DIA Statistics and Data Science Core Committee Meeting Minutes
Core Committee Call: Friday 6th October, 2023, Noon US ET
 
	Core Committee Members
	Advisors

	☒ Chair: Munish Mehra
	☐ Jerry Schindler

	☐ Stats Vice Chair/Communications Lead: Stephen Corson
	☐ Advisor: Bill Wang

	☒ DS Vice Chair: Michael Elashaoff
	☐ Advisor: Steve Wilson

	☐ Secretariat: Philip He
	☐ Advisor: Faisal Khan

	☒ Reg Chair (China): Jingjing Ye
	☐ Advisor: Freda Cooner

	☒ Education/VJC: Li Wang
	☐ Advisor: Joan Buenconsejo

	☐ Mem/Social: Yeh-Fong Chen
	☐ Advisor: Ruthie Davi

	☐ New Member (backup for Education/VJC): Xiaotian Chen
	☒ Advisor: Brenda Crowe

	☒ New Member: Qu Yongming
	☐ Advisor: Greg Ball

	
	☐ Advisor: Jon Haddad

	
	☐ Advisor: Susan Wang

	
	☒ Advisor: Matt Baldwin



AGENDA

1. Introductions and welcome to new core committee member Xiaotian Chen from AbbVie
2. Update on VJC on Pediatric Therapeutic Development on 8th September 10:30 AM to Noon EST – For more information click here:  - Xiaotian Chen, Stephen Corson, Li Wang 
3. ASAPprocess Update on Webinar 3 – Overall Safety Assessment – AE Grouping for Assessment of Safety Topics of Interest - 14 September 15:00 – 16:30 (BST) 10:00 – 11:30 (EDT) https://advance.phuse.global/pages/viewpage.action?pageId=80806060  - Greg Ball
4. Update on DIA 2024 Global Annual Meeting Call for Abstracts (23 abstracts for Statistics and Data Sc. Track 11) – Under review by track chairs. In-person meeting on Oct 19 and 20 to finalize selections across all track  – Munish Mehra, Susan Wang (Track chairs) in addition to Pallavi Kalyani-Mishra, FDA
5. Update on ASA BioPharma - 27-29 September in Rockville, MD. Thank you to Yeh-Fong for organizing a great dinner with 14 people attending including Munish, Jerry, Phil, Estelle, etc. Steve, Jingjing, Ram, Joan, Freda, Bill attended meeting – Update from those who attended
6. AI/ML Webinar Series Plans – Phil He 
Waiting for PHUSE kickoff meeting. Will plan a seminar later this year.
7. Updates from Other Core Committee members – All 
8. I have been in touch with Core Committee members who have not been able to attend past meetings as to their interest and ability to attend future meetings. Those not responding or unable to participate will be taken off the list for now. Advisory members (See above) and Other Committee members (see below) for those who have not attended any meetings over the last six months or not engaged in Community related activities we encourage them to attend at least a few meetings each year. Yeh-Fong is Mem/Social Committee below needed? Li-Wang/Susan Wang – Are below Education Committee Guests active? If not, can we get them more engaged – Munish
9. Meeting of Core Committee members to better define each’s roles and backups based on current CLC guidelines and prior Stats & Data Sc. Charter – Munish to schedule
10. Any other items for discussion – All

Other Committee Members:
☐ Mem/Social Comm Guest: Isaac Fwemba
☐ Mem/Social Comm Guest: Helen Li
☐ Mem/Social Comm Guest: Pradeep Dass
☐ Education Comm Guest: Feifan Zhang
☐ Education Comm Guest: Zhuoran Wu
☐ Education Comm Guest: Nicole Li
☐ Education Comm Guest: Yute Wu
☐ Education Comm Guest: Doug Milikien

See Minutes below for summary from 1st September and earlier meetings including 7th July meeting.  Meeting on 4th August only had  few individuals attend where we shared our experience from the 2023 June Annual meeting held in Boston which we all felt was a successful meeting.

ACTION ITEM
Munish confirmed in Charter and based on recommendations from other Core committee members will invite Xiaotian to join Core Committee and help as Li's backup for VJC & Educational Committee 


	Minutes 

	ASA BioPharm
	From 6 Oct 2023 Minutes
Those who attended shared their experience.
Overall a vert good meeting with over 1000 attendees. 10 half day each short courses on Wed. Very heavily attended by FDA Statisticians. Very good short courses and sessions which included Oncology dose finding, Innovative designs, pediatric drug development, Pt. engagement, Bayesian statistics, Estimands, Causal Inference, Covariate adjustment. Discussion around selection of abstracts. Yeh-Fong had five.

	CDISC Interchange Meeting (Matt Baldwin)
	From 6 Oct 2023 Minutes
Oct 18-19 in Falls Church, VA. Matt’s poster was selected and he will attend. We are trying to organize a dinner for those who are in the area or attending.


	SCDM Meeting (Michael Elashaoff)
	From 6 Oct 2023 Minutes
Oct 8-11. Michael is present on AI Applications for monitoring.


	Data Sc. Conf.(Jingjing 
	From 6 Oct 2023 Minutes
Mar 18-19, 2024, Joan and Jingjing are planning two short courses at Univ. of Conn. as part of NESS (New England Statistical Society). One course on modelling and a second on story telling with data and mastering R-Shiny.

	VJC & Educational Committee (Li Wang)
	From 6 Oct 2023 Minutes
Had a VJC & Educational Committee kickoff meeting and all 6 members attended.
Next webinar will be on 17th Nov on external controls.
Feb 2024 Webinar on RWE planned.
3 more planned for 2024.
From 1 Sept 2023 Minutes
83 people registered as of 3 September for Pediatric Therapeutic Development
– For more information click here

	Implementation of Estimands (Matt Baldwin)
	Two sub teams 1 for data collection and tabulation who are done. Sub team 2 is for analysis and reporting. First draft for internal PHUSE team review on 5th Sept. For wider group it will come out Q4. It’s a 30 to 40 page document. Have had posters at Conferences. Uses an example on MDD (Major Depressive Disorder) that was published. CSS is in Maryland in September. CDISC interchange is in October in VA (DC area)


	PSAP and ASAPprocess Webinar Series (Greg Ball)
	1st September Meeting
Over 200 attendees on 1st meeting and over 100 on second. Expect over 100 on one on September 14th. The upcoming session will include FMQ’s and will build to next one which will be on using interactive safety graphics for regulatory decision making. Leveraging technology.

7th July 2023 Meeting:
Greg indicated the first session on 15th June was very well attended and there was a lot of interest at the Global Annual meeting last week. Excellent participation and leadership from FDA and industry. Next webinar is 13th July. See below for more details.  

From 2 June 2023 Meeting:
Links for Series and registering for first webinar
https://advance.phuse.global/display/WEL/Safety+Analytics+Webinar+Series%3A+Interdisciplinary+Safety+Evaluation+for+Learning+and+Decision-making

https://advance.phuse.global/display/WEL/Scientific+Evaluation+of+Safety+Data+and+Aggregate+Safety+Assessment+Planning+for+IND+Safety+Reporting

Greg provided an update on below which is organized and promoted by PHUSE, ASA and DIA using PHUSE’s platform. KoLs from industry, regulatory aagencies etc. representing Stats, Clinical, PV, etc.
[image: ]

From 5 May 2023 Minutes: 
Interdisciplinary Safety Evaluation for Learning and Decision making 
The webinar series is being co-promoted by ASA Biopharm, DIA Communities, and PHUSE.  We should be able to start promoting the whole series this Friday.  And we will promote each webinar a month or so before each event (with an abstract). Below will use PHUSE for registration and organizing the meetings etc. 

Final Schedule:
•	June 15; 10:00-11:30 ET: Scientific Evaluation of Safety Data and Aggregate Safety Assessment Planning for IND Safety Reporting
o	Greg Ball (ASAPprocess), Brian Waterhouse (Merck), Barbara Hendrickson (University of Chicago), and Jacqueline Corrigan-Curay (FDA)
•	July 13; 10:00 – 11:30 ET: Overall Safety Assessment – Standard Safety Tables and Figures
o	Mary Nilsson (Lilly) Jim Buchanan (Covilance), and Veronica Pei (FDA)
•	September 14; 10:00-11:30 ET: AE Groupings for Assessment of Safety Topics of Interest
o	Mac Gordon (Janssen), Peg Fletcher (MedAssessment), and Scott Proestel (FDA)
•	October 12; 10:00-11:30 ET: Interactive Safety Graphics for Regulatory Decision making
o	Jeremy Wildfire (Gilead), Emma Jones (Veramed), and Mat Soukup (FDA)
•	November 16; 10:00-10:45 ET: Education for Executives
Greg Ball (ASAPprocess), Sheila Mahoney (LifeSciHub), Barbara Hendrickson (University of Chicago), and Jacqueline Corrigan-Curay (FDA)

	Global Annual Meeting Update
	7th July 2023 Meeting:
Greg, Jerry, Joan, Matt, Michael, Stephen, Munish attended:    
It was a great multi-disciplinary meeting with lots on AI/ML (Part hype and part real.  Traditional statistical methods using Bayesian, Regression, Modelling called AI when it’s not. Likely will see more on Large Language Models and Generative AI’s in future meetings), Pt Engagement, Diversity, Decentralized trials. Over 6000 attendees. Mix of new and old exhibitors. Not as many large exhibitors – some large companies like Oracle, IBM and large CROs were not there. There were signs in front of booths for first time exhibitors and those exhibiting 10+, 20+ years. There were also buttons for attendees to indicate 10+, 20+ year members.

Quality of sessions on Estimands was mixed. A small number of people doing great work. Many people don’t have a clue. We briefly discussed Estimands for safety. Division by division discussion on Estimands are taking place at FDA.

A new by invitation session of round tables with 3 structured posters with steps to follow to identify challenges and problems, distill to a few that should be solved, who all should be involved, what are impediments, how can DIA facilitate solving. Greg attended one. Munish attended one on AI/ML and another on ALS. The latter was very helpful and included Head of Neurology from MGH, representatives from C-Path, Sponsors with approved and products in development for ALS. DIA will follow-up with next steps. Book on AI/ML applications in drug development: 
https://www.taylorfrancis.com/chapters/edit/10.1201/9781003107323-6/ai-ml-medical-research-drug-development-amir-nikooienejad-haoda-fu 

There were sessions on Pt Engagement – good attendance by patients
PSAP ASAP sessions went very well FDA industry session on Standard Safety Tables and FMQs

Stats Round Table led by Joan and supported by Greg, Stephen and Munish went very well with over 90 people in attendance.

Susan mentioned complexity of dealing with safety for rare diseases with small datasets. There is a conference on Rare Diseases Statistics in October in NJ. See details in email below.




PHUSE has expanded from just software to broader collaboration across industry, regulators, etc.   https://phuse.global/ has on their website “The Global Healthcare Data Science Community - Sharing ideas, tools and standards around data, statistical and reporting technologies”

PhRMA (Previously PMA) does not seem as active.
DIA, PHUSE, SCDM, ASA-BioPharm all allow FDA industry exchange of learnings.

2nd June 2023 Meeting:
Munish: There was a cancellation on the person chairing the session on AI/ML in the Stats track. Michael Elashoff stepped in and has organized the session.
Stephen: Interpreting Statistical Concepts for Non-Statisticians and Half day course.
Joan will holding a round Table on Demystifying Statistical Concepts
Greg: Has a couple of sessions. With Mack Gordon on going from PSAP to ASAP. Another session on operationalizing the Standard Safety TFs and FMQs. Also has a round table after the session. Another session on AI in Safety that Greg will chair. FDA is partnering with industry on FMQs. It is not a guidance so no requirement, but how FDA is looking at it. Good to look at it. Document is informational for industry. It can become part of labeling discussion. Document should be considered for ISS. Hard part is coming up definitions. FMQ’s came up because SMQ’s were inadequate. Each company has their own versions so useful to see what is FDA seeing across submissions. Scott and Veronica are right people and in DIA sessions. They will also be presenting in the Webinar series. Knowledge of safety planning is important. Developing points to consider in implementing FMQs.
Matt:
Real-World Data Standards and Protocol Designs for Information Exchange and Data Flow: https://sched.co/1H1WB [sched.co]

Matt/Munish: Estimands. Survey on CDISC implementation of Estimands, Intercurrent Events as part of ICH E9R1 (PHUSE effort)
Marion will present details of implementation
Jon is working on implementation in safety and RWD (bias control) – Jon will share link.

	Core Committee Meetings Going Forward
	From 2 June 2023 Meeting:
DIA will open the meetings going forward
Ankur updated meeting in DIA’s platform. It was set at 1 PM on first Friday.
Below are useful links on Communities Platform to view quick start guide and for your settings to receive notifications from DIA (Default due to GDPR and limiting PII is for not getting any notifications)
Quick Start Guide: https://communities.diaglobal.org/viewdocument/dia-community-quick-start-guide-1?CommunityKey=6f5d66a7-a0b8-4ecb-82e9-01847c313bfd&tab=librarydocuments

Setting your Notifications - https://communities.diaglobal.org/profile/myaccount/my-settings?section=subscriptions

	DIA Global Inspire Award
	From 2 June 2023 Meeting:
The Committee congratulated Stephen on being recognized at receiving the Global Inspire Award. There will be a dinner (paid) at annual meeting to recognize Stephen.

	Success Stories in AI/ML in Pharma Industry – Phil He
	From 2 June 2023 Minutes:

Munish connected Phil with Katie Warren at PHUSE

FDA recently published a concept paper on AI/ML
It has a long list of items
For more details see:  https://www.fda.gov/science-research/science-and-research-special-topics/artificial-intelligence-and-machine-learning-aiml-drug-development 

From 5 May 2023 Minutes: 
Plan one session this year – For AI/ML Matt asked who is our audience? What will be the involvement outside DIA? What is the overall strategy of what our community is trying to target? Phil indicated that the audience will be cross-functional and not Stats. Munish indicated we should share role of Statisticians in use of AI/ML and tools that have emerged (GPT) in drug development. Phil indicated that it is important to show real examples that have helped in drug development. Lilly has been working in this area including handling digital Biomarkers. AZ has advances in images. Faisal used to be at AZ. Can check with Faisal and Joan. Joan is organizing a conference. Susan indicated her company has also worked on digital biomarkers. Did proof of clinical principle. Data privacy. Copyrighting issues. Can think of use cases and test on dummy cases. Proprietary data can be used outside of companies.




	Additional Topics
	2nd June 2023 Meeting:

An additional good publication on Estimands was recently published in TIRS and is open access. See:  https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10224760/ 

Matt is active in PHUSE Implementation of Estimands (ICH E9 (R1)) using Data Standards project team that will expand on estimands 1 and 3 of the above paper for implementing in data standards. This will be an end to end (protocol, CRFs, SDTM, cSDRG, SAP, ADaM, ADRG) example in a white paper that will be out for public review by the end of 2023Q3.

