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Note from the editors

We are hoping you stay safe and healthy at this unusual times. 

In the past months, all aspects of our work and life have been significantly impacted 
by the ongoing COVID-19 pandemic.  Almost all ongoing clinical trials that we are 
involved as statisticians are facing unprecedented difficulties in patient recruitment 
and treatment compliance. Many of us are also closely involved in designing new 
COVID-19 vaccine trials, treatment trials and master protocols. In order to facilitate 
the understanding of the disease diagnosis, prevention and treatment and increase 
our ability in tackling the common challenges.  As you can find in Bruce’s short mes-
sage to the BIOP members, we are inviting authors from government, industry and 
academics to write up their perspectives on the impact of COVID-19 on the ongoing 
clinical trials, and on the statistical issues of designing new COVID-19 trials. If you are 
interested in contributing an article related to COVID-19 and COVID-19 trials, please 
submit the manuscript by July 13 2020.  The contributed articles will be reviewed by 
the BIOP report editors and we will let you know if the manuscript will be accepted 
immediately or after revision within two weeks.

Transition report by Richard Zink (BIOP Chair 2019) and Bruce Binkowitz (BIOP 
Chair 2020) provides a summary of the most important initiatives and events that took 
place in 2019 and early 2020, and our plans for the rest of the year.

A timely feature article by Alex Dmitrienko (Mediana), Ilya Lipkovich (Eli Lilly) and 
Paul Gallo (Novartis) focuses on the nomination for ASA Fellowship. The article pro-
vides key information on the nomination process and we believe it will motivate our 
members to apply for ASA Fellowship in the future. 

Another feature article by Joseph Cappelleri and Andrew Bushmakin from Pfizer 
discusses on Test-Retest Reliability of an 11-Point Pain Intensity Numeric Rating Scale 
for Patients with Fibromyalgia. Their finding that at least 2 daily measurements are 
needed to be averaged to obtain an acceptable reliability of at least 0.70 could be useful 
for the statisticians who need to measure pain with satisfying reliability in clinical trials. 

Toshi Hamasaki (George Washington University) was recently appointed as the new 
editor in chief for SBR Statistics in Biopharmaceutical Research (SBR). We asked Toshi 
to share his perspectives in improving the impact of this journal and how to engage the 
contributing authors and its readers in an interview format. We would like to continue 
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A MESSAGE FROM BRUCE BINKOWITZ

Hello ASA Biopharmaceutical Section Members,

This message comes in a very different environment 
from my first 3 messages as your 2020 Section Chair.  
While it has always been obvious to us, I think the 
COVID-19 pandemic has made it clear, to a wide 
portion of the global population, the value of quality, 
informative data, and proper data interpretation.  Our 
role as statisticians has never been more important, 
either formally through your respective current roles, 
in any outreach you are doing on intercompany or 
cross-functional efforts, and even with helping your 
family and friends sort through the mass of COVID-19 
information and misinformation thrown at us every day.  
Please keep up the good efforts for furthering the cause 
of data-driven scientific decisions. 

I also want to inform you all that the BIOP Report 
Fall Issue is looking for short articles on various topics 

related to COVID-19, including its impact on ongo-
ing clinical trials and challenging design and statistical 
issues for COVID-19 trials. The BIOP Report is an 
excellent platform for sharing information and ideas 
with our colleagues and community.  Anyone who has 
interest can get in touch with the editors.

I wish you all health and safe domicile as we ride 
out this pandemic, and I look forward to the day we can 
gather again, in person, as a profession.  In the mean-
time, the joint capabilities of statisticians through virtual 
platforms, to research and inform these issues, is inspir-
ing.  We are social distancing while coming together as 
professionals for the good of the global public health.

Best Regards,

Bruce Binkowitz
2020 Chair, ASA Biopharmaceutical Section n

this series by interviewing other editors of statistical journals with broad readership among the BIOP membership. 
In a brief update, Stephen Novick (AstraZeneca) summarizes the recent activities in the Nonclinical Biostatistics Working 
Group (NCBWG).

Jie Chen (Merck) and Lisa Lupinacci (Merck) contributed a piece on Joseph F. Heyse, an early leader of the Biophar-
maceutical Section, who passed away on May 31, 2019. 

