016		1,088

				Clinical Research - Data Interoperability		3		3		3		3		3		4		5		5		5		5		5		5		5		5		5		5		5		5		5		5

				Clinical Research Core Committee		9		9		9		9		9		9		9		9		9		9		9		11		11		11		11		11		11		11		11		11

				Clinical Safety & Pharmacovigilance		501		509		521		535		550		568		579		587		596		603		608		617		639		655		671		821		876		909		926		983

				Clinical Safety & Pharmacovigilance Core Committee		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5

				Clinical Trial Disclosure		440		450		462		475		484		498		503		509		518		524		528		538		550		560		571		658		688		704		717		752

				Clinical Trial Disclosure - Innovative / Adaptive Trial Design Working Group		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1

				Clinical Trial Disclosure - Plain-Language Summary Working Group		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Clinical Trial Disclosure - Policy 0043/FOIA Working Group		25		33		47		57		61		69		72		76		80		88		94		100		111		117		122		157		168		172		175		183

				Clinical Trial Disclosure - Policy 0070 Working Group		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2

				Clinical Trial Disclosure Core Committee		12		12		12		12		12		12		12		12		12		12		12		12		12		12		12		12		12		12		12		12

				Clinically Meaningful Change Working Group		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				DIA Japan Operation Team		15		15		15		15		15		15		15		15		15		15		15		15		15		15		15		15		15		15		15		15

				Digital Acceleration		5		24		34		67		81		96		105		116		131		143		150		155		165		175		193		324		370		412		430		475

				Digital Acceleration Core Committee		2		2		2		2		2		2		5		12		18		23		25		29		34		38		45		100		111		123		130		142

				Diversity & Inclusion in Life Sciences		146		153		162		176		187		194		202		207		214		220		224		226		229		234		242		304		330		352		358		388

				Diversity & Inclusion in Life Sciences Core Committee		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3

				Document & Records Management		51		58		63		76		84		90		96		102		110		114		116		122		133		146		152		235		263		285		295		333

				Documents & Records Management Core Committee		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				General		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Good Clinical Practices - Audit Trail Review		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4

				Good Clinical Practices - External Endpoint Committees		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2

				Good Clinical Practices - Post-COVID Tools		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4

				Good Clinical Practices - System Validation		9		9		9		9		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10

				Good Clinical Practices & Quality Assurance		425		431		437		446		459		472		478		488		497		502		504		512		525		535		548		665		715		740		751		794

				Good Clinical Practices & Quality Assurance Core Committee		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10

				Innovative Design Scientific Working Group		26		32		36		43		49		54		58		60		69		76		81		85		93		102		108		190		211		225		235		260

				Japan Clinical Operation and Monitoring		24		24		24		24		24		24		24		24		24		24		24		24		24		24		24		24		24		24		24		24

				Legal Affairs		34		39		46		51		56		62		65		70		74		78		80		82		87		87		90		117		127		131		134		145

				Legal Affairs Core Committee		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1

				Medical Communications		65		77		90		101		110		118		125		131		141		143		150		155		168		176		191		258		277		292		302		331

				Medical Communications Core Committee		0		7		7		7		7		7		7		7		7		7		7		7		7		7		7		7		7		7		7		7

				Medical Communications Fellows		0		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2

				Medical Science Liaisons		35		41		44		48		52		56		59		62		65		67		68		71		79		82		88		123		132		141		145		156

				Medical Science Liaisons Core Committee		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Medical Writing		396		406		411		419		429		446		454		463		472		481		487		498		511		521		531		619		646		663		678		712

				Medical Writing - Annual Euro Meeting Program		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4

				Medical Writing - Australia Region		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Medical Writing - China Region		4		5		6		7		8		8		8		8		10		10		12		14		17		17		18		42		51		53		58		66

				Medical Writing - Global Annual Conference Program		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4

				Medical Writing - India Region		4		7		8		8		9		10		11		13		15		16		19		23		27		27		30		37		40		42		44		46

				Medical Writing - MASC Forum		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5		5

				Medical Writing Core Committee		8		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10		10

				Patient Engagement		346		354		361		366		372		378		381		385		396		401		406		412		422		428		439		548		587		616		624		657

				Patient Engagement Core Committee		7		7		7		8		9		9		9		9		9		9		9		9		9		9		9		9		9		9		9		9

				Professional Development		69		78		88		102		112		129		141		152		162		173		183		191		208		224		239		344		383		411		423		463

				Professional Development Core Committee		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1		1

				Project Management		381		388		397		406		417		426		433		442		448		458		462		468		476		490		498		604		662		687		704		749

				Project Management - Communications		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2

				Project Management - Core Committee		7		7		7		7		7		7		7		7		7		7		7		8		8		8		8		8		8		8		8		8

				Project Management - GAM Program		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4

				Project Management - Member Engagement		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2

				Project Management - Project Management		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4		4

				Real World Evidence		43		54		61		70		76		80		87		99		109		125		134		144		163		188		204		336		374		401		418		473

				Regulatory Affairs		809		826		862		875		892		909		923		940		957		970		976		991		1,021		1,057		1,099		1,301		1,357		1,396		1,415		1,495

				Regulatory Affairs		809		826		862		875		892		909		923		940		957		970		976		991		1,021		1,057		1,099		1,301		1,357		1,396		1,415		1,495

				Regulatory Affairs - Advertising & Promotion		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3

				Regulatory Affairs - Chemistry Manufacturing & Controls		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2

				Regulatory Affairs - Labeling		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3

				Regulatory Affairs - Regulatory Information Management		3		3		3		3		3		3		3		3		3		3		3		3		4		4		4		4		4		4		4		4

				Regulatory Affairs - Regulatory Intelligence		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		3		5

				Regulatory Affairs Core Committee		6		6		6		6		7		7		7		7		7		7		7		7		7		7		7		7		7		7		7		7

				Remote Monitoring Working Group		7		10		11		16		18		21		23		32		36		43		45		49		54		60		63		110		138		152		159		174

				Risk-Based Monitoring Working Group		76		76		76		76		76		76		76		76		76		76		76		76		76		76		76		76		76		76		76		76

				Statistics & Data Science		299		303		307		311		316		325		327		333		341		349		352		360		371		383		389		466		507		530		544		616

				Statistics & Data Science - Advisors		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Statistics & Data Science - China Region		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Statistics & Data Science - Education Committee		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Statistics & Data Science - Education Committee - Virtual Journal Club		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Statistics & Data Science - Europe Region		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Statistics & Data Science - Liaison Committee		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Statistics & Data Science - Membership & Social Committee		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Statistics & Data Science Core Committee		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

				Study Endpoints		293		296		297		303		313		318		321		329		336		344		348		357		371		380		387		476		505		527		543		569

				Study Endpoints Core Committee		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2		2































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































tw_group_engagement_metrics



				Month												Group Name

				2022-09-01		<------ Select One										Statistics & Data Science		<------ Select One



				Group Name		Unique Authors		Total Posts		Total Comments		Total Likes				Month		Unique Authors		Total Posts		Total Comments		Total Likes