	Update on Core Committee members and Open Positions
	From 5 May 2023 Minutes: 

Munish requested other Core Committee members to volunteer for the Vice Chair role or suggest others. Munish will also be reaching out to other DIA members to join Core Committee in this or other roles

Freda spoke to Meghann about a separate Zoom account for BSWG. BSWG and IDSWG will be a separate Community channel and will require individuals to be DIA members. Since many WG members are not DIA members, this will be challenging. DIA Zoom account calls can’t be used for non-DIA members. Still being worked out. Some things require DIA membership and not others. Was more flexible in the past. Zoom allows anyone with link to participate. Communities page is only accessible to DIA members. Additional roles with capabilities being developed by DIA.

From 3 May 2023 and prior minutes:

Ram and Juergen decided not to continue on the core committee. 
Faisal will continue as an Advisor.
Vice Chair  to back up Chair and help with Core group on logistics, Agenda, Minutes.  The Stat Vice Chair position is open
 Data Sciences Vice Chair is also open. Looking for someone who can strategically set direction, bring in speakers etc. for application of AI/ML in medical product development. Munish has spoken to Ruthie and there may be someone who is interested. Barbara and Mike Elashaoff (Former FDA Statisticians) – Data Scientists, especially Mike. [Munish will invite them both to attend next core committee meeting].
VJC is within Education Committee. Jon is looking for a successor. Need someone by September. Susan will discuss with Jon and see if combining the two may be an easier way to manage both.

	DIA Communities platform to Higher Logic - All

	From 5 May 2023 Minutes: 

 Stephen had a call with Ankur and updated the group that all DIA community calls and presentations etc. will be setup by DIA personnel to be compliant with Zoom policies. Previous sharing of Zoom accounts was in violation of Zoom policies and will not be used any more. Everything will be setup as a Zoom meeting and not as a Zoom Webinar. A Form needs to be filled out. No host needed is. Munish indicated that DIA is updating back end of website so Form will eventually be competed online. The new Zoom policy starts next month and over past months and this month Ankur has met with Community Chairs etc. Attendance at Webinars will be only for DIA members. Individuals will need to register for meetings. DIA will allow topic of broad interest to be open to non-members. Ankur, who reports to Meghann who reports to Katie can be reached to help out. He has been very responsive and helpful. Matt indicated that it was unclear if Community presentations and other content will be put in DIA NOW. DIA NOW basic is free to all members. Materials from conferences is only available to paid DIA NOW membership.  Munish will check with Ankur on plan for putting community content in DIA NOW. It would be great to add content from Community presentations.  Stephen is managing our content as backup on a Google drive.

From 3 May 2023 and prior minutes:

Open House planned by DIA
Some issues with getting notifications and emails from DIA. Not everyone is receiving so planned webinars may be impacted.

Open House for CLC members was held.
Additional are planned for anyone.
We can also invite Ankur to do demo for our Community for 30 min at next meeting. [Munish will follow-up with Ankur and Meghann. Check when open house is for anyone to attend.]
Update on migration to the new DIA Communities platform to Higher Logic (which was the one DIA used prior to Tradewing). [Munish will follow-up with Ankur and Meghan on giving Admin rights to select Core committee leaders and when this will be enabled by].
Contact: Meghann Hartnett | Senior Manager, Digital Solutions, DIA - meghann.hartnett@diaglobal.org
Munish offers to orient anyone around the community website if anyone is  interested. Please send a message to Munish if interested.

	Invitation to contribute to Guest Column of DIA BSWG Newsletter – Freda
	From 5 May 2023 Minutes: 

Freda has been in communication with DIA and indicated BSWG will not work under DIA due to restrictions from DIA. For IDSWG (Innovative Design) Munish needs to check with person who chairs the group.

From 3 May 2023 and prior minutes:

Next newsletter in April.  After than next newsletter will be in Oct/Nov.
Input to be provided in March.

Action Item: Munish to write an introduction to the community and send Freda – Past due



Not recognized as a DIA Community. Being a Community has different requirements than being a WG.
Develop newsletter every 3 to 6 months
May have more than 2 newsletters this year
Each newsletter has a guest column
Extended invitation to this community and other organizations to write something on collaborations with BSWG. Organize conferences and workshops. Have a lot of collaborations. Or can introduce our community to BSWG.
Find someone early in their career to write something.
[Munish will write something to introduce our community] 
Jerry – How do we connect BSWG and other WG’s
WG’s used to be a subset of Communities. Now they tend to be separate.

	Recent and Upcoming Calendar 


	From 5 May 2023 Minutes: 

Since Matt is transitioning from his role we need to find someone else to update the calendar. Matt maintains on a Google Drive.

Need new volunteer to manage calendar – Matt used to keep 3 months ahead and 6 month in the past

From 3 May 2023 and prior minutes:

UPCOMING CONFERENCES:
Statistics:
ENAR Spring Meeting [Sun to Wed, Mar 19-22, 2023, Nashville, TN]
Eastern North American Region - International Biometric Society
https://www.enar.org/meetings/spring2022/
Jon plans to attend ENAR meeting

DIA/FDA Biostatistics Industry and Regulator Forum [Wed to Fri, Mar 29-31, 2023, virtual]
https://www.diaglobal.org/en/conference-listing/meetings/2023/03/biostatistics-industry-and-regulator-forum
Forum is virtual. Agenda is very strong. Jerry and Li are on organizing committee. Recommend others to attend. Was decided by DIA a year in advance.

Duke-Industry Statistics Symposium [Wed to Fri, Mar 29-31, 2023, virtual]
Empower Clinical Development by Harnessing Data from Diverse Sources
sites.duke.edu/diss/register
Duke symposium is virtual.  Yeh-Fong (RWD) and Freda on organizing committee. Ruthie will speak in Yeh-Fong’s session
ICSA in June – Li on Board of Directors
DIA Global Annual Meeting June 25 to 29 in Boston

Multidisciplinary:

PHUSE US Connect [Sun to Wed, Mar 5-8, 2023, Orlando, FL]https://www.phuse-events.org/attend/frontend/reg/thome.csp?pageID=9346&eventID=18&CSPCHD=000004000000gGpPyA5nzHsJ4RwH035c5lz1ejT3ltlQDHOHVr
Matt is on two PHUSE teams and created recordings that will be available on demand for conferences attendees. Data standards governance and Implementing Estimands in CDISC.


DIA Europe [Wed to Fri, Mar 22-24, 2023, Basel, Switzerland] 
https://www.diaglobal.org/Flagship/DIA-Europe-2023 

Data Sciences Conference  - Jingjing, Pritibha, Ruthie and Joan are still pursuing potential Data Science Conference. Still under discussion. Discussed with New England Statistics Society. Have a data sciences day that has been around for 5 years. Hoping to modify Agenda from last year. Will be hybrid.

DIA Community on CDM. How does that fit into Data Sciences. We should consider collaborating with them. DIA Japan DM meeting will be end of February (in-person with some virtual). CDM has put together a panel on RWD/RWE and use of MedDRA. Steve will share information. Mary Banach chairs DIA CDM Community. They are active. Meets regularly. Need a Data Sc. Vice Chair to set the vision. [Matt will see what can be done through liaison]

	Liaison Committee
(Matt)
	From 5 May 2023 Minutes: 

Matt will be transitioning out of liaison committee and possibly phasing out by end of year. He is not in a statistician role but in standards. Has had frustrations with DIA since communities don’t seem to be a priority. Working with PHUSE for blogs and knowledge sharing is much easier. There is no cost to join and participant with PHUSE. One just needs to email them and they add you to Teams and you can join various working groups.

If DIA liaison committee is to continue Matt indicated we need to find someone else. Munish will check with Madhurima and Chava if they want to lead.
For below spreadsheet see link from older version of minutes. Can copy calendar to here.

 

From 3 May 2023 and prior minutes:

The liaison committee last met on Feb 22nd to continue developing a quarterly liaison newsletter, first edition expected Mar 2023. Latest draft of content is below. 



DIA China Statistics Community (Any updates from Jingjing?)
It is about time to propose Feb seminar topics and speakers for the Widen the Horizon and Go Forward Together in Statistics & Data Science series (jointly sponsored by DIA China stat and DIA stat & Data Science Community). Jingjing has not put much thoughts into the topics yet and would like to hear input.    

Joined seminar on clinical trials diversity, a joint event with FDA colleagues, 2000+ attendees, Mark presented. Plan to have seminar series Q6W. Call for ideas for the seminar topics. Feel free to connect to Jingjing; e.g., safety graphics, etc.

	Education Committee – 
Upcoming Webinars
Virtual Journal Club (VJC) - Li
	From 5 May 2023 Minutes:  

· Success Stories in AI/ML – Update from Phil He – Plan one session this year – For AI/ML Matt asked who is our audience? What will be the involvement outside DIA? What is the overall strategy of what our community is trying to target? Phil indicated that the audience will be cross-functional and not Stats. Munish indicated we should share role of Statisticians in use of AI/ML and tools that have emerged (GPT) in drug development. Phil indicated that it is important to show real examples that have helped in drug development. Lilly has been working in this area including handling digital Biomarkers. AZ has advances in images. Faisal used to be at AZ. Can check with Faisal and Joan. Joan is organizing a conference. Susan indicated her company has also worked on digital biomarkers. Did proof of clinical principle. Data privacy. Copyrighting issues. Can think of use cases and test on dummy cases. Proprietary data can be used outside of companies.


Jon, Li and Susan met twice. They have a good plan for the Education Committee – Seminars in April, May, June, Sept., Oct. – Speakers from FDA and Industry being confirmed. Will have one VJC on 10 August by Tom Fleming and Robert Nelson on Pediatric Drug Development. After that will discuss merging. Li has a spreadsheet. Li will clean and send to Munish to embed here. Susan will send spreadsheet of VJC past meetings that will be embedded here

Education Committee and VJC met and have been merged with Jon, Susan and Yeh-Fong transitioning leadership to Li who has been involved with VJC over the last 10 years

From 3 May 2023 and prior minutes:

2023 Webinars:

Webinar in Fall
April 13 Webinar on RWD/External Controls
Sue Jane Wang speak on preparing for Advisory Committee
Greg will have one or more on Safety including the FDA FMQ/Standard Tables – Series of 5 Webinars – Jacqueline Corrigan on first session on aggregate safety – kickoff will be a big meeting – 2 hrs. Brian Waterhouse and Barbara Hendrickson – 2nd one will be on Safety Assessment – Mary Nelson from PHUSE and Veronica –– Jointly with DIA, ASA and PHUSE – Discuss with stake holders based on who has biggest platform 

Post meeting update email from Greg



Doug Milken has re-engaged with the Educational subcommittee – Being a Statistician in a small company with only 1 and 2 – Munish responded positively on it including role and skills required of Statisticians – Jon and Munish to discuss 

2023 VJC Webinars Planned

VJC is planning 3 meetings this year. 

Thu, Jan 12, 2023, 10-11:30am ET
Topic: Biomarker Adaptive Designs (joint with PSI)
Registration Link: https://diaglobal.zoom.us/webinar/register/WN_iL56FKmZSUSfpfy-e0OOpQ 
181 registered as of Jan 4, 2023  

Chris S at DIA is coordinating a Global Forum article about VJC with Susan Wang.

Stat & DS Community Planner below as of 2 Feb 2023 from Jon



From 6January2023 Meeting minutes: When possible suggest using DIA Webinar(instead of Zoom) since it has more functionality and one can ask people to register etc.  Bayesian WG KOLs (Freda) meet the 3rd Friday each month so we should not schedule anything at that time. Freda will also ask DIA for a separate Zoom account since this activity is not officially sponsored by the Stats & DS Community.

Topics discussed at 6Jan2023 call for education sessions, VJC, manuscripts, etc.
· Rare disease – Jon suggested new materials beyond what is in CID and use of Bayesian analysis. Susan suggested there is a lot more interaction between Stats and clinical due to the small sample sizes, understanding natural history, etc.  – Advantage of DIA being cross-functional and making it convenient to collaborate with clinical and other functions. DIA annual meeting has a session on this topic Susan is organizing. A summary of what will be covered at this could be presented in May and/or a more detailed presentation in July/August after the annual meeting 
· Use of synthetic controls
· Patient reported outcomes is still an important topic – Yeh-Fong
· Data science (Jerry) – ML; R has a increasing toolbox; Most companies are working on efforts involving ML. Statistical methods used in ML (Munish). ChatGPT has had a lot of recent publicity and will increase use of ML/AI. Use of data lakes.
· Full Regulatory submissions in R – Many companies are working on it - Lilly, Amgen, Novartis, Merck, Roche….
· Decentralized clinical trials; Craig Lipset; Frank Rockhold GSK; 
· RWE/RWD, RWE in Pivotal Oncology Trials, RWD/RWE, decentralized clinical trials, discuss newly released guidance documents  - IQVIA Nancy Dreyer; 
· Pragmatic clinical trials / Large Simple Trials (LSTs) Dr. Leonard Sacks at FDA. 
· FDA medical queries (FMQ); safety standards; safety estimands – Greg agreed to present – will coordinate with Jon
· Important to share Case studies and not just speak theoretically (Steve)
· Consider an interest for a whitepaper if interested on any of the above topics
· Preparing for Ad Comm Meetings
· Benefit risk guidance 
· Dose finding (VJC and PSI), old concepts (dose concentration curve) still working with biologics?
· Joan: Oncology dose optimization
· External control borrowing
· Meaningful Chane (Clinically meaningful change)
· CovID19 lessons learned
· Yeh-Fong: Multi-regional trials, especially from the perspective of submissions to various regulatory agencies with various requirements, can this be harmonized better

2022 WEBINARS FROM OUR COMMUNITY: 

DIA Statistics & Data Science Community Library - We have many years of content available to DIA members.

Digital Health Technology and Meaningful Change: A joint DIA Webinar: Digital Health Technology and Meaningful Change
Thu, Dec 8, 2022: 11am-12:30pm ET
Attendees unknown since hosted by Study Endpoints Community
DIA Statistics & Data Science Community Library: Slides and Recording

Using BDRIBS to Support the Decision to Refer an Event to a Safety Assessment Committee for Unblinded Evaluation
Thu, Dec 1, 2022: 10-11:30am ET
92 registered, 58 unique viewers
DIA Statistics & Data Science Community Library: Slides and Recording

Deep Mining Signal Detectors
Tue, Nov 29, 2022: 10-11:30am ET
~62 attendees
DIA Statistics & Data Science Community Library: Slides and Recording

Beyond 1000’s of Tables, Figures and Listings (TFLs) – Envisioning the future of reviewing and summarizing clinical trial data and analyses
Wed, Nov 16, 2022: 12-1pm ET
Attendees unknown since hosted by Medical Writing Community
DIA Medical Writing Community Library: Slides and Recording

Clinical Reporting in R: An evolving landscape
Thu, Feb 24, 2022: 11:00am – 12:30pm ET
~179 attendees
DIA Statistics & Data Science Community Library: Slides and Recording
             

2022 VJC Webinars: 

Wed, July 27, 2022, 10:30am-12:00pm ET
Topic: The Predictive Individual Effect for Survival Data and Patient Centricity
Recording Link and Slides available upon request (due to Community platform change in Dec 2022)

Tue, Mar 1, 2022: 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


RECENT PAST CONFERENCES:

Sun to Tue, Dec 18 - 20, 2022: CONFERENCE (Statistics) - International Chinese Statistical Association (ICSA) International Conference [Chinese University of Hong Kong]

Thu to Sun, Dec 8-11, 2022: CONFERENCE (Multidisciplinary) - DIA China Annual Meeting [Suzhou, China virtual]
· 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.  