The 2019 Best Contributed Paper Awards at the Denver Joint Statistical Meeting, can be found in the section on confer-
ences update. Some of the winning talks are scheduled to present in the upcoming BIOP webinar series.

Last but certainly not the least, we would like to thank Ilya and his co-editors for their tremendous effort in compiling 
three former issues of BP (2019 spring, 2019 summer and 2019 fall/2020 winter). We have benefited greatly from Ilya’s self-
less mentoring and sharing his experience in editing the journal in the past year. n
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ASA BIOPHARMACEUTICAL SECTION 
(BIOP) TRANSITION REPORT

Greetings! Thank you for the opportunity to serve the 
membership of the Biopharmaceutical Section (BIOP), 
especially during such an exciting time of growth and 
change. 2019 was a busy year, and we hope to continue 
this momentum into 2020. Our committees have been 
extremely active in providing benefits to our members 
and preparing for our annual meetings, including our 
first virtual Spring Executive Committee meeting. We 
held two extremely successful conferences in 2019, 
our annual Regulatory-Industry Statistics Workshop 
and biennial Nonclinical Biostatistics Conference. Our 
scientific working groups (SWGs) continue to explore 
challenges and report on best practices within medical 
product development. In this article, we provide a quick 
summary of the most important initiatives and events 
that took place in 2019 and early 2020, and our plans 
for the rest of the year. 

Initiatives and Activities
Biopharmaceutical Section Scholarship
The second Biopharmaceutical Section scholarships 
were awarded in 2019. Consideration for the awards 
are based primarily on notable academic achievement 
or applied project work related to the area of biophar-
maceutical statistics and consider general academic 
performance, leadership, volunteering, and service. The 
2019 recipients are: 

• Busola Ololade Sanusi, UNC-Chapel Hill

• Laura Elizabeth Wiener, UNC-Chapel Hill

• Nina Zhou, University of Michigan Ann Arbor

The recipients were honored at the ASA Biopharma-
ceutical Section Business Meeting at the Joint Statisti-
cal Meetings (JSM) in Denver, Colorado. Due to the 
overwhelming interest in the award (a 5-fold increase 
in applications between the first and second year), the 
Executive Committee voted to increase the number of 
potential annual awardees from 3 to 5.
 

Biopharmaceutical Section 40th Anniversary 
The Biopharmaceutical Section celebrates its 40th anni-
versary as a section in 2021. The Committee is plan-
ning events and sessions for the 2021 Joint Statistical 
Meetings and Regulatory-Industry Statistics Workshop. 
Recent issues of the Biopharmaceutical Report have 
included articles from long time members on the impor-
tance of the Section both personally and professionally. 
We hope you have enjoyed reading these articles; if you 
are interested in sharing your thoughts with the com-
munity, please reach out to the editors.

Regulatory-Industry Statistics Workshop
2019 was the third year in a row for sellout crowds for 
the Regulatory-Industry Statistics Workshop! Through 
efforts from ASA meeting planners and the Workshop 
Task Force, we finally identified new space at the 
Bethesda North Marriott Hotel and Conference Center 
which will allow for growth and additional flexibility 
for activities within the Workshop. 

We are also very happy to report that our initial 
attempt at meeting sponsorship was highly successful! 
We raised over $30K to support Workshop activities. 
Sponsorships for the 2020 Workshop are already well 
underway, but numerous opportunities remain.

We are also striving to make it easier for students to 
attend the workshop, reducing registration fees to $25 
and providing travel awards to present their research (10 
awards were given in 2019).

Statistical Leadership
We had numerous discussions in 2019 about the impor-
tance of statistical leadership. The Executive Committee 
formed a Leadership in Practice committee to identify 
current opportunities for leadership development and to 
develop or propose courses for our future conferences.

Fellows Committee
We have revamped the Fellows Committee. This commit-
tee will identify potential fellows from within BIOP and 
provide guidance in submitting nomination packages. 