				Community Leadership Council		1		0		1		0				2021-01-01		2		5		1		0

				Liaison Committee		2		0		2		0				2021-02-01		2		6		1		0

				All Members Forum		8		9		8		1				2021-03-01		2		3		2		0

				Clinical Trial Disclosure		5		6		1		5				2021-04-01		2		4		0		0

				Plain-Language Summary Working Group		1		1		0		0				2021-05-01		4		3		1		0

				Patient Engagement		2		2		0		2				2021-06-01		2		3		0		0

				Bayesian Scientific Working Group		1		2		0		0				2021-07-01		4		10		5		0

				Innovative Design Scientific Working Group		1		2		1		1				2021-08-01		2		5		0		0

				Advanced Therapies		1		1		0		0				2021-09-01		2		7		2		0

				Digital Acceleration		1		1		0		0				2021-10-01		2		10		0		0

				Statistics & Data Science		3		4		3		2				2021-11-01		4		6		3		2

				Professional Development		1		1		0		2				2021-12-01		1		1		0		0

				Remote Monitoring Working Group		1		1		0		0				2022-01-01		1		2		0		0

				Medical Writing		2		0		3		3				2022-02-01		6		7		5		7

				Regulatory Affairs		6		8		0		0				2022-03-01		7		18		9		4

				Bioethics		1		3		0		0				2022-04-01		5		81		8		20

				Project Management		1		1		0		0				2022-05-01		2		3		0		1

				Clinical Research		1		1		0		0				2022-06-01		6		10		4		6

																2022-07-01		4		9		4		5

																2022-08-01		8		13		9		12

																2022-09-01		3		4		3		2







































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































group_engagement_worksheet

		NAME		MONTH		GROUP_ID		UNIQUE_AUTHORS		TOTAL_POSTS		TOTAL_COMMENTS		TOTAL_LIKES								GROUP_ID		NAME

		Medical Writing - India Region		2021-01-01		48rec2onNaXXszE46		2		5		0		0								48rec2onNaXXszE46		Medical Writing - India Region

		Community Leadership Council		2021-01-01		4QXwDXbr5Bf4kdXJy		6		7		0		0								4QXwDXbr5Bf4kdXJy		Community Leadership Council

		Clinical Research Core Committee		2021-01-01		53JiXwuwTeBSMRK9c		1		1		0		0								53JiXwuwTeBSMRK9c		Clinical Research Core Committee

		DIA Japan Operation Team		2021-01-01		8sXBdJDPKxo4TZYp9		1		5		0		0								8sXBdJDPKxo4TZYp9		DIA Japan Operation Team

		All Members Forum		2021-01-01		DEEXXgFCDscRHLpR6		9		13		0		0								DEEXXgFCDscRHLpR6		All Members Forum

		Clinical Trial Disclosure		2021-01-01		FCvZ579qF9E9nmEod		8		9		5		0								FCvZ579qF9E9nmEod		Clinical Trial Disclosure

		Patient Engagement		2021-01-01		LhqMQx3JMpshixKwc		6		1		8		0								LhqMQx3JMpshixKwc		Patient Engagement

		Legal Affairs		2021-01-01		P8xpMpMhs2xXTgnHp		1		2		0		0								P8xpMpMhs2xXTgnHp		Legal Affairs

		Core Committee		2021-01-01		QCRWRbjA5N48Cbwfb		1		3		0		0								QCRWRbjA5N48Cbwfb		Core Committee

		Chairs & Working Group Leaders		2021-01-01		WJovRowPmHqebvxuD		7		7		12		0								WJovRowPmHqebvxuD		Chairs & Working Group Leaders

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		2021-01-01		X8EqKBsJWeqLodnv2		2		13		3		0								X8EqKBsJWeqLodnv2		Clinical Trial Disclosure - Policy 0043/FOIA Working Group

		Digital Acceleration Core Committee		2021-01-01		bsP2WfLdSjTg5bc2H		1		1		0		0								bsP2WfLdSjTg5bc2H		Digital Acceleration Core Committee

		Document & Records Management		2021-01-01		dgTE7AQYbuWeh6qka		3		2		3		0								dgTE7AQYbuWeh6qka		Document & Records Management

		Advanced Therapies		2021-01-01		eqLRApyZKF5pAHdBH		1		2		0		0								eqLRApyZKF5pAHdBH		Advanced Therapies

		Digital Acceleration		2021-01-01		jZm28zdug3enfbuhH		1		1		0		0								jZm28zdug3enfbuhH		Digital Acceleration

		Statistics & Data Science		2021-01-01		jcmcCXpJZ2neJApah		2		5		1		0								jcmcCXpJZ2neJApah		Statistics & Data Science

		Professional Development		2021-01-01		kGxB4RZqcqhNSukGL		2		2		0		0								kGxB4RZqcqhNSukGL		Professional Development

		Medical Writing		2021-01-01		oDFrHbRaNxTFPm7wD		2		8		0		0								oDFrHbRaNxTFPm7wD		Medical Writing

		Regulatory Affairs		2021-01-01		oRFCC54pPS4QMLcNq		7		11		3		0								oRFCC54pPS4QMLcNq		Regulatory Affairs

		Clinical Safety & Pharmacovigilance		2021-01-01		tKPeobwmbFXqGAsFE		3		3		0		0								tKPeobwmbFXqGAsFE		Clinical Safety & Pharmacovigilance

		Clinical Trial Disclosure Core Committee		2021-01-01		uqiW4CqzM57bG68PT		1		2		0		0								uqiW4CqzM57bG68PT		Clinical Trial Disclosure Core Committee

		Diversity & Inclusion in Life Sciences		2021-01-01		vJy7xKstcaDXj8Gvy		2		2		0		0								vJy7xKstcaDXj8Gvy		Diversity & Inclusion in Life Sciences

		Patient Engagement Core Committee		2021-01-01		vogvbmNz7cxqmtyqd		1		1		0		0								vogvbmNz7cxqmtyqd		Patient Engagement Core Committee

		Project Management		2021-01-01		vyNub6xdLePFAHFf6		6		5		3		0								vyNub6xdLePFAHFf6		Project Management

		Good Clinical Practices & Quality Assurance		2021-01-01		xjuSkDpTEjF8G7tBt		3		3		1		0								xjuSkDpTEjF8G7tBt		Good Clinical Practices & Quality Assurance

		Clinical Research		2021-01-01		zxu4z9gi4THFYfbBx		5		5		0		0								zxu4z9gi4THFYfbBx		Clinical Research

		Medical Science Liaisons		2021-02-01		2B7C9LPjH8pJL3a9B		1		1		0		0								2B7C9LPjH8pJL3a9B		Medical Science Liaisons

		Medical Writing - India Region		2021-02-01		48rec2onNaXXszE46		2		2		0		0								9G9KELcvwX4QbAkXE		Real World Evidence

		Community Leadership Council		2021-02-01		4QXwDXbr5Bf4kdXJy		3		4		0		0								eS5wMy6vKBSBFKWyP		#NAME?

		DIA Japan Operation Team		2021-02-01		8sXBdJDPKxo4TZYp9		1		3		0		0								h9zgbRe2w3LFgqbDw		Clinical Data Management Core Committee

		Real World Evidence		2021-02-01		9G9KELcvwX4QbAkXE		1		1		0		0								hHpoXtgjiFg85HnwK		Study Endpoints

		All Members Forum		2021-02-01		DEEXXgFCDscRHLpR6		10		13		1		0								u8ZMAkBGrySnoZPu8		Clinical Data Management

		Clinical Trial Disclosure		2021-02-01		FCvZ579qF9E9nmEod		3		21		0		0								uLZMScNj8ca7puthT		Medical Communications Core Committee

		Patient Engagement		2021-02-01		LhqMQx3JMpshixKwc		5		5		2		0								v3bdxpTzoFKRSrtP8		Medical Communications

		Legal Affairs		2021-02-01		P8xpMpMhs2xXTgnHp		2		3		0		0								XtzkioEfvWuRfJFgK		Bioethics

		#NAME?		2021-02-01		QCRWRbjA5N48Cbwfb		1		1		1		0								HtxSiRdPSJXrMahjd		Innovative Design Scientific Working Group