	Regional Chair updates 
(Jingjing for China. Don’t have a rep for Europe)
	Matt will include a regional section in the liaison newsletter. Chava had some info on New Zealand and Balaji for Singapore. African Medicines Agency (AMA) is being formed.
DIA China Statistics Community 
It is about time to propose Feb seminar topics and speakers for the Widen the Horizon and Go Forward Together in Statistics & Data Science series (jointly sponsored by DIA China stat and DIA stat & Data Science Community). Jingjing has not put much thoughts into the topics yet and would like to hear input.    

Joined seminar on clinical trials diversity, a joint event with FDA colleagues, 2000+ attendees, Mark presented. Plan to have seminar series Q6W. Call for ideas for the seminar topics. Feel free to connect to Jingjing; eg, safety graphics, etc

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 October Newsletter



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

Google: Wonderful Wednesdays – EFSPI work on graphics

Time zone challenge in collaborating with the WGs there. A practical challenge is to engage with EU regulators, so the EU connection is helpful. PHUSE WGs have members in both US and EU.

Need to determine if the regional chairs are under a subcommittee (e.g. education or liaison) or report directly to core committee.

	TIRS Publications
	Update from Joan - Meaningful Change Digital Workstream 4 is in round 2 of review from TIRS journal. 

	Membership/Social Committee
2023 plans – 
- Yeh-Fong
	Community Dinner took place on Tue, Sep 20th, 2022, 6-8pm ET, Rock Bottom Restaurant & Brewery (Bethesda, MD)

Virtual Event took place on Wed, Apr 27th, 2022, 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 Metrics
 As of Oct 3, 2022 (To be updated)
- Munish
	

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.

	Database/repository of guidances, need a name for this project/initiative? (Munish)
	Timeline: by end of 2023, will need maintained going forward as well
- value add and unmet need in industry
- This will be our 1 main NEW contribution in 2023.
- Munish offers to lead, needs input on technical system to use (link to DIA website? Git Hub? Wiki? OneDrive? 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 2022 to discuss.
05Aug2022: Nothing to report yet

Action Item (Apr 15, 2022): Steve will work with Yeh-Fong to determine if there is a content sharing platform that will work for FDA
Can we turn this effort into a white paper?
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June 15; 10:00-11:30 ET: Scientific Evaluation of Safety Data and Aggregate Safety Assessment
Planning for IND Safety Reporting
o Greg Ball (ASAPprocess), Brian Waterhouse (Merck), Barbara Hendrickson (University of
Chicago), and Jacqueline Corrigan-Curay (FDA)
July 13; 10:00 — 11:30 ET: Overall Safety Assessment — Standard Safety Tables and Figures
o Mary Nilsson (Lilly) Jim Buchanan (Covilance), and Veronica Pei (FDA)
September 14; 10:00-11:30 ET: AE Groupings for Assessment of Safety Topics of Interest
o Mac Gordon (Janssen), Peg Fletcher (MedAssessment), and Scott Proestel (FDA)
October 12; 10:00-11:30 ET: Interactive Safety Graphics for Regulatory Decisionmaking
o Jeremy Wildfire (Gilead), Emma Jones (Veramed), and Mat Soukup (FDA)
November 16; 10:00-10:45 ET: Education for Executives
o Greg Ball (ASAPprocess), Sheila Mahongy (LifeSciHub), Barbara Hendrickson (University
of Chicago), and Jacqueline Corrigan-Curay (FDA)
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RE: [EXTERNAL] RE: DIA Statistics & Data Sc. Community Core Committee Call Friday  July 2023

		From

		Wilson, Stephen

		To

		susan.wang@boehringer-ingelheim.com

		Cc

		Munish Mehra; stephen.corson@phastar.com; phe@dsi.com; jingjing.ye@beigene.com; Joan.buenconsejo@bms.com; greg.ball@asapprocess.co; freda.cooner@lilly.com; william_wang@merck.com; rdavi@medidata.com; J.S.Schindler@gmail.com; crowe_brenda_j@lilly.com; mbaldw01@amgen.com; jonathan.x.haddad@gsk.com; yehfong1@gmail.com; FLKH@novonordisk.com; elashoff@gmail.com; li.wang1@abbvie.com

		Recipients

		susan.wang@boehringer-ingelheim.com; munish.mehra@tigermedgrp.com; stephen.corson@phastar.com; phe@dsi.com; jingjing.ye@beigene.com; Joan.buenconsejo@bms.com; greg.ball@asapprocess.co; freda.cooner@lilly.com; william_wang@merck.com; rdavi@medidata.com; J.S.Schindler@gmail.com; crowe_brenda_j@lilly.com; mbaldw01@amgen.com; jonathan.x.haddad@gsk.com; yehfong1@gmail.com; FLKH@novonordisk.com; elashoff@gmail.com; li.wang1@abbvie.com



EXTERNAL EMAIL - Vigilance required. 





Dear Susan:



 



Thanks much.  Looks like a really interesting meeting. 



 



Hope that you and yours are summering well ….



 



Cheers,



Steve



 



From: susan.wang@boehringer-ingelheim.com <susan.wang@boehringer-ingelheim.com> 
Sent: Friday, July 7, 2023 1:02 PM
To: munish.mehra@tigermedgrp.com; stephen.corson@phastar.com; phe@dsi.com; jingjing.ye@beigene.com; Joan.buenconsejo@bms.com; greg.ball@asapprocess.co; Wilson, Stephen <Stephen.Wilson@fda.hhs.gov>; freda.cooner@lilly.com; william_wang@merck.com; rdavi@medidata.com; J.S.Schindler@gmail.com; crowe_brenda_j@lilly.com; mbaldw01@amgen.com; jonathan.x.haddad@gsk.com; yehfong1@gmail.com; FLKH@novonordisk.com; elashoff@gmail.com; li.wang1@abbvie.com
Subject: [EXTERNAL] RE: DIA Statistics & Data Sc. Community Core Committee Call Friday July 2023



 



CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the sender and know the content is safe.



 



Thank you for the information Munish.  It is good to catch up today.



 



FYI below is the registration information for New England Rare Disease Workshop (NERD) in October.



Good weekend, everyone!



Best regards



Susan



 



 



From: New England Statistics Symposium List <NESS-L@LISTSERV.UCONN.EDU> On Behalf Of Gu, Yuwen
Sent: Friday, June 30, 2023 9:56 AM
To: NESS-L@LISTSERV.UCONN.EDU
Subject: [EXTERNAL] Registration Opens Now: NEW ENGLAND RARE DISEASE STATISTICS (NERDS) WORKSHOP 2023



 



Dear Members and Friends,  



 



The New England Statistical Society (NESS), alongside the 2023 New England Rare Disease Statistics (NERDS) Organizing Committee, is pleased to announce that we will be hosting a fully in-person two-day workshop (Oct 12-13, 2023) at Hilton Meadowlands, East Rutherford, NJ in New York Metropolitan Area. This year's workshop theme is: Accelerating Rare Disease Drug Development through Novel Endpoint, RWE and Innovation.  The workshop will consist of talks and presentations by invited keynote speakers, as well as academic, research institution and pharma/biotech company statistical experts in rare disease drug development. The topics include novel endpoints, RWE (external control), and innovation from trial design, analysis, new technology (AI, machine learning) and more. The workshop would also be a great venue for networking in person.




Registration is now open at https://nerds.nestat.org. Once you register, you will receive notifications regarding any changes to the program and agenda, as well as all NERDS-related announcements.



 



If you have any questions, please contact program co-chairs Kun Chen (kun.chen@uconn.edu) and Richard Zhang (Richard.Zhang@pfizer.com), or NESS Secretary Jianan Hui (jianan.hui@servier.com). 



 



Here are the key dates:



 



June 30th, 2023



Conference registration opens



August 14th, 2023



Early registration ends



October 2nd, 2023



Registration closes



 



 



Please help to spread the words, and we look forward to your participation!



 



Thanks,



Yuwen Gu



Deputy Secretary of the New England Statistical Society



 



_______________________________



Yuwen Gu



Assistant Professor



Department of Statistics



University of Connecticut



215 Glenbrook Rd. U-4120



Storrs, CT 06269-4120



https://yuwen-gu.netlify.app/



 



 



From: Munish Mehra <munish.mehra@tigermedgrp.com> 
Sent: Friday, July 7, 2023 12:50 PM
To: Stephen Corson <stephen.corson@phastar.com>; He, Philip <phe@dsi.com>; jingjing.ye@beigene.com; Joan.buenconsejo@bms.com; greg.ball@asapprocess.co; Stephen (Steve) E. Wilson - FDA (Stephen.Wilson@fda.hhs.gov) <Stephen.Wilson@fda.hhs.gov>; Freda Cooner <freda.cooner@lilly.com>; Wang, William W.B. (william_wang@merck.com) <william_wang@merck.com>; rdavi@medidata.com; J.S.Schindler@gmail.com; Brenda J Crowe (crowe_brenda_j@lilly.com) <crowe_brenda_j@lilly.com>; mbaldw01@amgen.com; jonathan.x.haddad@gsk.com; Wang,Dr.,Susan (MED BDS) BIP-US-R <susan.wang@boehringer-ingelheim.com>; yehfong1@gmail.com; FLKH@novonordisk.com; elashoff@gmail.com; li.wang1@abbvie.com
Subject: RE: DIA Statistics & Data Sc. Community Core Committee Call Friday July 2023



 



	CAUTION: Please do not click links or open attachments unless you recognize the sender, this email is from an External Sender (outside Boehringer-Ingelheim).



	



 



All,



Thanks for a great meeting today. I’ll send minutes over the weekend.



This was the link to book I mentioned on AI/ML in medical research and drug development.



I below it also has a chapter on Stat methods.



https://www.taylorfrancis.com/chapters/edit/10.1201/9781003107323-6/ai-ml-medical-research-drug-development-amir-nikooienejad-haoda-fu



Regards



Munish



 



 



From: Munish Mehra 
Sent: Friday, 7 July, 2023 11:36 AM
To: Stephen Corson <stephen.corson@phastar.com>; He, Philip <phe@dsi.com>; jingjing.ye@beigene.com; Joan.buenconsejo@bms.com; greg.ball@asapprocess.co; Stephen (Steve) E. Wilson - FDA (Stephen.Wilson@fda.hhs.gov) <Stephen.Wilson@fda.hhs.gov>; freda.cooner@lilly.com; Wang, William W.B. (william_wang@merck.com) <william_wang@merck.com>; rdavi@medidata.com; J.S.Schindler@gmail.com; Brenda J Crowe (crowe_brenda_j@lilly.com) <crowe_brenda_j@lilly.com>; mbaldw01@amgen.com; jonathan.x.haddad@gsk.com; susan.wang@boehringer-ingelheim.com; yehfong1@gmail.com; FLKH@novonordisk.com; elashoff@gmail.com; li.wang1@abbvie.com
Subject: DIA Statistics & Data Sc. Community Core Committee Call Friday July 2023



 



Hi All,



 



Hope you can join the call at Noon ET today.



 



Apologies I didn’t send the Agenda.



 



We can review last month’s minutes and get an update from those who attended the Global Annual Meeting in Boston last week.



 



The link should be in your calendars.



If not, it is: https://diaglobal.zoom.us/j/93593190472



 



Regards 



Munish



 



 



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. 



 



 



 



This e-mail is confidential and may also be legally privileged. If you are not the intended recipient please reply to sender, delete the e-mail and do not disclose its contents to any person. Any unauthorized review, use, disclosure, copying or distribution is strictly prohibited. 
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ML Webinar Series – Brainstorming Meeting minutes.docx
Subject: AI/ML Webinar Series – Brainstorming

Date: 3/28/2023

Wang, Li li.wang1@abbvie.com

Michael Elashoff elashoff@gmail.com

Philip He phe@dsi.com



Cc: Mehra /TigerMedgrp Munish munish.mehra@tigermedgrp.com



Meeting Minutes:

1. It’s unanimously agreed that it is meaningful to have the AI/ML webinar series. This is in line with the Data Science strategy for the Statistics and Data Science community. The topic is still emerging in application for drug development. Large pharma may pioneer in this space but small and midsize companies may not have a clear strategy or commitment of investment yet. The webinar series can help to motivate applications by showing some examples and research in this areas.

2. Prepare a document to clarify the webinar framework in details and review in the core leadership team.






AI/ML KOL Webinar Series Framework



1. Speakers: 

· Include both academic and industry speakers to cover the research and applications in AI/ML.

2. Panelists:

· Topic driven experts in drug development such as data science / statistics, clinical, pharmacology, safety, clinical science, clinical operation, data management, RBQM, etc. 

· Panelists can come from industry, academic, or regulatory agencies.

· About 2 panelists, no more than 3.

3. Frequency: 

· For practical reasons, do not recommend more frequent than quarterly. Focus on quality rather than quantity.

4. Format: 

· Talks followed by panel discussions. 

· Audience is also allowed to ask questions in the Q&A. 

· Each webinar will have a studio production format with a moderator.

5. Duration: 

· 90 minutes each session

· 2 talks (30 min each) followed by panel discussions (20 min) and Q&A (10 min).

6. Report:  

· A short report is prepared after each session. The report will include the talks and panelists inputs.

· Recording and transcripts for producing the report, not for audience.

Questions:

1. The AI/ML KOL webinar series is under the current DIA Statistics and Data Science community, so assume no need for DIA particular permission. Please confirm.

2. Who will provide IT support?

· Registration

· Capacity for number of participants

3. Is there benefit to collaborate with other groups? Certainly more complexity when involving another group.
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Invitation to Guest Column of DIA BSWG Newsletter

		From

		Freda Cooner

		To

		Baldwin, Matt; Munish Mehra

		Recipients

		mbaldw01@amgen.com; munish.mehra@tigermedgrp.com



EXTERNAL EMAIL - Vigilance required. 