Richard C. Zink (BIOP Chair 2019) and Bruce Binkowitz (BIOP Chair 2020)

https://community.amstat.org/biop/awards/scholarship
https://ww2.amstat.org/meetings/biop/2020/sponsors.cfm
https://community.amstat.org/biop/aboutus/sub-committees/fellows141
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Conferences and Workshops
JSM
The Section had a successful presence at JSM in Den-
ver, Colorado in 2019. The Section sponsored 5 invited 
sessions (and co-sponsored 10 others), 6 roundtables, 
16 topic-contributed sessions and 21 contributed sessions 
as well as 2 short courses. For JSM 2020, we expect to 
have a similar presence for invited sessions, topic-con-
tributed sessions, contributed sessions, short courses, and 
roundtables. Our Program Chair, Stephanie Keeton, and 
numerous volunteers have been hard at work planning 
these activities.  

The Biopharmaceutical Section was also a Diamond 
sponsor of the 2019 Diversity Workshop and Mentor-
ing program which provides mentoring, networking, 
and leadership development opportunities to numerous 
attendees. We are proud to have sponsored such impor-
tant outreach to the next generation of statisticians!

ASA Biopharmaceutical Section Regulatory-Industry  
Statistics Workshop
The 2019 Regulatory-Industry Statistics Workshop held 
in Washington, D.C. in September was a huge success 
and our third sell out in a row! The Workshop was 
co-chaired by Judy Li and Renée Rees and they did a 
fantastic job. The theme chosen by the steering com-
mittee (From Small Data to Big Data, from RCT to 
RWE, the Impact of Statistics) reflected the increasing 
interest in the development of methodologies for rare 
diseases, utilizing real-world data in development and 
post-marketing activities, and exploring opportunities 
for machine learning and artificial intelligence. The 
Workshop’s steering committee put together an exciting 
program with two plenary sessions that featured presen-
tations from industry and regulatory statistical experts, 
42 sessions, 42 roundtable discussions, a poster session 
featuring 36 posters, and 10 half-day courses (a first!). 

Thanks to the Steering Committee and all of the 
many volunteers that devote their time to making this 
such a great event!

We look forward to the 2020 Workshop, which will be 
held on September 23-25 at the Bethesda North Marriott 
Hotel & Conference Center. Co-chairs Thomas Birkner 
and Yabing Mai have begun organizing this incredible 
workshop. The theme of the 2020 Workshop will be 
“Lead and Impact: Turning Innovation into Practice.” 

ASA Biopharmaceutical Section Nonclinical Biostatistics 
Conference
The 2019 Nonclinical Biostatistics Conference (NCB), 
co-chaired by Steven Novick and John Kolassa, took 
place at Rutgers University June 17-19 with a theme 
of Nonclinical Biostatistics – Advancing Drug Devel-
opment from Discovery to Commercialization. There 
were 130 attendees. ASA President, Karen Kafadar, and 
José Pinheiro provided keynotes in cancer screening 
trials and MCP-Mod, respectively. A special issue of 
Statistics in Biopharmaceutical Research is already in 
progress to highlight research presented at the meeting. 
Preparation is already underway for the next NCB in 
2021 with co-chairs Xin Huang and John Kolassa.

Scientific Working Groups
The process of establishing new working groups is over-
seen by the Scientific Working Group (SWG) Committee. 
Through the SWG Committee, section members can sub-
mit research topics that contribute to the goals of advanc-
ing the science, enabling innovation, and leveraging the 
membership expertise. The establishment of the working 
group must be approved by the Section Executive Com-
mittee and each scientific working group must provide a 
yearly update report to the Executive Committee.

In 2019, a scientific working group for Estimands in 
Oncology received approval by the Executive Commit-
tee This group is co-chaired by Evgeny Degtyarev and 
Kaspar Rufibach, and is our first SWG cosponsored by 
the European Federation of Statisticians in the Pharma-
ceutical Industry (EFSPI).

Individuals interested in forming a new SWG can 
review the guidelines for more information. 

Outreach
We are always looking for new ways to build syner-
gies with other groups and share best practices within 
our own membership! We are exploring opportunities 
to collaborate with Statisticians in the Pharmaceutical 
Industry (PSI) in Europe, as well as statisticians within 
the pharmaceutical industry in Japan. 