		Chairs & Working Group Leaders		2021-02-01		WJovRowPmHqebvxuD		3		5		0		0								hDFiqjaYNB6Ztx7wn		Good Clinical Practices & Quality Assurance Core Committee

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		2021-02-01		X8EqKBsJWeqLodnv2		1		3		0		0								BWr5pKnbvmY5JQYz6		Medical Writing Core Committee

		Document & Records Management		2021-02-01		dgTE7AQYbuWeh6qka		1		2		0		0								XQmrutiCnMbaqMZ7Q		EUCTR/CTIS Working Group

		Clinical Data Management Core Committee		2021-02-01		eS5wMy6vKBSBFKWyP		1		1		0		0								kY9mcEwTDeGK8z84S		Bayesian Scientific Working Group

		Advanced Therapies		2021-02-01		eqLRApyZKF5pAHdBH		1		2		0		0								PWuit6eqWDcJETLZe		Risk-Based Monitoring Working Group

		Study Endpoints		2021-02-01		h9zgbRe2w3LFgqbDw		3		4		2		0								MxzWCQvAfSyxkBZps		Clinical Research - Data Interoperability

		Clinical Data Management		2021-02-01		hHpoXtgjiFg85HnwK		1		2		0		0								9A5cqoqAMKLPgQwPY		Regulatory Affairs - Regulatory Information Management

		Digital Acceleration		2021-02-01		jZm28zdug3enfbuhH		4		5		1		0								Grefih7JeRYNPadEL		Global Annual Meeting

		Statistics & Data Science		2021-02-01		jcmcCXpJZ2neJApah		2		6		1		0								ZS6ktztmR8kcEWhtm		Plain-Language Summary Working Group

		Professional Development		2021-02-01		kGxB4RZqcqhNSukGL		1		1		2		0								B7MyWNTjrE2TYGsZi		Clinical Safety & Pharmacovigilance Core Committee

		Medical Writing		2021-02-01		oDFrHbRaNxTFPm7wD		3		6		1		0								LKxx6c3yTW7aQpbGK		Regulatory Affairs - Regulatory Intelligence

		Regulatory Affairs		2021-02-01		oRFCC54pPS4QMLcNq		13		13		17		0								mg2eZKZNLgCT9ENkW		Liaison Committee

		Clinical Safety & Pharmacovigilance		2021-02-01		tKPeobwmbFXqGAsFE		2		3		0		0								n7h4KNNNmqiGmkPo8		Remote Monitoring Working Group

		Medical Communications Core Committee		2021-02-01		u8ZMAkBGrySnoZPu8		1		1		0		0

		Medical Communications		2021-02-01		uLZMScNj8ca7puthT		4		4		0		0

		Bioethics		2021-02-01		v3bdxpTzoFKRSrtP8		1		3		0		0

		Patient Engagement Core Committee		2021-02-01		vogvbmNz7cxqmtyqd		1		1		0		0

		Project Management		2021-02-01		vyNub6xdLePFAHFf6		1		0		1		0

		Good Clinical Practices & Quality Assurance		2021-02-01		xjuSkDpTEjF8G7tBt		2		5		0		0

		Clinical Research		2021-02-01		zxu4z9gi4THFYfbBx		5		4		2		0

		Medical Writing - India Region		2021-03-01		48rec2onNaXXszE46		1		1		0		0

		Community Leadership Council		2021-03-01		4QXwDXbr5Bf4kdXJy		1		1		0		0

		All Members Forum		2021-03-01		DEEXXgFCDscRHLpR6		6		14		0		0

		Clinical Trial Disclosure		2021-03-01		FCvZ579qF9E9nmEod		9		10		6		0

		Patient Engagement		2021-03-01		LhqMQx3JMpshixKwc		4		7		3		0

		Legal Affairs		2021-03-01		P8xpMpMhs2xXTgnHp		1		8		0		0

		#NAME?		2021-03-01		QCRWRbjA5N48Cbwfb		1		4		0		0

		Chairs & Working Group Leaders		2021-03-01		WJovRowPmHqebvxuD		3		1		4		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		2021-03-01		X8EqKBsJWeqLodnv2		1		2		0		0

		Innovative Design Scientific Working Group		2021-03-01		XtzkioEfvWuRfJFgK		1		1		0		0

		Clinical Data Management Core Committee		2021-03-01		eS5wMy6vKBSBFKWyP		1		2		0		0

		Advanced Therapies		2021-03-01		eqLRApyZKF5pAHdBH		2		2		1		0

		Digital Acceleration		2021-03-01		jZm28zdug3enfbuhH		1		1		0		0

		Statistics & Data Science		2021-03-01		jcmcCXpJZ2neJApah		2		3		2		0

		Medical Writing		2021-03-01		oDFrHbRaNxTFPm7wD		4		9		1		0

		Regulatory Affairs		2021-03-01		oRFCC54pPS4QMLcNq		7		13		1		0

		Clinical Safety & Pharmacovigilance		2021-03-01		tKPeobwmbFXqGAsFE		1		1		0		0

		Medical Communications		2021-03-01		uLZMScNj8ca7puthT		1		1		0		0

		Bioethics		2021-03-01		v3bdxpTzoFKRSrtP8		2		2		0		0

		Diversity & Inclusion in Life Sciences		2021-03-01		vJy7xKstcaDXj8Gvy		5		6		3		0

		Patient Engagement Core Committee		2021-03-01		vogvbmNz7cxqmtyqd		2		1		1		0

		Project Management		2021-03-01		vyNub6xdLePFAHFf6		1		1		0		0

		Clinical Research		2021-03-01		zxu4z9gi4THFYfbBx		1		4		0		0

		Medical Writing - India Region		2021-04-01		48rec2onNaXXszE46		2		4		0		0

		Community Leadership Council		2021-04-01		4QXwDXbr5Bf4kdXJy		5		4		3		0

		All Members Forum		2021-04-01		DEEXXgFCDscRHLpR6		13		14		1		0

		Clinical Trial Disclosure		2021-04-01		FCvZ579qF9E9nmEod		14		15		16		0

		Good Clinical Practices & Quality Assurance Core Committee		2021-04-01		HtxSiRdPSJXrMahjd		1		1		0		0

		Patient Engagement		2021-04-01		LhqMQx3JMpshixKwc		1		1		0		0

		Legal Affairs		2021-04-01		P8xpMpMhs2xXTgnHp		1		1		0		0

		#NAME?		2021-04-01		QCRWRbjA5N48Cbwfb		1		2		0		0

		Chairs & Working Group Leaders		2021-04-01		WJovRowPmHqebvxuD		5		2		4		0

		Digital Acceleration Core Committee		2021-04-01		bsP2WfLdSjTg5bc2H		1		1		0		0

		Study Endpoints		2021-04-01		h9zgbRe2w3LFgqbDw		1		3		0		0

		Medical Writing Core Committee		2021-04-01		hDFiqjaYNB6Ztx7wn		1		1		0		0

		Digital Acceleration		2021-04-01		jZm28zdug3enfbuhH		2		2		0		0

		Statistics & Data Science		2021-04-01		jcmcCXpJZ2neJApah		2		4		0		0

		Professional Development		2021-04-01		kGxB4RZqcqhNSukGL		1		1		0		0

		Medical Writing		2021-04-01		oDFrHbRaNxTFPm7wD		6		12		12		0

		Regulatory Affairs		2021-04-01		oRFCC54pPS4QMLcNq		7		9		7		0

		Clinical Safety & Pharmacovigilance		2021-04-01		tKPeobwmbFXqGAsFE		2		2		0		0

		Medical Communications		2021-04-01		uLZMScNj8ca7puthT		2		2		0		0

		Bioethics		2021-04-01		v3bdxpTzoFKRSrtP8		1		1		0		0

		Diversity & Inclusion in Life Sciences		2021-04-01		vJy7xKstcaDXj8Gvy		1		1		0		0