Dear Matt and Munish,



 



You are probably aware of DIA BSWG (http://www.bayesianscientific.org/) and the work we do. Since 2020, we have periodically published newsletters to keep the members informed and connected. The guest column at the beginning of the newsletter features any short articles on Bayesian statistics, external communities or BSWG internal subteam achievements. Two past newsletters are attached for your reference. As the current chair of this working group, I would like to invite you to contribute to our future newsletter to be published this year. The DIA stats and data science community has collaborated with BSWG for many years. It will be great to raise the awareness among the members about both potential opportunities and DIA communities in general.



 



Please let me know if you will be interested or if you have any questions. Look forward to hearing from you. Thank you in advance!



 



___________________________________________________



Freda Cooner, Ph.D.



Senior Director, Statistics



Eli Lilly and Company



Mobile: 805-796-3668
Email: Freda.Cooner@lilly.com | Web: http://www.lilly.com 
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BSWG Newsletter  
Q1 2021 Issue 



The DIA Bayesian Scientific Working Group (BSWG) was formed in 2011 with the vision to ensure that Bayesian methods are well understood and broadly 
utilized for design and analysis throughout the medical product development process and to improve industrial, regulatory and economic decision-making.  
The group is comprised of individuals from academia, industry and regulatory authorities.  



Guest Column 
ADVOCATING FOR BAYES 



Thomas A. Louis, Professor Emeritus,  
Department of Biostatistics, Johns Hopkins Bloomberg SPH 



 
Application of Bayesian methods burgeons, with some approaches explicitly Bayes and some implicit or Bayes-like (e.g., 
regularization).  And yet, “Bayes” still triggers nervous tremors, some resulting from lack of familiarity or trust, some because 
change, even acknowledged for the better, is nervous-making.   
 
Brad Efron, in his 1986 classic, Why isn't everyone a Bayesian? The American Statistician, 40: 1-11 states, “A prime 
requirement for any statistical theory intended for scientific use is that it reassures oneself and others that the data have been 
interpreted fairly.''   Of course, that should be a requirement for any procedure, but the burden of proof for Bayes can be 
especially heavy in the regulatory context. It’s understandable that there is resistance to change, especially when the current 
approaches appear to have served reasonably well. But, there are opportunity costs to holding on to current approaches too 
tenaciously. 
 
Bayesian practice and culture in the FDA’s CDRH, and pleasing progress in CDER and CBER generate optimism.  Collaboration 
amongst industry, government and academe is the central to additional progress. We need to encourage and facilitate broad 
participation in statistical issues by all stakeholders, avoid signaling that we statisticians are the anointed ones, avoid 
communicating the analogue of, “Only historians are allowed to reminisce.”      
 
One example of the need for a culture change pertains to adherence to strict type I error control.  It’s a major stumbling block 
to adopting the Bayesian approach, because an optimistic prior will produce a high type I error (the null hypothesis is a priori 
unlikely, but type I error is computed by conditioning on it), and relatively high power.  Similarly, a pessimistic prior will 
produce a low type I error, and relatively low power.  However, if the prior is trusted, it should be used; if it isn’t trusted, it 
needs to be replaced by one that is.  It’s good practice to compute frequentist properties, but rigid adherence to them will 
substantially attenuate or eliminate the advantages of a Bayesian approach. 
 
Against this background, a trusted protocol/process for developing prior distributions, evaluating designs, and decision making 
is the key to increasing the role of Bayesian methods and embedding its culture. The particulars will differ from frequentist 
criteria, but the goals are the same:  Valid design, conduct and analysis; fair decision-making.   
 
At the FDA and elsewhere, transformation shouldn’t be to wholesale adoption of Bayesian approaches.  Rather, Bayesian 
designs and analyses should be used when they confer a sufficient advantage.  For me, 



Pure Bayes, pure frequentist, pure any statistical philosophy, pairs nicely with Port, but when you leave port for the high 
seas of applications, some degree of impurity is usually necessary.  Consequently, statisticians who engage in important 











studies use their philosophy as an aid to navigation, not a straightjacket. The goal is to do a good job, and one can't be 
(too) doctrinaire.   



Summary of BSWG 2020 Activities 



• Bayesian Key Opinion Leader (KOL) lecture series: We have held monthly Bayesian KOL series since 2018 and the lectures for Q4/2020 
are: 
30 Oct 2020, Dr. Lanju Zhang (Abbvie), Incorporate External Control Data in New Clinical Trial Design and Analysis 
20 Nov 2020, Dr. Ram Tiwari (FDA), Leveraging External Evidence in Medical Device Decision-Making 
18 Dec 2020, Dr. Brian Hobbs (U of Texas); Dr. Alex Kaizer (U of Colorado); Dr. Emily Zabor (Cleveland Clinic), Statistical considerations 
for trials that study multiple indications 



       Slides are stored in our website.  
• Book: Bayesian Applications in Pharmaceutical Development (2019), Mani Lakshimanarayanan and Fanni Natanegara (Editors), CRC 



Press 
• Book Chapter in Bayesian Benefit-Risk Evaluation in Pharmaceutical Research (2020), Taylor and Francis: Bayesian methods in 



pharmaceutical research, Carl Di Casoli, Yueqin Zhao, Yannis Jemiai, Pritibha Singh, Maria Costa   
• Manuscripts:  



o Statistical Opportunities to Accelerate Development for COVID-19 Therapeutics (Fanni Natanegara, Névine Zariffa, Joan 
Buenconsejo, Ran Liao, Freda Cooner, Divya Lakshminarayanan, Samiran Ghosh, Jerald S. Schindler, and Margaret Gamalo), 
SBR  



o The current state of Bayesian methods in nonclinical pharmaceutical statistics: survey results and recommendations from the 
DIA/ASA-BIOP Nonclinical Bayesian Working Group, (Paul Faya, Perceval Sondag, Steven Novick, Dwaine Banton, John W. 
Seaman, Jr., James D. Stamey, Bruno Boulanger), Pharmaceutical Statistics  



• Conference Sponsorships: March 2-3, 2020 (co-sponsorships with IDSWG, FDA, DIA, BIO, PhRMA): DIA/FDA Advancing Complex 
Innovative Clinical Trial Designs to Efficiently Deliver Medicines to Patients 



• Conference sessions 
o  “How to Gain Alignment on Your Bayesian Clinical Trial Design and Analysis: Lessons Learned from Communicating with 



Clinicians, Statisticians, and Regulators” at ASA BIOP Section Regulatory-Industry Statistics Workshop 
o “ Informative Prior Applications in Nonclinical CMC Statistics” at JSM 
o “ Utilization of historical data for confirmatory trials” at JSM 



• Assessing impact of accelerated approval: Manuscript submitted to PLOS one in December.  Awaiting review comments. Authors: A. 
Lawrence Gould, Robert K. Campbell, John W. Loewy, Robert A. Beckman, Jyotirmoy Dey, Anja Schiel, Carl-Fredrik Burman, Joey Zhou , 
Zoran Antonijevic, Eva R. Miller, Rui Tang. 



• Bayesian Approaches for Handling Hypothetical Estimands in Longitudinal Clinical Trials with Missing Data. Manuscript is revised and 
submitted to the Statistics in Biopharmaceutical Research. Authors: G. Frank Liu, Jiajun Liu, Fang Chen, Roee Gutman and Kaifeng Lu. 



Upcoming Conferences 
D IA 2021 Annual  M eet ing  



J u n e  2 7  –  J u l y  1 ,  2 0 2 1  
V i r t u a l  



Poster Submission here by February 11, 2021 
For more information, please contact Freda Cooner 



D IA/ FD A Biostat ist ics  Industry  and  Reg ulatory  Forum 
 A p r i l  1 4 – 1 6 ,  2 0 2 1  



V i r t u a l  
Register here 
For more information, please contact Brenda Crowe 





http://www.bayesianscientific.org/kol-lecture-series/


https://www.taylorfrancis.com/books/bayesian-applications-pharmaceutical-development-mani-lakshminarayanan-fanni-natanegara/e/10.1201/9781315099798


https://www.taylorfrancis.com/chapters/bayesian-methods-pharmaceutical-research-carl-di-casoli-yueqin-zhao-yannis-jemiai-pritibha-singh-maria-costa/e/10.1201/9781315180212-17


https://www.taylorfrancis.com/chapters/bayesian-methods-pharmaceutical-research-carl-di-casoli-yueqin-zhao-yannis-jemiai-pritibha-singh-maria-costa/e/10.1201/9781315180212-17


https://www.tandfonline.com/doi/full/10.1080/19466315.2020.1865195


https://onlinelibrary.wiley.com/doi/full/10.1002/pst.2072


https://onlinelibrary.wiley.com/doi/full/10.1002/pst.2072


https://www.diaglobal.org/en/conference-listing/meetings/2020/03/dia-advancing-complex-innovative-clinical-trial-designs-to-efficiently-deliver-medicines-to-patients


https://www.diaglobal.org/en/conference-listing/meetings/2020/03/dia-advancing-complex-innovative-clinical-trial-designs-to-efficiently-deliver-medicines-to-patients


https://www.diaglobal.org/en/flagship/dia-2021/about/conference


https://www.diaglobal.org/en/flagship/dia-2021/program/get-involved/posters


mailto:fcooner@amgen.com


https://www.diaglobal.org/en/conference-listing/meetings/2021/04/biostatistics-industry-and-regulator-forum


https://www.diaglobal.org/en/cart


mailto:Brenda%20J%20Crowe%20%3ccrowe_brenda_j@lilly.com%3e


https://www.diaglobal.org/en/flagship/dia-2021








 



D uk e Industry  Stat ist ics  Sy mposium 2021  
Emerging Clinical Initiatives in Pharmaceutical Development: 



Methodology and Regulatory Perspectives 
 A p r i l  2 1 – 2 3 ,  2 0 2 1  



V i r t u a l  
Register here 
For more information, please contact Freda Cooner 
 



2021 J o int  Stat ist ica l  M eet ing s  (J SM ) 
Statistics, Data and the Stories They Tell 



A u g u s t  7 – 1 2 ,  2 0 2 1  
W a s h i n g t o n  S t a t e  C o n v e n t i o n  C e n t e r ,  



S e a t t l e ,  W a s h i n g t o n  
Topic-Contributed, Roundtable and Invited Poster Abstracts submission here by February 2, 2021 
For more information, please contact Freda Cooner  



2021 ASA Biopharmaceut ica l  Sect ion  Reg u latory -
Industry  Work shop  



Sta t is t ic al  I nno va tion in He a l thc a re : C e le brat ing the  Pa st  
40  Y e a rs  a nd L o o king  to w ard the  Future  



S e p t e m b e r  2 1 – 2 3 ,  2 0 2 1  
B e t h e s d a  N o r t h  M a r r i o t t  H o t e l  &  C o n f e r e n c e  C e n t e r ,  



R o c k v i l l e ,  M a r y l a n d  
Roundtable Discussion Topic Proposal Submission here January 21 – March 30, 2021 
Poster Proposal Submission here January 21 - April 14, 2021 
For more information, please contact Freda Cooner  
 



Opportunities 
• Please see the last page of the newsletter for a summary of our 16 sub-teams and join a sub-team. Each sub-team operates 



independently under the direction of sub-team leaders with its own objectives, goals, and deliverables and we welcome new 
members!  



• Master Protocol sub-team is forming in collaboration with IDSWG and ASA Biopharm WG 
• Potential topics for new sub-teams: Decentralized Clinical Trials, Novel-novel combination therapy, Vaccination development. Please 



contact Fanni Natanegara or Freda Cooner if you are interested. 
Meet the BSWG Officers 



Chair:               Fanni Natanegara 
Vice-Chair:      Freda Cooner 
Advisors:         Karen Price, Amy Xia 
Secretary:       Pritibha Singh 
 



Publication Chair:   Samiran Ghosh 
KOL Organizers:      Haijun Ma, Fanni Natanegara, Freda Cooner,  
                                   Mathangi Gopalakrishnan 
Webmaster:            Frank Liu 
If you have information for future newsletters, please contact Pritibha Singh  
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BSWG Subteams 



Safety  
Safety assessment is essential throughout medical product development. The goal of this 
subteam is to evaluate challenges associated with current methods for designing and 
analyzing safety trials including making the case for Bayesian meta-analyses in safety data and 
extending Bayesian hierarchical models for safety signal detection in clinical trials. 
 



Prior/Historical Data 
Methods for borrowing historical information, and the ramifications of these methods, 
are less well understood in terms of benefits, effects, and regulatory ramifications. The 
goal of this subteam is to illustrate and compare methods, understand considerations 
for integrating historical information into confirmatory trials, and participate in external 
Taskforce to influence regulatory policy change on the use of historical data. 



Noninferiority 
Substantial historical data may be available on the active-control and placebo before an active 
controlled trial is planned in a clinical development.  Bayesian approaches provide a natural 
framework for synthesizing the historical data that can effectively be used in designing a non-
inferiority clinical trial.  Despite flurry of recent research activities in this area, there are still 
substantial gaps in recognition and acceptance of such application in clinical trial 
development. 



Reporting/Tools 
Although there is a wide variety of books and numerous journal articles written on 
Bayesian approaches in the analysis of data, not much has been written about reporting 
of these analyses, particularly as this pertains to clinical research. The goal of this 
subteam is to provide recommendations on good practices for Bayesian reporting and 
overview to selected software tools for Bayesian analysis.  



Joint Modeling 
The goal is to explore Bayesian approaches to the joint modeling of longitudinal and survival-
type outcomes. The aims include providing recommendations for how such models could or 
should be constructed, illustrating how they might be used, and elucidating the potential 
advantages they present and their limitations. 



Adaptive Design Survey 
In partnership with the DIA Adaptive Design SWG, the goals are to gather information on 
the use of AD for clinical development programs in the device industry, in order to 
identify any barriers to implementing such designs and provide recommendations to 
overcome these challenges. 



Missing Data 
Goals: 1) Review and understand the new framework for constructing estimand from the ICH 
E9 (R1) addendum. 2) Use case studies to illustrate the applications of Bayesian methods 
under the new framework. 3) Summarize and investigate the Bayesian methods for handling 
missing data under the new framework in the ICH E9 (R1) addendum, and to provide 
recommendations and guidance to the statistical community. 



Education 
The goal is to coordinate and provide Bayesian educational support which will help 
implement Bayesian approaches in drug development on a more regular basis as 
appropriate. We intend to provide education at a variety of levels, i.e., to meet the 
needs of statisticians and non-statisticians working in different organizations (e.g. 
industry and regulatory).  



Pediatrics/Small Population 
Goals: 1) Explore statistical methodology that can be applicable in the design of analysis of 
clinical trials with particular interest in applying Bayesian methodology. 2) Illustrate and 
provide advice on best practices that could be used by statisticians in designing trials for 
pediatric and orphan therapeutics. 3) Collaborate with pharma, academia and regulatory 
bodies to exchange problems/issues as well as possibilities where consensus in solutions can 
be made 4) Disseminate information on research and best practices to broader scientific 
community as through conferences, workshops and seminars. 