2019 was very active on our publication front, with 
12 new podcasts, 10 webinars, 3 issues of the Biophar-
maceutical Report, and YouTube series on simulating 
adaptive trials and statistical leadership. We hope 2020 
will be the first year we begin archiving videos of our 
webinars on our YouTube channel.

https://community.amstat.org/cmis/events/dwmp/dwmp2019
https://community.amstat.org/cmis/events/dwmp/dwmp2019
https://ww2.amstat.org/meetings/biop/2019/
https://ww2.amstat.org/meetings/biop/2020/
https://community.amstat.org/biop/events/ncb/index
https://community.amstat.org/biop/aboutus/sub-committees/swg
http://www.buzzsprout.com/16296/
https://community.amstat.org/biop/media-contents/webinararchive
https://community.amstat.org/biop/biopharmreport
https://community.amstat.org/biop/biopharmreport
https://community.amstat.org/biop/media-contents/youtube
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We completed 5 years of the BIOP mentoring pro-
gram! This program has been beneficial in pairing 
students and young professionals with more veteran 
members of the Section to provide career advice. We are 
looking forward to many more years of this successful 
program.

While BIOP is one of the largest ASA Sections, we 
have made concerted efforts to highlight the benefits 
of BIOP membership at our conferences and in our 
publications (Vol 26, issue 2). We think we provide a 
lot of educational and networking opportunities to our 
members. We hope you think so too. Please encourage 
others to join the Section!

Biopharmaceutical Section Newly 
Elected Officers
We would like to welcome the following elected offi-
cers to the Biopharmaceutical Section Executive Com-
mittee for 2019:

• Weili He, Chair-Elect for 2020 following as 
Chair in 2021

• Jonathan Moscovici, Program Chair-Elect in 
2020 following as Program Chair in 2021

• Jane Qian, Treasurer for a 3-year term (2020-2022)

• Ted Lystig, Council of Sections Representative 
for a 3-year term (2020-2022)

We know these individuals will do a fantastic job rep-
resenting the Section and we wish them the best of luck!

Final Thoughts
We would like to take this opportunity to thank all of the 
elected officers, committee chairs, and committee mem-
bers for their commitment, time, energy, and expertise 
in the smooth running of the Section. Without all of you, 
the Section would not be able to accomplish everything 
that it does. 

Outgoing elected officers in 2019 included:

• Heather Thomas, Past Chair (Chair in 2018)

• Margaret Gamalo-Siebers, Program Chair

• Alan Hartford, Treasurer

• Erik Pulkstenis, Council of Sections Representative

Curious to see what it takes to keep the Section run-
ning? Check out our Charter and our Manual of Opera-
tions under the About Us tab of our website. Thanks to 
Heather Thomas for leading the much needed overhaul 
of the Manual this past year.

Finally, we would like to thank the membership for 
your support of our very active section. We are looking 
forward to a productive 2020!

Cheers!
Richard and Bruce n

https://community.amstat.org/biop/aboutus/sub-committees/mentoring
https://community.amstat.org/biop/aboutus/sub-committees/mentoring
https://higherlogicdownload.s3.amazonaws.com/AMSTAT/fa4dd52c-8429-41d0-abdf-0011047bfa19/UploadedImages/BIOP%20Report/BioPharm_summer2019FINAL3.pdf
https://higherlogicdownload.s3.amazonaws.com/AMSTAT/fa4dd52c-8429-41d0-abdf-0011047bfa19/UploadedImages/Charter_of_the_ASA_Biopharmaceutical_Section_Final_Approved_2018.pdf
http://higherlogicdownload.s3.amazonaws.com/AMSTAT/fa4dd52c-8429-41d0-abdf-0011047bfa19/UploadedImages/Manual_of_Operations_2019_FINAL.pdf
http://higherlogicdownload.s3.amazonaws.com/AMSTAT/fa4dd52c-8429-41d0-abdf-0011047bfa19/UploadedImages/Manual_of_Operations_2019_FINAL.pdf
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NOMINATION FOR ASA FELLOWSHIP