		Patient Engagement Core Committee		2021-04-01		vogvbmNz7cxqmtyqd		2		2		1		0

		Good Clinical Practices & Quality Assurance		2021-04-01		xjuSkDpTEjF8G7tBt		3		5		2		0

		Medical Science Liaisons		2021-05-01		2B7C9LPjH8pJL3a9B		1		1		0		0

		Community Leadership Council		2021-05-01		4QXwDXbr5Bf4kdXJy		3		2		2		0

		All Members Forum		2021-05-01		DEEXXgFCDscRHLpR6		11		15		2		0

		Clinical Trial Disclosure		2021-05-01		FCvZ579qF9E9nmEod		6		14		0		0

		Patient Engagement		2021-05-01		LhqMQx3JMpshixKwc		2		3		0		0

		Legal Affairs		2021-05-01		P8xpMpMhs2xXTgnHp		1		3		0		0

		Chairs & Working Group Leaders		2021-05-01		WJovRowPmHqebvxuD		2		1		1		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		2021-05-01		X8EqKBsJWeqLodnv2		1		2		0		0

		Document & Records Management		2021-05-01		dgTE7AQYbuWeh6qka		2		2		0		0

		Study Endpoints		2021-05-01		h9zgbRe2w3LFgqbDw		1		1		0		0

		Medical Writing Core Committee		2021-05-01		hDFiqjaYNB6Ztx7wn		1		0		1		0

		Digital Acceleration		2021-05-01		jZm28zdug3enfbuhH		1		0		1		0

		Statistics & Data Science		2021-05-01		jcmcCXpJZ2neJApah		4		3		1		0

		Medical Writing		2021-05-01		oDFrHbRaNxTFPm7wD		5		11		4		0

		Regulatory Affairs		2021-05-01		oRFCC54pPS4QMLcNq		10		14		7		0

		Clinical Safety & Pharmacovigilance		2021-05-01		tKPeobwmbFXqGAsFE		1		1		0		0

		Medical Communications		2021-05-01		uLZMScNj8ca7puthT		1		1		0		0

		Bioethics		2021-05-01		v3bdxpTzoFKRSrtP8		2		2		2		0

		Patient Engagement Core Committee		2021-05-01		vogvbmNz7cxqmtyqd		1		1		0		0

		Project Management		2021-05-01		vyNub6xdLePFAHFf6		2		2		0		0

		Good Clinical Practices & Quality Assurance		2021-05-01		xjuSkDpTEjF8G7tBt		3		5		0		0

		Clinical Research		2021-05-01		zxu4z9gi4THFYfbBx		2		3		0		0

		Community Leadership Council		2021-06-01		4QXwDXbr5Bf4kdXJy		4		4		3		0

		All Members Forum		2021-06-01		DEEXXgFCDscRHLpR6		10		11		1		0

		Clinical Trial Disclosure		2021-06-01		FCvZ579qF9E9nmEod		6		19		5		0

		Patient Engagement		2021-06-01		LhqMQx3JMpshixKwc		3		4		1		0

		Chairs & Working Group Leaders		2021-06-01		WJovRowPmHqebvxuD		1		1		0		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		2021-06-01		X8EqKBsJWeqLodnv2		1		2		0		0

		Study Endpoints		2021-06-01		h9zgbRe2w3LFgqbDw		3		2		3		0

		Statistics & Data Science		2021-06-01		jcmcCXpJZ2neJApah		2		3		0		0

		Medical Writing		2021-06-01		oDFrHbRaNxTFPm7wD		10		8		17		0

		Regulatory Affairs		2021-06-01		oRFCC54pPS4QMLcNq		10		55		13		0

		Clinical Trial Disclosure Core Committee		2021-06-01		uqiW4CqzM57bG68PT		2		1		1		0

		Bioethics		2021-06-01		v3bdxpTzoFKRSrtP8		1		1		0		0

		Project Management		2021-06-01		vyNub6xdLePFAHFf6		1		1		0		0

		Good Clinical Practices & Quality Assurance		2021-06-01		xjuSkDpTEjF8G7tBt		1		2		0		0

		Medical Science Liaisons		2021-07-01		2B7C9LPjH8pJL3a9B		1		1		0		0

		Community Leadership Council		2021-07-01		4QXwDXbr5Bf4kdXJy		2		2		0		0

		All Members Forum		2021-07-01		DEEXXgFCDscRHLpR6		11		15		4		0

		Clinical Trial Disclosure		2021-07-01		FCvZ579qF9E9nmEod		16		20		6		0

		Patient Engagement		2021-07-01		LhqMQx3JMpshixKwc		1		1		0		0

		Core Committee		2021-07-01		QCRWRbjA5N48Cbwfb		1		3		0		0

		Chairs & Working Group Leaders		2021-07-01		WJovRowPmHqebvxuD		1		1		0		0

		Digital Acceleration Core Committee		2021-07-01		bsP2WfLdSjTg5bc2H		1		1		0		0

		Advanced Therapies		2021-07-01		eqLRApyZKF5pAHdBH		1		1		0		0

		Study Endpoints		2021-07-01		h9zgbRe2w3LFgqbDw		3		5		0		0

		Digital Acceleration		2021-07-01		jZm28zdug3enfbuhH		2		3		1		0

		Statistics & Data Science		2021-07-01		jcmcCXpJZ2neJApah		4		10		5		0

		Medical Writing		2021-07-01		oDFrHbRaNxTFPm7wD		15		4		15		0

		Regulatory Affairs		2021-07-01		oRFCC54pPS4QMLcNq		17		15		9		0

		Clinical Safety & Pharmacovigilance		2021-07-01		tKPeobwmbFXqGAsFE		2		3		0		0

		Medical Communications		2021-07-01		uLZMScNj8ca7puthT		1		1		0		0

		Good Clinical Practices & Quality Assurance		2021-07-01		xjuSkDpTEjF8G7tBt		1		2		0		0

		Clinical Research		2021-07-01		zxu4z9gi4THFYfbBx		1		1		0		0

		Medical Writing - India Region		2021-08-01		48rec2onNaXXszE46		1		5		0		0

		Community Leadership Council		2021-08-01		4QXwDXbr5Bf4kdXJy		5		2		3		0

		Real World Evidence		2021-08-01		9G9KELcvwX4QbAkXE		1		1		0		0

		EUCTR/CTIS Working Group		2021-08-01		BWr5pKnbvmY5JQYz6		1		1		0		0

		All Members Forum		2021-08-01		DEEXXgFCDscRHLpR6		9		10		1		0

		Clinical Trial Disclosure		2021-08-01		FCvZ579qF9E9nmEod		7		10		4		0

		Good Clinical Practices & Quality Assurance Core Committee		2021-08-01		HtxSiRdPSJXrMahjd		1		1		0		0