Medicine Adaptive Pathway to Patients 
In partnership with the DIA Adaptive Design SWG, the goals: 1) Develop and publish on 
statistical approaches for evidence generation relevant to Expedited Approvals and 
other novel development approaches across product life cycles. 2) Establish and 
promote the role for Bayesian statistics and Adaptive Design as key drivers of Expedited 
Approvals 3) Engage in the subteam patient advocacy, payer, and medical reviewer 
perspectives 4) Facilitate visibility and networking among teams and initiatives working 
on different aspects of efficient and ethical drug development challenge. 



Best Practices 
The increase in use and acceptance of Bayesian methodology in clinical trials has led to a need 
for guidance on how to report and document such methodology.  ICH and various regulatory 
agencies recommend including language regarding the planned analyses for primary and 
other key analyses in the protocol and in a pre-specified analysis plan. This subteam’s goal is 
to provide recommendations on the level of detail to include in protocols and analysis plan as 
well as simulation plan involving Bayesian designs and analyses. 



Medical Outreach 
In partnership with the DIA Adaptive Design SWG, the goals are to coordinate and 
provide adaptive and educational support, which will help our medical colleagues 
collaborate with statisticians in implementing adaptive and Bayesian approaches in drug 
development as appropriate. This includes frank and balanced discussions of both 
advantages and disadvantages of these methods. We intend to provide education at a 
variety of levels, to meet the needs of medical colleagues working in different 
organizations. 



Benefit Risk 
The benefit-risk (B-R) assessment of a new medicinal product is one of the most complex tasks 
that sponsors, regulators, payers, physicians, and patients face. Several quantitative methods 
have been proposed in recent years that try to provide insight into this challenging problem. 
Bayesian inference, with its coherent approach for integrating different sources of information 
and uncertainty, along with its links to optimal decision theory, provides a natural framework 
to perform quantitative assessments of the B-R trade-off. 



RWE 
The inclusion of RWD/E to enhance regulatory decision making, especially for 
efficacy/effectiveness decision, has been advocated by FDA (and also other regulatory 
agencies such as EMA/MHRA/Health Canada/China NMPA) in recent years starting with 
the 21st Century Cures Act, PDUFA VI, and recently 2018 FDA’s RWE strategic 
framework.  
This subteam aims to leverage Bayesian methods to analyze RWD and generate RWE for 
regulatory decision making, which includes improving reproducibility for more credible 
and reliable RWE and the use of RWE in both clinical trials (e.g., hybrid control, synthetic 
control) and clinical planning (e.g., endpoint validation, targeting appropriate trial 
population). 
 



Nonclinical 
In partnership with the ASA Biopharm WG, the goals are 1) Influence regulatory guidelines 
and standard industry practice in the context of applying Bayesian methods and philosophy in 
nonclinical areas 2) Foster broader awareness of the relevance, validity, and potential 
advantages of Bayesian methods applied in the nonclinical space among statisticians and non-
statisticians 3) Develop specific use-cases within CMC space 4) Develop specific use-cases in 
non-CMC areas, such as in the design and analysis of animal studies 



COVID-19 
This subteam has partnered with the DIA Statistical Community to find statistical 
opportunities to accelerate the development of COVD-19 therapeutics by way of 
innovative trial designs, standardized clinical outcomes, core data elements, and data 
sharing to enable efficient decision making and bring safe and effective therapeutics to 
the market. 
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The DIA Bayesian Scientific Working Group (BSWG) was formed in 2011 with the vision to ensure that Bayesian methods are well understood and broadly 
utilized for design and analysis throughout the medical product development process and to improve industrial, regulatory and economic decision-making.  
The group is comprised of individuals from academia, industry and regulatory authorities.  



Sub-team Column 
Bayesian efforts in the nonclinical space 



Yushi Liu and Paul Faya  
Eli Lilly and Company 



 
In recent years, the Bayesian framework has developed rapidly due to the advancement of computer technology. Such 
development has already enabled decision making in clinical space [1].  The Bayesian framework also offers many benefits for 
preclinical/nonclinical space.  Therefore, a nonclinical DIA-BSWG sub-team was formed in 2019 in partnership with the ASA 
Nonclinical Biostatistics Working Group of the Biopharm Section, focusing on promoting Bayesian methods in nonclinical area.  
One of its first initiative was to conduct an industry-wide survey [2] of nonclinical statisticians to understand the current state 
of Bayesian methods in the nonclinical space. Recently, the sub-team was divided into two work streams: discovery and CMC. 
 
For the discovery work stream, we have statistician volunteers from Merck, AstraZeneca, Eli Lilly and Company, Biogen, JNJ, 
PharmaLex and BMS. The work stream has begun several initiatives to promote and bring Bayesian analysis into our daily work. 
One initiative was focusing on biomarker application. The team has begun to assess different Bayesian techniques such as BART, 
Bayesian clustering using biomarker examples. Bayesian method offered a unique and natural way to quantify the uncertainty 
in its prediction model, which may enhance disease/drug mechanism understanding. As a parallel effort, the team recently 
began to discuss in vitro/in vivo models using Bayesian meta-analytic predictive approaches to decrease the animal usage [3]. 
Since its formation, the team has begun to make achievements. For example, we successfully invited Dr. Jason Roy to give a 
short course for NCR conference this year. Right now, the team is drafting a paper to focus on introducing application of Bayesian 
methods in biomarker space and helping a potential invited session on Bayesian topics in ENAR 2022. 
 
For the CMC work stream, we have members from Eli Lilly and Company, AstraZeneca, Merck, Janssen, AbbVie, Genentech, 
Baylor University, and statistical consulting firms. The work stream has organized two JSM sessions (2020, 2021), a session at 
the Nonclinical Biostatistics Conference (2021), and is currently working on two manuscripts, one of which is focused on Bayesian 
methods for analytical method validation. The team is also dedicating efforts to promoting the development of a regulatory 
guidance document for Bayesian methods in CMC, similar in spirit to the FDA Guidance for the Use of Bayesian Statistics in 
Medical Device Clinical Trials published in 2010. 
 
[1] Hobbs BP, Carlin BP. “Practical Bayesian design and analysis for drug and device clinical trials”, J Biopharm Stat. 2008;18(1):54-80. 
[2] Faya, P., Sondag, P., Novick, S., Banton, D., Seaman, Jr, J. W., Stamey, J. D., & Boulanger, B. (2021). The current state of Bayesian methods in nonclinical pharmaceutical 
statistics: Survey results and recommendations from the DIA/ASA‐BIOP Nonclinical Bayesian Working Group. Pharmaceutical Statistics, 20(2), 245-255. 
[3] Walley R, Sherington J, Rastrick J, Detrait E, Hanon E, Watt G. Using Bayesian analysis in repeated preclinical in vivo studies for a more effective use of animals. Pharm Stat. 
2016 May;15(3):277-85. doi: 10.1002/pst.1748. Epub 2016 Mar 29. PMID: 27028721. 



 



Recent BSWG Activities 



 Bayesian Key Opinion Leader (KOL) lecture series: We have held monthly Bayesian KOL series since 2018 and slides are 
stored in our website. The lectures for Q2/2021 are: 





http://www.bayesianscientific.org/kol-lecture-series/








o 16 Apr 2021, Matt Psioda and Ethan Alt, Incorporate External Control Data in New Clinical Trial Design and 
Analysis  



o 21 May 2021,  Prof. Andrew Gelman (Columbia University), Slamming the sham: A Bayesian model for adaptive 
adjustment with noisy control data 



o 18 Jun 2021, Saurabh Mukhopadhyay and Brian Waterhouse, Bayesian detection of potential safety signal from 
blinded clinical trial data 



 The Master Protocol Working Group formed with the following sub-teams: 
o Assess Regulatory Landscape:  Review the regulatory landscape on master protocols, both globally (i.e. ICH, 



CIOMS) and in each region (US, EU, Japan, China, etc.) via available literature; Contribute to evolving regulatory 
landscape on master protocols. 



o Concept, methodology and framework: General definitions/concepts on master protocols that provide 
multidisciplinary value: 



 Overview on statistical methods and general considerations/recommendations 
 Master protocol interdisciplinary evolving practices 
 Other aspects that relate to master protocol framework (such as case studies, road map of planning 



master protocol, etc.) 
o Develop Master Protocol Implementation Standards: Develop some standards (e.g., templates, tools) for master 



protocol implementations focusing on interdisciplinary areas. 
o Patient Engagement with Patient Communities and Advocate Groups: Incorporate evolving guidelines and 



standards on how to include patient input into drug development and clinical trials (including master protocols). 
Convey potential advantages of master protocols to patient advocacy communities. 



o Patient Reported Outcomes and related patient experience research (e.g., QOL, preference, time-trade-off): 
Incorporate evolving methodologies into statistical considerations and recommendations for master protocols. 



 The Medical Outreach sub-team has completed a paper summarizing and making recommendations based on survey 
results regarding perceived barriers for medical researchers in using Bayesian methods.   



o To further align with our goal of educating non-statisticians in Bayesian methods, we are looking to expand this 
into a series of articles that would be published in the DIA TIRS journal.   



o Currently, we have groups writing perspective pieces from two FDA centers, a COVID experiences paper, and a 
general education paper.   



o We are looking for volunteers (both stats and non-stats folks) with expertise and experience using Bayesian 
methods in rare diseases or pediatric clinical trials to help in writing articles geared towards educating non-
statisticians in what has previously been done.  Please contact Fanni Natanegara, Jennifer Clark, or Ross Bray if you 
are interested. 



 The Medical Device Survey Sub-team has compiled a survey on the use of Bayesian methods in trial design and analysis.  
o The survey has been completed and will be disseminated through e-mailing by the working group members 



leveraging network and relevant MedTech forums in July and August  
o The survey results will be summarized in Q4  
o Results will be compiled and compared to pharma survey for presentations at MedTech or DIA events and 



subsequent manuscript for publication. 



 The COVID19 sub-team has had the following accepted and published: 
o Critical Elements in Communication of Vaccine Trials (DIA Global Forum, Mar-2021). Authors: Ivan Chan, Pritibha 



Singh, Jerald Schindler.  
o Vaccines After an Emergency Use Authorization (EUA): Modern Evidence Generation Approaches (Therapeutic 



Innovation & Regulatory Science, Mar-2021). Authors: Nevine Zariffe, Estellle Russek-Cohen. 
o Statistical Opportunities to Accelerate Development for COVID-19 Therapeutics (Statistics in Biopharmaceutical 



Research, Feb-2021). Authors: Fanni Natanegara , Névine Zariffa , Joan Buenconsejo , Ran Liao, Freda Cooner, 
Divya Lakshminarayanan, Samiran Ghosh, Jerald S. Schindler & Margaret Gamalo. 





https://globalforum.diaglobal.org/issue/march-2021/critical-elements-in-communication-of-vaccine-trial-results/








 Assessing impact of accelerated approval: Manuscript published to PLOS one in December.  Awaiting review comments. 
Authors: A. Lawrence Gould, Robert K. Campbell, John W. Loewy, Robert A. Beckman, Jyotirmoy Dey, Anja Schiel, Carl-
Fredrik Burman, Joey Zhou , Zoran Antonijevic, Eva R. Miller, Rui Tang. 



 Bayesian Approaches for Handling Hypothetical Estimands in Longitudinal Clinical Trials with Missing Data. Manuscript is 
revised and submitted to the Statistics in Biopharmaceutical Research. Authors: G. Frank Liu, Jiajun Liu, Fang Chen, Roee 
Gutman and Kaifeng Lu. 



 Xiang Zhang had a short course for JSM on Bayesian detection of potential safety signal from blinded clinical trial 
data, however as JSM is virtual the short course format will be implemented when F2F meetings can take place.  



 Guidance documents released: 
o COVID-19: Master Protocols Evaluating Drugs and Biological Products for Treatment or Prevention 



Upcoming Conferences/Webinars 



2021 World Meeting of  the International  Society for  
Bayesian Analysis  



J u n e  2 8  –  J u l y  0 2 ,  2 0 2 1  
V i r t u a l  



View schedule here 



DIA 2021 Annual  Meeting  
J u n e  2 7  –  J u l y  0 1 ,  2 0 2 1  



V i r t u a l  
View schedule here 
For more information, please contact Freda Cooner 
 



2021 Joint Stat istical  Meetings (JSM)  
Statistics, Data and the Stories They Tell 



A u g u s t  0 7 – 1 2 ,  2 0 2 1  
W a s h i n g t o n  S t a t e  C o n v e n t i o n  C e n t e r ,  



S e a t t l e ,  W a s h i n g t o n  
Register here  
For more information, please contact Freda Cooner  



2021 ASA Biopharmaceutical  Section Regulatory -
Industry Workshop 



Stat is t i ca l  Innovat ion  in  Heal thcare:  Celebrat ing  the  Past  
40  Years  and Look ing  toward the Future  



S e p t e m b e r  2 1  –  2 3 ,  2 0 2 1  
B e t h e s d a  N o r t h  M a r r i o t t  H o t e l  &  C o n f e r e n c e  C e n t e r ,  



R o c k v i l l e ,  M a r y l a n d  
Register here by August 16 for early-bird discount 
For more information, please contact Freda Cooner  





https://www.fda.gov/regulatory-information/search-fda-guidance-documents/covid-19-master-protocols-evaluating-drugs-and-biological-products-treatment-or-prevention
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BASS XXVII I  28 t h  



Annual  Biopharmaceutical  Appl ied Statistics Symposium 
O c t o b e r  2 5  –  2 8 ,  2 0 2 1  



C h a r l o t t e ,  N o r t h  C a r o l i n a  



Master Protocols  and Complex Innovative Design  
N o v e m b e r  0 4  –  N o v e m b e r  0 5 ,  2 0 2 1  



V i r t u a l  
Register here by August 12, 2021 for early-bird rate 
For more information, please contact Fanni Natanegara 



Explor ing  the  Impact  of  Stat ist ics  in  Aut omated  
Dr iv ing  Systems  



V i r t u a l  
Recording of the first webinar available here 



Opportunities 



 Please see the last page of the newsletter for a summary of our 16 sub-teams and join a sub-team. Each sub-
team operates independently under the direction of sub-team leaders with its own objectives, goals, and 
deliverables and we welcome new members!  



 Master Protocol sub-team is forming in collaboration with IDSWG and ASA Biopharm WG 
 Potential topics for new sub-teams: Decentralized Clinical Trials, Novel-novel combination therapy, Vaccination 



development. Please contact Fanni Natanegara or Freda Cooner if you are interested. 