		Patient Engagement		2021-08-01		LhqMQx3JMpshixKwc		3		3		1		0

		Legal Affairs		2021-08-01		P8xpMpMhs2xXTgnHp		1		2		0		0

		#NAME?		2021-08-01		QCRWRbjA5N48Cbwfb		1		2		1		0

		Advanced Therapies		2021-08-01		eqLRApyZKF5pAHdBH		1		2		0		0

		Digital Acceleration		2021-08-01		jZm28zdug3enfbuhH		2		3		0		0

		Statistics & Data Science		2021-08-01		jcmcCXpJZ2neJApah		2		5		0		0

		Professional Development		2021-08-01		kGxB4RZqcqhNSukGL		2		2		1		0

		Medical Writing		2021-08-01		oDFrHbRaNxTFPm7wD		6		16		3		0

		Regulatory Affairs		2021-08-01		oRFCC54pPS4QMLcNq		13		13		5		0

		Clinical Safety & Pharmacovigilance		2021-08-01		tKPeobwmbFXqGAsFE		9		8		8		0

		Bioethics		2021-08-01		v3bdxpTzoFKRSrtP8		3		3		1		0

		Diversity & Inclusion in Life Sciences		2021-08-01		vJy7xKstcaDXj8Gvy		2		2		2		0

		Project Management		2021-08-01		vyNub6xdLePFAHFf6		2		4		0		0

		Good Clinical Practices & Quality Assurance		2021-08-01		xjuSkDpTEjF8G7tBt		3		3		1		0

		Clinical Research		2021-08-01		zxu4z9gi4THFYfbBx		1		1		0		0

		Medical Writing - India Region		2021-09-01		48rec2onNaXXszE46		2		6		0		0

		Community Leadership Council		2021-09-01		4QXwDXbr5Bf4kdXJy		3		2		4		0

		All Members Forum		2021-09-01		DEEXXgFCDscRHLpR6		11		18		1		0

		Clinical Trial Disclosure		2021-09-01		FCvZ579qF9E9nmEod		5		8		0		0

		Patient Engagement		2021-09-01		LhqMQx3JMpshixKwc		3		4		1		0

		Legal Affairs		2021-09-01		P8xpMpMhs2xXTgnHp		1		2		0		0

		#NAME?		2021-09-01		QCRWRbjA5N48Cbwfb		1		5		0		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		2021-09-01		X8EqKBsJWeqLodnv2		1		1		0		0

		Bayesian Scientific Working Group		2021-09-01		XQmrutiCnMbaqMZ7Q		1		1		0		0

		Innovative Design Scientific Working Group		2021-09-01		XtzkioEfvWuRfJFgK		1		1		0		0

		Clinical Data Management Core Committee		2021-09-01		eS5wMy6vKBSBFKWyP		1		1		0		0

		Study Endpoints		2021-09-01		h9zgbRe2w3LFgqbDw		1		1		0		0

		Clinical Data Management		2021-09-01		hHpoXtgjiFg85HnwK		1		1		0		0

		Statistics & Data Science		2021-09-01		jcmcCXpJZ2neJApah		2		7		2		0

		Risk-Based Monitoring Working Group		2021-09-01		kY9mcEwTDeGK8z84S		1		1		0		0

		Medical Writing		2021-09-01		oDFrHbRaNxTFPm7wD		8		16		6		0

		Regulatory Affairs		2021-09-01		oRFCC54pPS4QMLcNq		6		11		2		0

		Clinical Safety & Pharmacovigilance		2021-09-01		tKPeobwmbFXqGAsFE		2		2		1		0

		Project Management		2021-09-01		vyNub6xdLePFAHFf6		2		2		0		0

		Good Clinical Practices & Quality Assurance		2021-09-01		xjuSkDpTEjF8G7tBt		3		2		1		0

		Clinical Research		2021-09-01		zxu4z9gi4THFYfbBx		2		1		1		0

		Medical Writing - India Region		2021-10-01		48rec2onNaXXszE46		1		1		0		0

		Community Leadership Council		2021-10-01		4QXwDXbr5Bf4kdXJy		4		6		4		0

		Real World Evidence		2021-10-01		9G9KELcvwX4QbAkXE		2		2		0		0

		EUCTR/CTIS Working Group		2021-10-01		BWr5pKnbvmY5JQYz6		1		2		0		0

		All Members Forum		2021-10-01		DEEXXgFCDscRHLpR6		6		7		1		0

		Clinical Trial Disclosure		2021-10-01		FCvZ579qF9E9nmEod		7		19		2		0

		Patient Engagement		2021-10-01		LhqMQx3JMpshixKwc		3		4		0		0

		Legal Affairs		2021-10-01		P8xpMpMhs2xXTgnHp		1		2		0		0

		Clinical Research - Data Interoperability		2021-10-01		PWuit6eqWDcJETLZe		1		2		0		0

		#NAME?		2021-10-01		QCRWRbjA5N48Cbwfb		1		3		0		0

		Chairs & Working Group Leaders		2021-10-01		WJovRowPmHqebvxuD		2		1		1		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		2021-10-01		X8EqKBsJWeqLodnv2		1		2		0		0

		Advanced Therapies		2021-10-01		eqLRApyZKF5pAHdBH		1		1		0		0

		Study Endpoints		2021-10-01		h9zgbRe2w3LFgqbDw		3		5		1		0

		Digital Acceleration		2021-10-01		jZm28zdug3enfbuhH		1		1		0		0

		Statistics & Data Science		2021-10-01		jcmcCXpJZ2neJApah		2		10		0		0

		Medical Writing		2021-10-01		oDFrHbRaNxTFPm7wD		3		5		2		0

		Regulatory Affairs		2021-10-01		oRFCC54pPS4QMLcNq		12		22		3		0

		Clinical Safety & Pharmacovigilance		2021-10-01		tKPeobwmbFXqGAsFE		2		2		0		0

		Medical Communications		2021-10-01		uLZMScNj8ca7puthT		1		1		0		0

		Bioethics		2021-10-01		v3bdxpTzoFKRSrtP8		1		3		0		0

		Project Management		2021-10-01		vyNub6xdLePFAHFf6		6		2		6		0

		Medical Writing - India Region		2021-11-01		48rec2onNaXXszE46		1		4		0		0

		Community Leadership Council		2021-11-01		4QXwDXbr5Bf4kdXJy		2		2		4		0

		EUCTR/CTIS Working Group		2021-11-01		BWr5pKnbvmY5JQYz6		2		2		0		0

		All Members Forum		2021-11-01		DEEXXgFCDscRHLpR6		12		13		2		2

		Clinical Trial Disclosure		2021-11-01		FCvZ579qF9E9nmEod		3		8		0		0

		Patient Engagement		2021-11-01		LhqMQx3JMpshixKwc		4		2		3		0

		Regulatory Affairs - Regulatory Information Management		2021-11-01		MxzWCQvAfSyxkBZps		1		8		0		0

		#NAME?		2021-11-01		QCRWRbjA5N48Cbwfb		2		2		0		0

		Chairs & Working Group Leaders		2021-11-01		WJovRowPmHqebvxuD		1		2		0		0

		Advanced Therapies		2021-11-01		eqLRApyZKF5pAHdBH		2		2		0		1

		Study Endpoints		2021-11-01		h9zgbRe2w3LFgqbDw		2		3		0		0

		Digital Acceleration		2021-11-01		jZm28zdug3enfbuhH		1		1		0		0

		Statistics & Data Science		2021-11-01		jcmcCXpJZ2neJApah		4		6		3		2

		Medical Writing		2021-11-01		oDFrHbRaNxTFPm7wD		6		8		7		0

		Regulatory Affairs		2021-11-01		oRFCC54pPS4QMLcNq		10		13		4		2

		Clinical Safety & Pharmacovigilance		2021-11-01		tKPeobwmbFXqGAsFE		6		6		0		0

		Bioethics		2021-11-01		v3bdxpTzoFKRSrtP8		1		5		0		0

		Diversity & Inclusion in Life Sciences		2021-11-01		vJy7xKstcaDXj8Gvy		2		2		0		0