Meet the BSWG Officers 
Chair:               Fanni Natanegara 
Vice-Chair:      Freda Cooner 
Advisors:         Karen Price, Amy Xia 
Secretary:       Pritibha Singh 
 



Publication Chair:   Samiran Ghosh 
KOL Organizers:      Haijun Ma, Fanni Natanegara, Freda Cooner,  
                                   Mathangi Gopalakrishnan 
Webmaster:            Frank Liu 
If you have information for future newsletters, please contact 
Pritibha Singh  



Accelerating Adoption of Complex Clinical Trials in 



Europe and beyond, October 05-October 06, 2021 
For more information see this website 
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BSWG Subteams 



Safety  
Safety assessment is essential throughout medical product development. The goal of 
this subteam is to evaluate challenges associated with current methods for designing 
and analyzing safety trials including making the case for Bayesian meta-analyses in 
safety data and extending Bayesian hierarchical models for safety signal detection in 
clinical trials. 
 



Prior/Historical Data 
Methods for borrowing historical information, and the ramifications of these 
methods, are less well understood in terms of benefits, effects, and regulatory 
ramifications. The goal of this subteam is to illustrate and compare methods, 
understand considerations for integrating historical information into confirmatory 
trials, and participate in external Taskforce to influence regulatory policy change 
on the use of historical data. 



Noninferiority 
Substantial historical data may be available on the active-control and placebo before an 
active controlled trial is planned in a clinical development.  Bayesian approaches provide 
a natural framework for synthesizing the historical data that can effectively be used in 
designing a non-inferiority clinical trial.  Despite flurry of recent research activities in this 
area, there are still substantial gaps in recognition and acceptance of such application in 
clinical trial development. 



Reporting/Tools 
Although there is a wide variety of books and numerous journal articles written on 
Bayesian approaches in the analysis of data, not much has been written about 
reporting of these analyses, particularly as this pertains to clinical research. The 
goal of this subteam is to provide recommendations on good practices for 
Bayesian reporting and overview to selected software tools for Bayesian analysis.  



Joint Modeling 
The goal is to explore Bayesian approaches to the joint modeling of longitudinal and 
survival-type outcomes. The aims include providing recommendations for how such 
models could or should be constructed, illustrating how they might be used, and 
elucidating the potential advantages they present and their limitations. 



Adaptive Design Survey 
In partnership with the DIA Adaptive Design SWG, the goals are to gather 
information on the use of AD for clinical development programs in the device 
industry, in order to identify any barriers to implementing such designs and 
provide recommendations to overcome these challenges. 



Missing Data 
Goals: 1) Review and understand the new framework for constructing estimand from 
the ICH E9 (R1) addendum. 2) Use case studies to illustrate the applications of Bayesian 
methods under the new framework. 3) Summarize and investigate the Bayesian 
methods for handling missing data under the new framework in the ICH E9 (R1) 
addendum, and to provide recommendations and guidance to the statistical community. 



Education 
The goal is to coordinate and provide Bayesian educational support which will help 
implement Bayesian approaches in drug development on a more regular basis as 
appropriate. We intend to provide education at a variety of levels, i.e., to meet the 
needs of statisticians and non-statisticians working in different organizations (e.g. 
industry and regulatory).  



Pediatrics/Small Population 
Goals: 1) Explore statistical methodology that can be applicable in the design of analysis 
of clinical trials with particular interest in applying Bayesian methodology. 2) Illustrate 
and provide advice on best practices that could be used by statisticians in designing 
trials for pediatric and orphan therapeutics. 3) Collaborate with pharma, academia and 
regulatory bodies to exchange problems/issues as well as possibilities where consensus 
in solutions can be made 4) Disseminate information on research and best practices to 
broader scientific community as through conferences, workshops and seminars. 



Medicine Adaptive Pathway to Patients 
In partnership with the DIA Adaptive Design SWG, the goals: 1) Develop and 
publish on statistical approaches for evidence generation relevant to Expedited 
Approvals and other novel development approaches across product life cycles. 2) 
Establish and promote the role for Bayesian statistics and Adaptive Design as key 
drivers of Expedited Approvals 3) Engage in the subteam patient advocacy, payer, 
and medical reviewer perspectives 4) Facilitate visibility and networking among 
teams and initiatives working on different aspects of efficient and ethical drug 
development challenge. 



Best Practices 
The increase in use and acceptance of Bayesian methodology in clinical trials has led to a 
need for guidance on how to report and document such methodology.  ICH and various 
regulatory agencies recommend including language regarding the planned analyses for 
primary and other key analyses in the protocol and in a pre-specified analysis plan. This 
subteam’s goal is to provide recommendations on the level of detail to include in 
protocols and analysis plan as well as simulation plan involving Bayesian designs and 
analyses. 



Medical Outreach 
In partnership with the DIA Adaptive Design SWG, the goals are to coordinate and 
provide adaptive and educational support, which will help our medical colleagues 
collaborate with statisticians in implementing adaptive and Bayesian approaches in 
drug development as appropriate. This includes frank and balanced discussions of 
both advantages and disadvantages of these methods. We intend to provide 
education at a variety of levels, to meet the needs of medical colleagues working in 
different organizations. 



Benefit Risk 
The benefit-risk (B-R) assessment of a new medicinal product is one of the most 
complex tasks that sponsors, regulators, payers, physicians, and patients face. Several 
quantitative methods have been proposed in recent years that try to provide insight into 
this challenging problem. Bayesian inference, with its coherent approach for integrating 
different sources of information and uncertainty, along with its links to optimal decision 
theory, provides a natural framework to perform quantitative assessments of the B-R 
trade-off. 



RWE 
The inclusion of RWD/E to enhance regulatory decision making, especially for 
efficacy/effectiveness decision, has been advocated by FDA (and also other 
regulatory agencies such as EMA/MHRA/Health Canada/China NMPA) in recent 
years starting with the 21st Century Cures Act, PDUFA VI, and recently 2018 FDA’s 
RWE strategic framework.  
This subteam aims to leverage Bayesian methods to analyze RWD and generate 
RWE for regulatory decision making, which includes improving reproducibility for 
more credible and reliable RWE and the use of RWE in both clinical trials (e.g., 
hybrid control, synthetic control) and clinical planning (e.g., endpoint validation, 
targeting appropriate trial population). 
 



Nonclinical 
In partnership with the ASA Biopharm WG, the goals are 1) Influence regulatory 
guidelines and standard industry practice in the context of applying Bayesian methods 
and philosophy in nonclinical areas 2) Foster broader awareness of the relevance, 
validity, and potential advantages of Bayesian methods applied in the nonclinical space 
among statisticians and non-statisticians 3) Develop specific use-cases within CMC space 
4) Develop specific use-cases in non-CMC areas, such as in the design and analysis of 
animal studies 



COVID-19 
This subteam has partnered with the DIA Statistical Community to find statistical 
opportunities to accelerate the development of COVD-19 therapeutics by way of 
innovative trial designs, standardized clinical outcomes, core data elements, and 
data sharing to enable efficient decision making and bring safe and effective 
therapeutics to the market. 





http://www.bayesianscientific.org/subgroup/safety/


http://www.bayesianscientific.org/subgroup/use-of-historical-dataprior-specification/


http://www.bayesianscientific.org/subgroup/non-inferiority/


http://www.bayesianscientific.org/subgroup/reportingtools/


http://www.bayesianscientific.org/subgroup/joint-modeling/


http://www.bayesianscientific.org/subgroup/adaptive-design-survey/


http://www.bayesianscientific.org/subgroup/missing-data/


http://www.bayesianscientific.org/subgroup/education/


http://www.bayesianscientific.org/subgroup/pediatrics/


http://www.bayesianscientific.org/subgroup/medicine-adaptive-pathway-patients/


http://www.bayesianscientific.org/subgroup/best-practice/


http://www.bayesianscientific.org/subgroup/medical-outreach/


http://www.bayesianscientific.org/subgroup/benefit-risk/


http://www.bayesianscientific.org/subgroup/real-world-evidence/


http://www.bayesianscientific.org/subgroup/nonclinical/


http://www.bayesianscientific.org/subgroup/covid-19/
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DIA Comms, WGs, Other Orgs

				Liaison		Potential Contacts		Emails		Notes		Links

		DIA Communities:

		CDM (Clinical Data Management)				Mary Banach						https://communities.diaglobal.org/group/hHpoXtgjiFg85HnwK

		CLC (Community Leadership Council)		Matt								https://communities.diaglobal.org/group/4QXwDXbr5Bf4kdXJy

		Clinical Research		Munish								https://communities.diaglobal.org/group/zxu4z9gi4THFYfbBx

		Clinical Safety & PV		Greg, Bill								https://communities.diaglobal.org/group/tKPeobwmbFXqGAsFE

		Digital Acceleration										https://communities.diaglobal.org/group/jZm28zdug3enfbuhH

		Diversity & Inclusion in Life Sciences		Matt								https://communities.diaglobal.org/group/vJy7xKstcaDXj8Gvy

		Medical Writing										https://communities.diaglobal.org/group/oDFrHbRaNxTFPm7wD

		Patient Engagement				Mary Murray						https://communities.diaglobal.org/group/LhqMQx3JMpshixKwc

		Project Management										https://communities.diaglobal.org/group/vyNub6xdLePFAHFf6

		Real World Evidence										https://communities.diaglobal.org/group/9G9KELcvwX4QbAkXE

		Regulatory Affairs				Linda Bowen						https://communities.diaglobal.org/group/oRFCC54pPS4QMLcNq

		Statistics & Data Science		Matt								https://communities.diaglobal.org/group/jcmcCXpJZ2neJApah

		Study Endpoints										https://communities.diaglobal.org/group/h9zgbRe2w3LFgqbDw



		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				Matt asked Reena if there is a website on 10Oct2022

		Safety PV Quality & Compliance				Reena Harjai				Matt asked Reena if there is a website on 10Oct2022



		Non-DIA Organizations:

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

		ASA (American Statistical Association)										https://www.amstat.org/

		   - Biopharm Section										https://community.amstat.org/communities/community-home?communitykey=3259b27b-4df8-4590-9009-17f52d7f0fe7

		   - Medical Device Section		Chava

		CDISC		Matt								https://www.cdisc.org/

		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				Susan will invite EFSPI president, Justine, to share collaboration opportunities with DIA core, liaison, and education committees		https://efspi.org/EFSPI_Home/Home/EFSPI_Home/Default.aspx

		HL7				Kaye Fendt				FHIR		https://www.hl7.org/

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

		MAPS		Sassan

		MedDRA				Jürgen						https://www.meddra.org/

		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)		https://phuse.global/

		PSI								strongest group for statisticians in Europe		https://psiweb.org/

		SCDM				Mary Banach
Kaye Fendt						https://scdm.org/

		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		https://www.transceleratebiopharmainc.com/
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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		https://www.intindstat.org/

		ENAR Spring Meeting [Sun to Wed, Mar 19-22, 2023, Nashville, TN]		Jon								https://www.enar.org/meetings/spring2022/

		DIA/FDA Biostatistics Industry and Regulator Forum [Wed to Fri, Mar 29-31, 2023, virtual]		Jerry, Brenda?								https://www.diaglobal.org/en/conference-listing/meetings/2023/03/biostatistics-industry-and-regulator-forum

		Duke-Industry Statistics Symposium [Wed to Fri, Mar 29-31, 2023, virtual]										sites.duke.edu/diss/register

		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, Jun 11-14, 2023, London]		Jürgen? Stephen? Susan?						need confirmed liaison		https://psiweb.org/conferences/about-the-conference

		JSM [Sat to Thu, Aug 5-10, 2023, Toronto]		Freda								https://www.amstat.org/meetings/joint-statistical-meetings

		Quantitative Science Forum  [Sat to Mon, Sep 17-19, 2022, Nanjing, China]		Jingjing								https://www.icsa.org/2022-dia-china-quantitative-science-forum-september-17-19-2022/

		ASA Biopharmaceutical Section Regulatory-Industry Statistics Workshop [Wed to Fri, Sep 27-29, 2023, Rockville, MD]		Freda, Jingjing								https://ww2.amstat.org/meetings/biop/2022/		https://www.amstat.org/meetings/asa-biopharmaceutical-section-regulatory-industry-statistics-workshop

		International Chinese Statistical Association (ICSA) International Conference [Sun to Tue, Dec 18 – 20, 2022, Chinese University of Hong Kong]		Susan						The 12th ICSA International Conference originally was planned to be held at the Chinese University of Hong Kong, Hong Kong in 2022. ICSA decide to postpone the meeting to 2023 with exact date to be determined later.  		https://www.icsa.org/the-12th-icsa-international-conference-december-18-20-2022/



		Data Science:

		R/Pharma Conference [Tue to Thu, Nov 8-10, 2022, virtual?] 		Jerry						Virtual?		https://rinpharma.com/

		DIA Data Science Conference [Mon to Tue, Nov 14-15, 2022, virtual]		Joan, Chava								https://www.diaglobal.org/en/conference-listing/meetings/2022/11/dia-data-science-conference



		Statistics & Data Science:

		Women in Statistics and Data Science Conference [Thu to Sat, Oct 6-8, 2022, St. Louis, MO]				Madhurima				Cannot find 2023 information		https://ww2.amstat.org/meetings/wsds/2022/



		Safety & PV:

		DIA Global Pharmacovigilance and Risk Management Strategies Conference [Mon to Wed, Feb 6-8, 2023, Bethesda, MD] 		Greg								https://www.diaglobal.org/en/conference-listing/meetings/2023/02/global-pharmacovigilance-and-risk-management-strategies-conference

		World Drug Safety Congress Americas [Tue to Wed, Oct 4-5, 2022, Boston, MA]		Greg						Cannot find 2023 information		https://www.terrapinn.com/conference/world-drug-safety-us/index.stm



		Multidisciplinary:

		PHUSE US Connect [Sun to Wed, Mar 5-8, 2023, Orlando, FL]		Greg?								https://www.phuse-events.org/attend/frontend/reg/thome.csp?pageID=9346&eventID=18&CSPCHD=000004000000gGpPyA5nzHsJ4RwH035c5lz1ejT3ltlQDHOHVr

		DIA Europe [Wed to Fri, Mar 22-24, 2023, Basel, Switzerland] 								Need confirmed liaison		https://www.diaglobal.org/Flagship/DIA-Europe-2023

		Annual Meeting of the Society for Clinical Trials [Sun to Wed, May 21-24, 2023, Baltimore, MD] 		Greg								https://www.sctweb.org/meeting/

		DIA Global Annual Meeting [Sun to Thu, Jun 25-29, 2023, Boston, MA] 		Greg, Munish, Freda, Susan								https://www.diaglobal.org/Flagship/DIA-2023

		PHUSE CSS [Mon to Wed, Sep 18-20, 2023, Silver Spring, MD]								Need confirmed liaison		https://www.phuse-events.org/attend/frontend/reg/thome.csp?pageID=7122&eventID=14