		Project Management		2021-11-01		vyNub6xdLePFAHFf6		2		2		0		0

		Clinical Research		2021-11-01		zxu4z9gi4THFYfbBx		2		1		1		0

		Medical Science Liaisons		2021-12-01		2B7C9LPjH8pJL3a9B		1		1		0		0

		Medical Writing - India Region		12/1/21		48rec2onNaXXszE46		1		2		0		1

		Community Leadership Council		12/1/21		4QXwDXbr5Bf4kdXJy		3		2		3		0

		All Members Forum		12/1/21		DEEXXgFCDscRHLpR6		12		17		1		2

		Clinical Trial Disclosure		12/1/21		FCvZ579qF9E9nmEod		5		14		1		3

		Patient Engagement		12/1/21		LhqMQx3JMpshixKwc		3		3		2		0

		Regulatory Affairs - Regulatory Information Management		12/1/21		MxzWCQvAfSyxkBZps		1		1		0		1

		#NAME?		12/1/21		QCRWRbjA5N48Cbwfb		1		2		0		1

		Document & Records Management		12/1/21		dgTE7AQYbuWeh6qka		1		1		0		1

		Study Endpoints		12/1/21		h9zgbRe2w3LFgqbDw		1		1		0		1

		Digital Acceleration		12/1/21		jZm28zdug3enfbuhH		0		0		0		1

		Statistics & Data Science		12/1/21		jcmcCXpJZ2neJApah		1		1		0		0

		Medical Writing		12/1/21		oDFrHbRaNxTFPm7wD		2		5		0		3

		Regulatory Affairs		12/1/21		oRFCC54pPS4QMLcNq		3		7		0		6

		Clinical Safety & Pharmacovigilance		12/1/21		tKPeobwmbFXqGAsFE		5		3		2		6

		Medical Communications		12/1/21		uLZMScNj8ca7puthT		1		1		0		0

		Bioethics		12/1/21		v3bdxpTzoFKRSrtP8		5		1		5		2

		Project Management		12/1/21		vyNub6xdLePFAHFf6		1		1		0		0

		Medical Writing - India Region		1/1/22		48rec2onNaXXszE46		2		0		2		0

		Community Leadership Council		1/1/22		4QXwDXbr5Bf4kdXJy		3		3		2		0

		All Members Forum		1/1/22		DEEXXgFCDscRHLpR6		10		16		1		4

		Clinical Trial Disclosure		1/1/22		FCvZ579qF9E9nmEod		12		16		10		3

		Patient Engagement		1/1/22		LhqMQx3JMpshixKwc		4		3		2		1

		Legal Affairs		1/1/22		P8xpMpMhs2xXTgnHp		1		1		0		0

		Clinical Research - Data Interoperability		1/1/22		PWuit6eqWDcJETLZe		1		1		0		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		1/1/22		X8EqKBsJWeqLodnv2		2		2		0		0

		Document & Records Management		1/1/22		dgTE7AQYbuWeh6qka		1		1		0		1

		Study Endpoints		1/1/22		h9zgbRe2w3LFgqbDw		1		1		0		1

		Statistics & Data Science		1/1/22		jcmcCXpJZ2neJApah		1		2		0		0

		Medical Writing		1/1/22		oDFrHbRaNxTFPm7wD		2		7		1		3

		Regulatory Affairs		1/1/22		oRFCC54pPS4QMLcNq		10		17		3		8

		Clinical Safety & Pharmacovigilance		1/1/22		tKPeobwmbFXqGAsFE		2		2		0		3

		Bioethics		1/1/22		v3bdxpTzoFKRSrtP8		3		4		2		0

		Project Management		1/1/22		vyNub6xdLePFAHFf6		2		2		0		0

		Good Clinical Practices & Quality Assurance		1/1/22		xjuSkDpTEjF8G7tBt		1		1		0		0

		Clinical Research		1/1/22		zxu4z9gi4THFYfbBx		3		1		2		0

		Medical Science Liaisons		2/1/22		2B7C9LPjH8pJL3a9B		1		1		0		0

		Medical Writing - India Region		2/1/22		48rec2onNaXXszE46		1		1		0		0

		Community Leadership Council		2/1/22		4QXwDXbr5Bf4kdXJy		4		4		8		1

		Real World Evidence		2/1/22		9G9KELcvwX4QbAkXE		1		1		0		0

		EUCTR/CTIS Working Group		2/1/22		BWr5pKnbvmY5JQYz6		1		1		0		0

		All Members Forum		2/1/22		DEEXXgFCDscRHLpR6		11		12		7		6

		Clinical Trial Disclosure		2/1/22		FCvZ579qF9E9nmEod		7		9		2		3

		Patient Engagement		2/1/22		LhqMQx3JMpshixKwc		2		2		1		0

		Regulatory Affairs - Regulatory Information Management		2/1/22		MxzWCQvAfSyxkBZps		1		1		0		0

		Legal Affairs		2/1/22		P8xpMpMhs2xXTgnHp		1		3		0		0

		#NAME?		2/1/22		QCRWRbjA5N48Cbwfb		1		4		0		0

		Bayesian Scientific Working Group		2/1/22		XQmrutiCnMbaqMZ7Q		1		2		0		0

		Document & Records Management		2/1/22		dgTE7AQYbuWeh6qka		1		2		0		1

		Advanced Therapies		2/1/22		eqLRApyZKF5pAHdBH		1		1		0		0

		Clinical Data Management		2/1/22		hHpoXtgjiFg85HnwK		1		1		0		0

		Digital Acceleration		2/1/22		jZm28zdug3enfbuhH		4		6		0		0

		Statistics & Data Science		2/1/22		jcmcCXpJZ2neJApah		6		7		5		7

		Medical Writing		2/1/22		oDFrHbRaNxTFPm7wD		2		4		0		1

		Regulatory Affairs		2/1/22		oRFCC54pPS4QMLcNq		19		22		20		14

		Clinical Safety & Pharmacovigilance		2/1/22		tKPeobwmbFXqGAsFE		1		1		0		0

		Medical Communications		2/1/22		uLZMScNj8ca7puthT		2		1		1		1

		Bioethics		2/1/22		v3bdxpTzoFKRSrtP8		2		2		0		1

		Project Management		2/1/22		vyNub6xdLePFAHFf6		4		4		6		2

		Good Clinical Practices & Quality Assurance		2/1/22		xjuSkDpTEjF8G7tBt		2		1		1		1

		Clinical Research		2/1/22		zxu4z9gi4THFYfbBx		6		4		5		1

		Medical Science Liaisons		3/1/22		2B7C9LPjH8pJL3a9B		1		1		0		0

		Medical Writing - India Region		3/1/22		48rec2onNaXXszE46		1		2		0		0

		Community Leadership Council		3/1/22		4QXwDXbr5Bf4kdXJy		4		8		1		3

		Global Annual Meeting		3/1/22		9A5cqoqAMKLPgQwPY		1		1		0		1

		Real World Evidence		3/1/22		9G9KELcvwX4QbAkXE		1		1		0		0

		EUCTR/CTIS Working Group		3/1/22		BWr5pKnbvmY5JQYz6		1		1		0		0

		All Members Forum		3/1/22		DEEXXgFCDscRHLpR6		14		17		2		3

		Clinical Trial Disclosure		3/1/22		FCvZ579qF9E9nmEod		11		19		4		13

		Plain-Language Summary Working Group		3/1/22		Grefih7JeRYNPadEL		1		5		0		0

		Patient Engagement		3/1/22		LhqMQx3JMpshixKwc		3		2		1		0

		Legal Affairs		3/1/22		P8xpMpMhs2xXTgnHp		1		1		0		0

		#NAME?		3/1/22		QCRWRbjA5N48Cbwfb		1		2		1		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		3/1/22		X8EqKBsJWeqLodnv2		1		2		0		0