		DIA Biosimilars Conference [Tue to Wed, Sep 20-21, 2022, Arlington, VA]								Need confirmed liaison, Cannot find 2023 information		https://www.diaglobal.org/en/conference-listing/meetings/2022/09/biosimilars-conference

		DIA Advancing Diversity, Equity, and Inclusion Across Life Sciences R&D Meeting [Thu to Fri, Oct 6-7, 2022, virtual] 		Matt						Cannot find 2023 information		https://www.diaglobal.org/en/conference-listing/meetings/2022/10/advancing-diversity-equity-and-inclusion-across-life-sciences-r-d-meeting

		DIA Digital Technology in Clinical Trials [Thu to Fri, Oct 13-14, 2022, Garden Grove, CA]								Need confirmed liaison		https://www.diaglobal.org/conference-listing/meetings/2022/10/digital-technology-in-clinical-trials/register?utm_medium=referral&utm_source=referral&utm_content=special-offers-register&utm_campaign=22003&utm_type=aqr

		DIA Canada Annual Meeting [Tue to Wed, Oct 18-19, Ottawa, Canada]		Sassan								https://www.diaglobal.org/en/conference-listing/meetings/2022/10/canada-annual-meeting

		CDISC US Interchange [Wed to Thu, Oct 26-27, Austin, TX] 		Matt								https://www.cdisc.org/events/interchange/2022-us-interchange

		DIA Master Protocols and Complex Innovative Design [Thu to Fri, Nov 3-4, 2022, Tysons Corner, VA]		Susan								https://www.diaglobal.org/en/conference-listing/meetings/2021/11/master-protocols-and-complex-innovative-design

		DIA Real-World Evidence Conference [Thu to Fri, Nov 10-11, 2022, San Diego, CA]								Need confirmed liaison		https://www.diaglobal.org/en/conference-listing/meetings/2022/11/real-world-evidence-conference

		eClinical Forum Americas Workshop [Mon to Wed, Nov 14-16, 2022, North Wales, PA]		Matt								https://eclinicalforum.org/forms/ecf-hybrid-workshop-pennsylvania-usa-nov-14-16-2022

		DIA China Annual Meeting [Thu to Sun, Dec 8-11, 2022, Suzhou, China]		Jingjing								https://www.diaglobal.org/Flagship/DIA-China-2022
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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

















































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































#FF8939RESTRICTED




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:		Draft #1

				Who is the Liaison Committee?

				Recent conferences/meetings

				Upcoming conferences/meetings

				Discipline categories: QA, Regulatory, etc

				Topic categories

				Networking/mentoring/professional development

				Draft #2 (3 pages)

				Who is the Liaison Committee? Short bio and pics

				Note from the editors (first one, interviews coming, what is data science)

				Interview (humanize, start with DIA Data Conference reflections in Q1, another in Q2)

				Community / Working Group / Organization Spotlight

				Networking / Professional Development

				Opportunities to Get Involved

				Regional sections (Americas, Europe, APAC)

				Upcoming Conferences / Meetings

				Upcoming Webinars

		Section Owner		Draft #3 (3 pages)

		Matt		Who is the Liaison Committee? Short bio and pics

		Madhurima		Note from the editors (first one, interviews coming, what is data science)

		Madhurima		Interview (humanize, start with DIA Data Conference reflections in Q1, another in Q2)

		Chava		Community / Working Group / Organization Spotlight (start with one that is more broad interest)

		Chava / Jurgen		Networking (upcoming community gatherings) / Professional Development (e.g. podcast on knowledge management) [remove if no content]

		Matt		Opportunities to Get Involved

		Jurgen		Regional sections (Americas, Europe, APAC)

		Matt		Upcoming Conferences / Meetings

		Matt		Past Webinars (w/ recording link)
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DRAFT DIA SDS Newsletter 2023_02_21.docx
Who is the Liaison Committee? (one time?)

As a committee of the DIA Statistics & Data Science Community, we help connect our Community to other DIA Communities, as well as organizations outside of DIA. We look for opportunities to collaborate on topics such as joint projects, shared learning, educational efforts, etc., working closely with the Education Committee. This newsletter is one of the ways we help bring awareness on what is happening related to statistics & data science in the biopharmaceutical and healthcare industries, including academic and government sectors. While we have organized into a formal Liaison Committee, we recognize that everyone is a natural liaison on some level, and we listen closely to the input from our Core Committee members for where to focus our collaboration efforts.



Message from the Editors’ Desk

Happy New Year! As we begin 2023 with new inspiration and motivation and hopefully with the pandemic behind us, the DIA Statistics & Data Science Liaison Committee is excited to bring to you the very first quarterly newsletter. The idea of this newsletter sprung from the thought to connect activities in the Statistics/Data Science space for drug development. Through the newsletter, we are trying to share with you DIA “news” relevant to Statistics and Data Science and in general, upcoming conferences/meetings and overview of previously held events in the Statistics community (not just limited to DIA). The future holds promise for more and we aim to bring varied content, e.g., interview with experts from industry, government, and academia, discussion on a “hot” topic, guest column and so on.

Stay tuned for more and happy reading!

From all of us on the Liaison Committee



Interview



Community / Working Group / Organization Spotlight (start with one that is more broad interest)



Networking (upcoming community gatherings) / Professional Development (e.g. podcast on knowledge management) [remove if no content]



Regional sections (Americas, Europe, APAC)



Upcoming Conferences / Meetings

Statistics:

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

Eastern North American Region - International Biometric Society

https://www.enar.org/meetings/spring2022/

“Attendees can learn about the latest developments in statistical methods, software, and applications through the scientific and educational programs.”



DIA/FDA Biostatistics Industry and Regulator Forum [Wed to Fri, Mar 29-31, 2023, virtual]

https://www.diaglobal.org/en/conference-listing/meetings/2023/03/biostatistics-industry-and-regulator-forum

“As an open forum to discuss timely topics of mutual theoretical and practical interest to statisticians and clinical trial professionals, this meeting focuses on the regulatory and statistical challenges associated with innovative approaches to the design and analysis of clinical trials data and measuring the progress with the implementation of innovative solutions.”



Duke-Industry Statistics Symposium [Wed to Fri, Mar 29-31, 2023, virtual]

	Empower Clinical Development by Harnessing Data from Diverse Sources

sites.duke.edu/diss/register

“Leveraging external data sources, from historical trials in similar patient populations or with same class treatments to real-world data and real-world evidence, is expected to drastically improve the efficiency of clinical developments.”



PSI (Europe) [Sun to Wed, Jun 11-14, 2023, London]

https://www.amstat.org/meetings/joint-statistical-meetings

“As with previous PSI annual conferences, there will be talks on a wide range of statistical topics such as master protocols, HTA, and estimands as well as opportunities to support professional development via non-technical topics.”



Multidisciplinary:

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

https://www.phuse-events.org/attend/frontend/reg/thome.csp?pageID=9346&eventID=18&CSPCHD=000004000000gGpPyA5nzHsJ4RwH035c5lz1ejT3ltlQDHOHVr

“PHUSE’s culture of information sharing and powerful purpose to unite talent ensures our Connect events are a hub for tackling healthcare challenges and advancing the future of life sciences.”



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

https://www.diaglobal.org/Flagship/DIA-Europe-2023

“For 35 years now, DIA EUROPE is the largest neutral event in the European life science industry – the knowledge hub between science, healthcare, and regulation – and the place to meet trusted colleagues and make new connections with the brightest minds passionate about advancing health priorities.”



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

https://www.sctweb.org/meeting/

“The Meeting brings together the clinical trials community from academia, the pharmaceutical and device industries, government agencies, medical groups and centers and clinical research entities.”



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

https://www.diaglobal.org/Flagship/DIA-2023

“Fueled by the ideas of thousands of attendees, the DIA 2023 Global Annual Meeting will bring industry, regulators, academics, and patients together to co-create, problem-solve, and discuss global and local challenges facing professionals in the life sciences community.”





Recent Past Webinars

DIA Statistics & Data Science Community Library - We have many years of content available to DIA members.



Digital Health Technology and Meaningful Change: A joint DIA Webinar: Digital Health Technology and Meaningful Change

Thu, Dec 8, 2022: 11am-12:30pm ET

DIA Statistics & Data Science Community Library: Slides and Recording

 

Using BDRIBS to Support the Decision to Refer an Event to a Safety Assessment Committee for Unblinded Evaluation

Thu, Dec 1, 2022: 10-11:30am ET

DIA Statistics & Data Science Community Library: Slides and Recording

 

Deep Mining Signal Detectors

Tue, Nov 29, 2022: 10-11:30am ET

DIA Statistics & Data Science Community Library: Slides and Recording

 

Beyond 1000’s of Tables, Figures and Listings (TFLs) – Envisioning the future of reviewing and summarizing clinical trial data and analyses

Wed, Nov 16, 2022: 12-1pm ET

DIA Medical Writing Community Library: Slides and Recording

 

Clinical Reporting in R: An evolving landscape

Thu, Feb 24, 2022: 11:00am – 12:30pm ET

DIA Statistics & Data Science Community Library: Slides and Recording



Opportunities to Get Involved

Existing committees:

Core Committee - various roles, including chair, vice chairs, communications lead, secretariat, regional chairs, subcommittee leads, and advisors; currently looking for a statistics vice chair and a data science vice chair

Liaison Committee - collaboration generators needed

Education Committee - mainly setting up and facilitating webinars, but opportunities for articles or white papers as well; new committee lead needed

Membership/Social Committee - connecting community members throughout the year; ideas for connecting needed



We are looking to hear from you as this newsletter is for YOU. Let us know what you would like to see (or not see) going forward. Please also connect with us if there is anything you would like to contribute to our future newsletters.



How to connect…

For anyone:

LinkedIn - DIA Statistics & Data Science Community profile

Liaison Committee Lead: Matt Baldwin (mbaldw01@amgen.com)

Community Chair: Munish Mehra (munish.mehra@tigermedgrp.com)



For DIA members:

DIA Statistics & Data Science Community webpage





DIA NOW

[bookmark: _heading=h.vmdst1czkl0]As a member of DIA, you get complimentary access to a collection of DIA's content library, DIA NOW.

DIA NOW enables on-demand, curated access to continuously updated global conversations across all stakeholder groups – keeping you at the forefront of industry, technology, and regulatory developments.  Until now, direct access to multidisciplinary insights has been limited to in-person attendees or after-the-fact recordings of individual events, with lags in consolidation and global reach. DIA NOW solves these problems of scale and timeliness by providing a one-stop library of insights across regions and stakeholders.

[bookmark: _heading=h.micujts1n487]Members enjoy exclusive access to DIA NOW’s key features:

· Elastic Search Engine

· Subscribe to Search Alerts

· Save Your Search Queries

· Save individual items for later

DIA Now Member Access puts trending and innovating topics at your fingertips from across DIA’s global content including Global Forum, TIRS, Podcasts, and DIA Direct Webinars.






ML Webinar Series – Brainstorming Meeting minutes.docx
Subject: AI/ML Webinar Series – Brainstorming

Date: 3/28/2023

Wang, Li li.wang1@abbvie.com

Michael Elashoff elashoff@gmail.com

Philip He phe@dsi.com



Cc: Mehra /TigerMedgrp Munish munish.mehra@tigermedgrp.com



Meeting Minutes:

1. It’s unanimously agreed that it is meaningful to have the AI/ML webinar series. This is in line with the Data Science strategy for the Statistics and Data Science community. The topic is still emerging in application for drug development. Large pharma may pioneer in this space but small and midsize companies may not have a clear strategy or commitment of investment yet. The webinar series can help to motivate applications by showing some examples and research in this areas.

2. Prepare a document to clarify the webinar framework in details and review in the core leadership team.






AI/ML KOL Webinar Series Framework



1. Speakers: 

· Include both academic and industry speakers to cover the research and applications in AI/ML.

2. Panelists:

· Topic driven experts in drug development such as data science / statistics, clinical, pharmacology, safety, clinical science, clinical operation, data management, RBQM, etc. 

· Panelists can come from industry, academic, or regulatory agencies.

· About 2 panelists, no more than 3.

3. Frequency: 

· For practical reasons, do not recommend more frequent than quarterly. Focus on quality rather than quantity.

4. Format: 

· Talks followed by panel discussions. 

· Audience is also allowed to ask questions in the Q&A. 

· Each webinar will have a studio production format with a moderator.

5. Duration: 

· 90 minutes each session

· 2 talks (30 min each) followed by panel discussions (20 min) and Q&A (10 min).

6. Report:  

· A short report is prepared after each session. The report will include the talks and panelists inputs.

· Recording and transcripts for producing the report, not for audience.

Questions:

1. The AI/ML KOL webinar series is under the current DIA Statistics and Data Science community, so assume no need for DIA particular permission. Please confirm.

2. Who will provide IT support?

· Registration

· Capacity for number of participants

3. Is there benefit to collaborate with other groups? Certainly more complexity when involving another group.
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Webinar Series_ Consistently and Authoritatively Communicating the Safety Story.msg
Webinar Series: Consistently and Authoritatively Communicating the Safety Story

		From

		greg.ball@asapprocess.co

		To

		'Michelle Zhang'; 'Vivian'; jonathan.x.haddad@gsk.com; Munish Mehra; 'Chris Price'; 'Mary E Nilsson'; 'Katie Warren'

		Recipients

		michelle.zhang@affamed.com; vivian.yuan@gmail.com; jonathan.x.haddad@gsk.com; munish.mehra@tigermedgrp.com; chris.price@phuse.global; nilsson_mary_e@lilly.com; katie@phuse.global



EXTERNAL EMAIL - Vigilance required. 





Hi All,



 



Here’s the concept for the webinar series: Consistently and Authoritatively Communicating the Safety Story.



 



This would be a joint webinar series with ASA Biopharm, DIA Communities, and PHUSE.



 



The first webinar will land in June (that’ll give us time to get the word out and give everyone time to make space) and the others will follow one a month:



 



*	June (2 hours): New Framework for Interdisciplinary Safety Evaluation and Aggregate Safety Assessment Planning



*	New Framework for Interdisciplinary Safety Evaluation: A Learning and Decision-Making Approach

*	Implementing an Aggregate Safety Assessment Planning (ASAP) Process for IND Safety Reporting



*	Greg Ball (ASAPprocess), Brian Waterhouse (Merck), Barbara Hendrickson (University of Chicago), and Jacqueline Corrigan-Curay (FDA)



*	July (90 minutes): Overall safety assessment



*	Standard Safety Tables and Figures



*	Mary Nilsson (Lilly) and Veronica Pei (FDA)



*	August (90 minutes): Assessment of safety topics of interest



*	AE Groupings in Safety (AEGiS) and FDA Medical Queries (FMQs)

*	Mac Gordon (J&J), Peg Fletcher (MedAssessment), and Scott Proestel (FDA)



*	September (90 minutes): Interactive safety graphics for regulatory decisionmaking



*	Reimagining a Safety Submission



*	Jim Buchanan (Covilance) and Emma Jones (Veramed)



*	October (45 minutes): Executive summary



*	Executive Summary

*	Greg Ball (ASAPprocess), Sheila Mahoney (LifeSciHub), Barbara Hendrickson (University of Chicago), and Jacqueline Corrigan-Curay (FDA)



 



It’s the perfect storm. Everything is coming together (clinical professionals and data scientists, industry experts and regulatory authorities) to consistently and authoritatively communicate the safety story.  