		Innovative Design Scientific Working Group		3/1/22		XtzkioEfvWuRfJFgK		0		0		0		1

		Document & Records Management		3/1/22		dgTE7AQYbuWeh6qka		1		1		0		0

		Study Endpoints		3/1/22		h9zgbRe2w3LFgqbDw		3		1		2		4

		Digital Acceleration		3/1/22		jZm28zdug3enfbuhH		3		6		0		1

		Statistics & Data Science		3/1/22		jcmcCXpJZ2neJApah		7		18		9		4

		Medical Writing		3/1/22		oDFrHbRaNxTFPm7wD		6		7		5		3

		Regulatory Affairs		3/1/22		oRFCC54pPS4QMLcNq		11		16		10		17

		Clinical Safety & Pharmacovigilance		3/1/22		tKPeobwmbFXqGAsFE		1		3		0		2

		Medical Communications		3/1/22		uLZMScNj8ca7puthT		1		1		0		1

		Bioethics		3/1/22		v3bdxpTzoFKRSrtP8		1		1		0		0

		Project Management		3/1/22		vyNub6xdLePFAHFf6		2		1		2		1

		Good Clinical Practices & Quality Assurance		3/1/22		xjuSkDpTEjF8G7tBt		1		1		0		0

		Clinical Research		3/1/22		zxu4z9gi4THFYfbBx		5		1		4		4

		Community Leadership Council		4/1/22		4QXwDXbr5Bf4kdXJy		3		2		7		1

		EUCTR/CTIS Working Group		4/1/22		BWr5pKnbvmY5JQYz6		1		2		0		0

		All Members Forum		4/1/22		DEEXXgFCDscRHLpR6		13		7		6		3

		Clinical Trial Disclosure		4/1/22		FCvZ579qF9E9nmEod		12		10		10		15

		Plain-Language Summary Working Group		4/1/22		Grefih7JeRYNPadEL		1		6		0		1

		Patient Engagement		4/1/22		LhqMQx3JMpshixKwc		9		7		4		3

		#NAME?		4/1/22		QCRWRbjA5N48Cbwfb		2		3		0		0

		Document & Records Management		4/1/22		dgTE7AQYbuWeh6qka		1		2		0		0

		Advanced Therapies		4/1/22		eqLRApyZKF5pAHdBH		1		1		0		0

		Study Endpoints		4/1/22		h9zgbRe2w3LFgqbDw		1		1		0		3

		Digital Acceleration		4/1/22		jZm28zdug3enfbuhH		1		3		0		0

		Statistics & Data Science		4/1/22		jcmcCXpJZ2neJApah		5		81		8		20

		Professional Development		4/1/22		kGxB4RZqcqhNSukGL		2		4		0		0

		Medical Writing		4/1/22		oDFrHbRaNxTFPm7wD		6		5		9		7

		Regulatory Affairs		4/1/22		oRFCC54pPS4QMLcNq		7		18		4		15

		Clinical Safety & Pharmacovigilance		4/1/22		tKPeobwmbFXqGAsFE		4		3		4		3

		Medical Communications		4/1/22		uLZMScNj8ca7puthT		1		2		0		0

		Project Management		4/1/22		vyNub6xdLePFAHFf6		2		2		0		2

		Good Clinical Practices & Quality Assurance		4/1/22		xjuSkDpTEjF8G7tBt		2		3		0		0

		Community Leadership Council		5/1/22		4QXwDXbr5Bf4kdXJy		1		1		0		0

		EUCTR/CTIS Working Group		5/1/22		BWr5pKnbvmY5JQYz6		1		1		0		0

		All Members Forum		5/1/22		DEEXXgFCDscRHLpR6		16		10		7		15

		Clinical Trial Disclosure		5/1/22		FCvZ579qF9E9nmEod		4		10		1		9

		Plain-Language Summary Working Group		5/1/22		Grefih7JeRYNPadEL		3		6		3		3

		Patient Engagement		5/1/22		LhqMQx3JMpshixKwc		3		3		2		3

		#NAME?		5/1/22		QCRWRbjA5N48Cbwfb		1		1		0		0

		Chairs & Working Group Leaders		5/1/22		WJovRowPmHqebvxuD		1		1		0		0

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		5/1/22		X8EqKBsJWeqLodnv2		1		2		0		1

		Document & Records Management		5/1/22		dgTE7AQYbuWeh6qka		2		3		0		1

		Advanced Therapies		5/1/22		eqLRApyZKF5pAHdBH		1		1		0		0

		Digital Acceleration		5/1/22		jZm28zdug3enfbuhH		2		3		0		1

		Statistics & Data Science		5/1/22		jcmcCXpJZ2neJApah		2		3		0		1

		Medical Writing		5/1/22		oDFrHbRaNxTFPm7wD		1		1		0		1

		Regulatory Affairs		5/1/22		oRFCC54pPS4QMLcNq		8		17		5		19

		Clinical Safety & Pharmacovigilance		5/1/22		tKPeobwmbFXqGAsFE		4		4		2		9

		Medical Communications		5/1/22		uLZMScNj8ca7puthT		1		1		0		1

		Bioethics		5/1/22		v3bdxpTzoFKRSrtP8		2		2		0		0

		Diversity & Inclusion in Life Sciences		5/1/22		vJy7xKstcaDXj8Gvy		1		1		0		0

		Project Management		5/1/22		vyNub6xdLePFAHFf6		4		4		2		0

		Clinical Research		5/1/22		zxu4z9gi4THFYfbBx		2		4		0		0

		Medical Writing - India Region		6/1/22		48rec2onNaXXszE46		1		1		0		0

		Community Leadership Council		6/1/22		4QXwDXbr5Bf4kdXJy		3		2		3		1

		Global Annual Meeting		6/1/22		9A5cqoqAMKLPgQwPY		2		2		0		0

		Real World Evidence		6/1/22		9G9KELcvwX4QbAkXE		1		1		0		0

		EUCTR/CTIS Working Group		6/1/22		BWr5pKnbvmY5JQYz6		1		1		0		0

		All Members Forum		6/1/22		DEEXXgFCDscRHLpR6		18		16		2		16

		Clinical Trial Disclosure		6/1/22		FCvZ579qF9E9nmEod		5		18		3		3

		Plain-Language Summary Working Group		6/1/22		Grefih7JeRYNPadEL		2		2		0		1

		Patient Engagement		6/1/22		LhqMQx3JMpshixKwc		6		4		3		2

		#NAME?		6/1/22		QCRWRbjA5N48Cbwfb		1		1		0		0

		Bayesian Scientific Working Group		6/1/22		XQmrutiCnMbaqMZ7Q		1		2		0		0

		Innovative Design Scientific Working Group		6/1/22		XtzkioEfvWuRfJFgK		1		1		0		0

		Clinical Safety & Pharmacovigilance Core Committee		6/1/22		ZS6ktztmR8kcEWhtm		1		1		0		0