 



I will confirm names of presenters and titles of presentations by the end of next week.



 



Let’s meet next week to discuss logistics.  Please let me know your availability (Eastern times):



Tuesday: 8, 9, 10, 11, 12



Wednesday: 8, 9, 11



Thursday: 8, 9, 12



Friday: 8, 9, 10, 12



 



Cheers!



 



Greg
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Stat_Community Speaker Planner v 2Feb2023.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		NOV		DEC		DEC

		Chair				Andy Nicholls						Bill W												Greg B		Greg B		JB

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

		Topic				Data Science						tentative												 

		Date				2/24/22																		 

		Core Rep				FZ																		 		1-Dec		8-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

		Topic				Prep for Ad Com				RWE in Pivotal Oncology trials		Decentralized trials		FDA Safety Stds update - New FDA Medical Queries and Standard Safety Tables and Figures

		Speaker(s)										Nancy Dreyer: IQVIA

		Chair										Leonard Sacks (FDA)		Greg Ball

		Date								4/13/23		Craig Lipset

		Core Rep				Jon				Yu Te Wu		Zhouran Wu		Jon Haddad

		Attendence												Matt Baldwin could add a ADaM component

										 

														Rare disease/PRO/ Syth control/RWE

														New Languages/New Wow		Jerry?

														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		FEB?

														Small Company Stats		DM

														FDA Safety Stds update		GB

														Med Affairs/Market Access		??

														COVID		AL		Find time; speakers identified		CBER, CDER, Regeneron

														Innovative Designs
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CONTENT 
• Welcome 


• EFSPI Council News 


• ESIG news 


• Local Association of the month  


• Other Country news 


• Job opportunities  


• And finally…  


WELCOME 


Do you enjoy the autumn as much as I do? Unfor-
tunately, the problems of the world have not dis-
appeared but I am trying to stay positive, healthy, 
and focus on my circle of influence. My personal 
highlight is the nature’s play of colours right now. 
While biking and hiking, I cannot stop looking at it 
before it puts on its winter dress soon.  
 
I also see a lot of fantastic work going on at EFSPI. 
Please join me in exploring the news from our 
member associations and especially learn more 
about the French Statistical Society 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 community.  


Stay well, stay safe wherever 
you are! 


Justine Rochon  


EFSPI President and Editor of 
EFSPI Newsletters     


  


EFSPI  Newsletter  


EFSPI COUNCIL NEWS  Let’s play a memory game!   


EFSPI stands for the European Federation 
of Statisticians in the Pharmaceutical In-
dustry. The federation was launched in 
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 individ-
ual membership, but we currently repre-
sent 10 national associations including 
more than 2000 statisticians in Europe. 
 
Do you remember which national associ-
ations are EFSPI members? 
Can you match the right pairs?  


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 follow us on EFSPI LinkedIn.  


01 


IBIG SFdS PSDM FMS DSBS 


PSI BBS SBS/BVS SSL APF 


     


     



http://www.efspi.org

https://www.linkedin.com/company/efspi/?viewAsMember=true
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5th EFSPI Council Meeting 2022  


The EFSPI Council used to meet four times a year. 
The first three EFSPI Council meetings in 2022 
took place fully virtual in January, April and July. In 
September 2022, we managed to meet in person. 
This was our first in-person meeting since 2019! 


There is still much to do and we also have a lot 
to celebrate together! Therefore, the Council will 
exceptionally meet for a 5th time in December. 
Stay tuned to hear more about how we are go-
ing to finish this unprecedented year.  


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 in 
Basel/Switzerland. For presentations, click here.    


This workshop was a truly memorable experi-


ence! Again, we want to thank the Scientific Com-


mittee and the local organizers, all presenters 


and panellists for their inspiring talks and input, 


and the fantastic audience for their lively interac-


tions. Thank you also for your valuable feedback 


that will be used to improve our future events.  


We already look forward to welcoming you back 
at the Biozentrum Basel next year!  


 


Save the date!  


The 8th EFSPI Regulatory Statistics Workshop will 
take place on 13–14 September 2023. 


The EMA has now published the pilot participation 
letter and the Q&A document, see here. 


Please note that the topic of data sharing is dis-
cussed under the heading of data privacy with a 
link to two documents, EMA's data protection no-
tice and the Records of data processing activity.  


We are pleased to share with you the executive 
summary of the ‘Workshop on Patient Experi-
ence Data in EU medicines development and 
regulatory decision-making’ held at EMA on 21st 
of September 2022 which is now published on 
the EMA website.  


It summarises the outcome of the discussions 
and the actions agreed to progress on Patient 
Experience Data in the EU. This multistakeholder 
workshop brought together patients, healthcare 
professionals, academia, regulators, and indus-
try to discuss ways to improve the collection and 
use of patient experience data to achieve patient
-centred medicine development and regulation.  


EFSPI was invited to this workshop as one of the 
key stakeholders. 


Raw data submission pilot   Patient experience data 



https://efspi.org/EFSPI/Events/Regulatory_Meetings/7th_EFSPI_Workshop_on_Reglatory_Statistics.aspx

https://www.biozentrum.unibas.ch/

https://www.ema.europa.eu/en/about-us/how-we-work/big-data#pilot-on-using-raw-data-in-medicine-evaluation-section

https://www.ema.europa.eu/en/documents/other/executive-summary-patient-experience-data-eu-medicines-development-regulatory-decision-making_en.pdf

https://www.ema.europa.eu/en/documents/other/executive-summary-patient-experience-data-eu-medicines-development-regulatory-decision-making_en.pdf

https://www.ema.europa.eu/en/events/multi-stakeholder-workshop-patient-experience-data-medicines-development-regulatory-decision-making





 


ESIG News 


Joint PSI & EFSPI HTA ESIG Webinar: Statistics in 


EU HTA - PICOs, Estimands & More 


 


Starting in 2025, a system for HTA, not entirely 


unlike that of EMA for regulatory assessments, 


will apply to new medicinal products submitted 


for EMA regulatory review. The system will re-


quire manufacturers to submit an HTA evidence 


dossier broad enough to support each member 


state’s evaluation of relative effectiveness within 


the context of their specific healthcare system. 


Is this a ripple that will matter mostly for statisti-


cians specializing in HTA — or is it a splash that 


should be on all pharmaceutical statisticians’ 


radar? 


 


Join us on 14 November 2022 to gain a deeper 


awareness and understanding of how the new 


EU HTA regulation may affect not only HTA but 


regulatory processes.  


 


Registration is now open and free for all to at-


tend. Sign up here! 


 


Regulatory ESIG 


 


The regulatory ESIG will have an informal meet-
ing with the statisticians of the UK’s MHRA end 
of November. If you have suggestions for topics 
to be discussed, please contact Juergen Hum-
mel  or Christoph Gerlinger. 


LOCAL ASSOCIATION 


OF THE MONTH 


French Statistical Society 
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Bonjour! The Société 
Française de Statistique 
(SFdS) is a society found-
ed in 1997, specialized in 
statistics, whose mission 
is to promote the use of 


statistics and its understanding and to foster its 
methodological developments. To this end, it facili-
tates exchanges between statisticians from admin-
istrations, companies or educational or research 
institutions through a set of actions that are pre-
sented on this site. The SFdS was recognized as a 
public utility by decree of 3 December 1998. 
 
The aim is to bring together all researchers, engi-
neers, teachers, and users of statistics, whatever 
the nature of their functions and the place where 
they exercise them: it is thus a privileged place for 
meetings, exchanges and reflections. The current 
president is Anne Philippe. 
 
There are 14 specialized groups within the SFdS. 
Among them, one is dedicated to “Biopharmacy 
and Health”, in which statisticians from academics 
and industry collaborate together. 
 
The SFdS organizes a number of events: every year 
there are so-called Annual Days over a week with 
changing location from year to year. There is now 
half a day dedicated to exchange with other Euro-
pean societies during these Annual Days. There is 
also a number of trainings organized by the SFdS. 
 
The group “Biopharmacy and Health” organizes 
every year a yearly event on 2 days, generally in 
Paris. For about 3 years, this event has been orga-
nized jointly with the “GDR Santé” and the SFB 
(Société Française de Biométrie). On top of this, 
every four years, there is an International Congress 
organized by the group “Biopharmacy and Health”. 
The last one took place in September 2022. 
 
For more information, please consult  
https://www.sfds.asso.fr/ or see SFdS LinkedIn. 
  


Emmanuel Pham 
French representative in the EFSPI Council  



https://www.psiweb.org/events/event-item/2022/11/14/default-calendar/psi-hta-sig-webinar-statistics-in-eu-hta---picos-estimands-more

mailto:Jurgen.Hummel@ppd.com

mailto:Jurgen.Hummel@ppd.com

mailto:christoph.gerlinger@bayer.com

https://www.sfds.asso.fr/

https://www.linkedin.com/groups/8579364/





 


 


For more than two years, virtual events were 


the only possibility to meet. Simply the fact that, 


this year, the IBIG Forum could be organized in 


a physical venue was perceived as a great 


achievement. From 19 to 21 October, the Italian 


biostatistics community gathered in the marvel-


ous city of Verona at the Rita Levi Montalcini 


auditorium, kindly hosted by Evotec.  


The atmosphere was just magic with not only 


perfect logistics but also amazing scientific con-


tent thanks to a great and well-mixed panel of 


speakers. Circumstances like this, plastically 


demonstrate the excellence of the group. Not 


only in terms of technical skills and methodo-


logical capabilities. It goes far beyond that: there 


is the human component which transforms a 


group of people in something more profound, 


where individuals bring ideas and share experi-


ences just for the pleasure of being of help to 


other people. IBIG has no hierarchy, no leaders, 


no jealousy; it may seem utopic, perhaps it is, 


and this is why it is working so smoothly.  


Almost 80 participants coming from different 


areas of expertise and business, embracing a 


wide range of ages, from young PhD students to 


senior company managers, discussed various 


topics from those that are hot topics nowadays, 


like Machine Learning and Estimands, through 


more established but always at the heart of the 


scientific debate, such as benefits, drawbacks, 


limits and potentialities of interim analyses and 


Risk Based Monitoring. Not to forget, a deep 


dive into programming validation with SAS and 


R and QDM principles and applications. 


Merits along with an immense gratitude go to 


all who made this event happen! 


The IBIG family is growing fast, maintaining its 


open and friendly nature on which it was found-


ed. To learn more about us, please consult 


http://www.biostatistici.it/ 


Marco Costantini for IBIG 
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Every second year the Swedish and Danish societies 


for biopharmaceutical/medical statistics, FMS and 


DSBS, arrange a joint meeting. This year’s meeting 


will take place in Malmö, Sweden on November 22.  


The theme of the meeting will be  


Data-driven research and decision-making in      


medicine and drug-development  


and there are four invited speakers:  


Markus Lange, Novartis, will talk about their work 
on "Improving the assessment of the proba-
bility of success in drug development"  


Marianne Månsson, Department of Urology, 
Sahlgrenska University Hospital, will present 
“Predicting bone metastasis in men with pros-
tate cancer – from register data to nomo-
gram”  


Daniel Gedon, Department of Information Tech-
nology, Division of Systems and Control, Upp-
sala University, will talk about “Deep Learning-
based ECG Reading in the Emergency Depart-
ment – Diagnosis of Myocardial Infarctions” 


Corine Baayen, Lundbeck, will talk about 
“Evaluating the probability of success of a trial 
or program based on multiple endpoints” 


Registration deadline is 10 November 2022. 


Sign up here for this opportunity to join your col-


leagues to discuss and learn more about how to opti-


mize the way through phase 2 and 3, and other ap-


plications of statistical methods in decision making! 


Anna Torrång for FMS/DSBS 


IBIG (Italy) 


FMS (Sweden)/DSBS (Denmark)  



http://www.biostatistici.it/

https://www.place2book.com/da/sw2/sales/g78937qyu3





 


 


 


The 2023 PSI Conference will be held face-to-


face in Hammersmith, London on the 11–14 


June 2023.  


We are now taking submissions for any of your 
contributed oral or poster abstracts but with 
particular interest in the following: 


• Estimands: methods, theory & case studies 


• Analysis of ‘big’ data e.g. RWD etc. 


• Bayesian 


• Data visualization and animation 


• Use of external data 


• Health Technology Assessment 


• Decentralized trials 


• Innovative approaches 


• Complex trial designs  


• Use of R, Python etc. 


• Analysis of Safety Data 


• Master protocols and platform trials 


• Non-technical topics e.g. leadership. 
 
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 or a solution. Please indi-


cate on your abstract form if interested. 
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The deadline for oral abstract submissions is                   
18 November 2022,                                                             


for poster abstracts 25 February 2023. 


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 templates 
on the website. It is also worth noting that anyone 
selected for oral presentation will be eligible for 10% 
off the three-day conference price. 


All abstracts should be submitted 
to PSI2023@wearemci.com 


 


Conference registration will open soon, we look for-
ward to seeing you in London!  


 


 


The Effective Statistician Podcast  


 
 
 
 
Listen here! 


 


 


 


 
 


PSI (UK) 


"We are a community dedicated 


to leading and promoting the use 


of statistics within the healthcare 


industry for the benefit of pa-


tients" 



https://psiweb.org/conferences/abstract-submissions

mailto:PSI2023@wearemci.com

https://theeffectivestatistician.com/
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JOB OPPORTUNITIES  


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.  


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


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 Grøn.  


 


 


Do you have 20 years of experience                                     


or 1 year of experience repeated 20 times?  


- L. David Marquet 


Call to action! 


We are preparing for a special Nov/Dec  


‘Xmas’ edition of the EFSPI newsletter.   


Let us know if you have anything you'd like to contribute! 



https://www.efspi.org/EFSPI/Advertisements/Job_Postings.aspx?&WebsiteKey=0b28fec8-fcd6-4283-b360-0c689a893140&hkey=df6d8219-6d64-4558-a79b-e8584079ff57

https://www.efspi.org/?msclkid=a45b5ef1b37611ec8ed6759e9a763ee7

http://www.efspi.org/EFSPI/News/Newsletters/EFSPI/News/Newsletters.aspx?hkey=2c121403-0d2d-4ab9-9a82-fce10742c0b7

mailto:justine.rochon@boehringer-ingelheim.com

mailto:rgq@novonordisk.com
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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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