		Advanced Therapies		6/1/22		eqLRApyZKF5pAHdBH		1		2		0		0

		Study Endpoints		6/1/22		h9zgbRe2w3LFgqbDw		1		2		0		0

		Digital Acceleration		6/1/22		jZm28zdug3enfbuhH		2		3		0		0

		Statistics & Data Science		6/1/22		jcmcCXpJZ2neJApah		6		10		4		6

		Professional Development		6/1/22		kGxB4RZqcqhNSukGL		1		1		0		0

		Medical Writing		6/1/22		oDFrHbRaNxTFPm7wD		3		4		2		6

		Regulatory Affairs		6/1/22		oRFCC54pPS4QMLcNq		15		16		13		27

		Clinical Safety & Pharmacovigilance		6/1/22		tKPeobwmbFXqGAsFE		4		4		1		4

		Bioethics		6/1/22		v3bdxpTzoFKRSrtP8		2		1		1		0

		Diversity & Inclusion in Life Sciences		6/1/22		vJy7xKstcaDXj8Gvy		1		3		0		0

		Project Management		6/1/22		vyNub6xdLePFAHFf6		2		1		2		1

		Good Clinical Practices & Quality Assurance		6/1/22		xjuSkDpTEjF8G7tBt		5		4		6		1

		Clinical Research		6/1/22		zxu4z9gi4THFYfbBx		6		7		5		0

		Medical Writing - India Region		7/1/22		48rec2onNaXXszE46		1		1		0		0

		Community Leadership Council		7/1/22		4QXwDXbr5Bf4kdXJy		3		3		3		2

		All Members Forum		7/1/22		DEEXXgFCDscRHLpR6		19		21		3		12

		Clinical Trial Disclosure		7/1/22		FCvZ579qF9E9nmEod		10		8		6		3

		Plain-Language Summary Working Group		7/1/22		Grefih7JeRYNPadEL		2		6		1		2

		Patient Engagement		7/1/22		LhqMQx3JMpshixKwc		16		9		22		13

		Legal Affairs		7/1/22		P8xpMpMhs2xXTgnHp		2		3		0		0

		#NAME?		7/1/22		QCRWRbjA5N48Cbwfb		2		2		3		2

		Clinical Trial Disclosure - Policy 0043/FOIA Working Group		7/1/22		X8EqKBsJWeqLodnv2		1		1		0		0

		Bayesian Scientific Working Group		7/1/22		XQmrutiCnMbaqMZ7Q		1		2		1		0

		Innovative Design Scientific Working Group		7/1/22		XtzkioEfvWuRfJFgK		1		2		1		0

		Document & Records Management		7/1/22		dgTE7AQYbuWeh6qka		0		0		0		1

		Clinical Data Management		7/1/22		hHpoXtgjiFg85HnwK		1		1		0		0

		Digital Acceleration		7/1/22		jZm28zdug3enfbuhH		3		3		1		2

		Statistics & Data Science		7/1/22		jcmcCXpJZ2neJApah		4		9		4		5

		Medical Writing		7/1/22		oDFrHbRaNxTFPm7wD		2		4		0		4

		Regulatory Affairs		7/1/22		oRFCC54pPS4QMLcNq		13		62		13		38

		Clinical Safety & Pharmacovigilance		7/1/22		tKPeobwmbFXqGAsFE		3		5		0		6

		Bioethics		7/1/22		v3bdxpTzoFKRSrtP8		2		5		0		0

		Project Management		7/1/22		vyNub6xdLePFAHFf6		1		1		0		0

		Good Clinical Practices & Quality Assurance		7/1/22		xjuSkDpTEjF8G7tBt		6		5		4		3

		Clinical Research		7/1/22		zxu4z9gi4THFYfbBx		3		3		0		0

		Medical Science Liaisons		8/1/22		2B7C9LPjH8pJL3a9B		1		1		0		1

		Community Leadership Council		8/1/22		4QXwDXbr5Bf4kdXJy		2		0		2		1

		Real World Evidence		8/1/22		9G9KELcvwX4QbAkXE		1		1		0		0

		#NAME?		8/1/22		B7MyWNTjrE2TYGsZi		4		3		4		0

		All Members Forum		8/1/22		DEEXXgFCDscRHLpR6		14		15		14		13

		Clinical Trial Disclosure		8/1/22		FCvZ579qF9E9nmEod		3		8		0		3

		Plain-Language Summary Working Group		8/1/22		Grefih7JeRYNPadEL		3		2		1		0

		Regulatory Affairs - Regulatory Intelligence		8/1/22		LKxx6c3yTW7aQpbGK		1		1		0		0

		Patient Engagement		8/1/22		LhqMQx3JMpshixKwc		5		6		2		2

		#NAME?		8/1/22		QCRWRbjA5N48Cbwfb		2		3		0		0

		Bayesian Scientific Working Group		8/1/22		XQmrutiCnMbaqMZ7Q		1		3		0		1

		Innovative Design Scientific Working Group		8/1/22		XtzkioEfvWuRfJFgK		1		4		0		0

		Clinical Data Management Core Committee		8/1/22		eS5wMy6vKBSBFKWyP		1		2		0		0

		Clinical Data Management		8/1/22		hHpoXtgjiFg85HnwK		2		4		0		3

		Digital Acceleration		8/1/22		jZm28zdug3enfbuhH		3		4		0		1

		Statistics & Data Science		8/1/22		jcmcCXpJZ2neJApah		8		13		9		12

		#NAME?		8/1/22		mg2eZKZNLgCT9ENkW		1		1		0		0

		Medical Writing		8/1/22		oDFrHbRaNxTFPm7wD		5		7		2		8

		Regulatory Affairs		8/1/22		oRFCC54pPS4QMLcNq		10		21		8		14

		Clinical Safety & Pharmacovigilance		8/1/22		tKPeobwmbFXqGAsFE		2		2		0		1

		Medical Communications		8/1/22		uLZMScNj8ca7puthT		2		2		0		0

		Diversity & Inclusion in Life Sciences		8/1/22		vJy7xKstcaDXj8Gvy		1		2		0		0

		Project Management		8/1/22		vyNub6xdLePFAHFf6		2		2		0		1

		Good Clinical Practices & Quality Assurance		8/1/22		xjuSkDpTEjF8G7tBt		3		4		0		0

		Clinical Research		8/1/22		zxu4z9gi4THFYfbBx		4		4		1		0

		Community Leadership Council		9/1/22		4QXwDXbr5Bf4kdXJy		1		0		1		0

		Liaison Committee		9/1/22		B7MyWNTjrE2TYGsZi		2		0		2		0

		All Members Forum		9/1/22		DEEXXgFCDscRHLpR6		8		9		8		1

		Clinical Trial Disclosure		9/1/22		FCvZ579qF9E9nmEod		5		6		1		5

		Plain-Language Summary Working Group		9/1/22		Grefih7JeRYNPadEL		1		1		0		0

		Patient Engagement		9/1/22		LhqMQx3JMpshixKwc		2		2		0		2

		Bayesian Scientific Working Group		9/1/22		XQmrutiCnMbaqMZ7Q		1		2		0		0

		Innovative Design Scientific Working Group		9/1/22		XtzkioEfvWuRfJFgK		1		2		1		1

		Advanced Therapies		9/1/22		eqLRApyZKF5pAHdBH		1		1		0		0

		Digital Acceleration		9/1/22		jZm28zdug3enfbuhH		1		1		0		0

		Statistics & Data Science		9/1/22		jcmcCXpJZ2neJApah		3		4		3		2

		Professional Development		9/1/22		kGxB4RZqcqhNSukGL		1		1		0		2

		Remote Monitoring Working Group		9/1/22		n7h4KNNNmqiGmkPo8		1		1		0		0

		Medical Writing		9/1/22		oDFrHbRaNxTFPm7wD		2		0		3		3

		Regulatory Affairs		9/1/22		oRFCC54pPS4QMLcNq		6		8		0		0

		Bioethics		9/1/22		v3bdxpTzoFKRSrtP8		1		3		0		0

		Project Management		9/1/22		vyNub6xdLePFAHFf6		1		1		0		0

		Clinical Research		9/1/22		zxu4z9gi4THFYfbBx		1		1		0		0
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