Introduction
Being elected as an ASA Fellow is a very important 
milestone in the career of a professional statistician.  
ASA Fellowship has been a great honor for numerous 
members of the Biopharmaceutical Section (BIOP).  
Figure 1 presents the number of elected ASA Fel-
lows (total and BIOP members) since 1967. As can be 
inferred from the graph, about 15% of ASA Fellows 
elected in most recent years were BIOP members. We 
choose 1967 as the starting point because this is when 
the first BIOP member was elected, Dr. Edmund A. 
Gehan, Professor Emeritus of Biostatistics at George-
town University.  Note that it was not until 1981 that 
the BIOP subsection was inducted into the ASA as a full 
section (see the BIOP history page). 

Figure 1. The number of elected ASA Fellows, total and BIOP members, 
1967-2019.

In this article we would like to share key pieces of 
information on the nomination process and encourage 
our members to apply for ASA Fellowship. To help 
future nominees, a Fellows nomination committee has 
been operating within the Section.  The committee’s 
members are ASA Fellows, many of whom have suc-
cessfully nominated others for ASA Fellowship.  Even 
though this committee cannot directly nominate ASA 
members, it can serve as a great resource for those who 
are new to the process.  For example, members of the 

Fellows nomination committee can provide general 
advice and review nomination packages. 

To become a Fellow, an ASA member is nominated 
by another member and the nomination needs to be 
supported by three individuals, most commonly ASA 
members and preferably ASA (this number was recently 
reduced from four to three).  The nomination package 
and letters of recommendation are due on March 1.  The 
nomination packages are reviewed by the ASA Commit-
tee on Fellows and decisions are typically announced in 
April.  The award ceremony is held at JSM, normally on 
Tuesday night right after the ASA President’s Address.   

You can learn more about the nomination process by 
visiting these pages on the ASA web site:

• Nomination Resources

• ASA Committee on Fellows

• List of ASA Fellows

In addition to these regular sources of information, 
we felt it would be important to learn directly from 
our members who have nominated others for ASA 
Fellowship or have recently gone through the nomina-
tion process themselves.  We contacted several section 
members, including two authors of this article, and these 
individuals provided a summary of key points from their 
experiences as a nominee, described what they learned 
while nominating others, and shared advice for those 
considering nomination for ASA Fellowship.  Many 
of the contributors have a long history of successful 
ASA Fellow nominations, and some have served on 
the ASA Committee on Fellows.  This includes Ivan 
Chan, Christy Chuang-Stein, Paul Gallo and 
Stephen Ruberg (Ivan currently serves on this ASA 
Committee).  We would like to thank these members 
for setting aside time to tell us about their experiences, 
provide general guidance and give practical pointers.

The summaries are presented below in an alphabeti-
cal order.  We hope you find them useful. If you have 
any questions related to the nomination process, please 
contact Ilya Lipkovich (ilya.lipkovich@lilly.com) 
who currently serves as the chair of the Section’s Fel-
lows nomination committee.  Also we will be offering 

Alex Dmitrienko (Mediana), Ilya Lipkovich (Eli Lilly) and Paul Gallo (Novartis)

https://community.amstat.org/biop/aboutus/history
https://www.amstat.org/ASA/Your-Career/Awards/ASA-Fellows.aspx
https://ww2.amstat.org/committees/commdetails.cfm?txtComm=SCNAWD01
https://en.wikipedia.org/wiki/List_of_fellows_of_the_American_Statistical_Association
mailto:ilya.lipkovich@lilly.com
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an ASA-sponsored webinar “ASA Fellow Nomination 
for biopharmaceutical statisticians: Strategies and tac-
tics” whose speakers and panelist will be many contrib-
utors of this article.  The webinar is currently scheduled 
for September 17, 2020 and will be announced via ASA 
BIOP email distribution. 

Bruce Binkowitz (Shionogi, ASA Fellow 2015)
I was fortunate to have a very experienced sponsor for 
my nomination and consider being an ASA Fellow one 
of the greatest honors of my career.  My sponsor taught 
me so much that I also learned how to write impactful 
supporting letters and how to sponsor a potential new 
ASA fellow.  I carried my experience successfully for-
ward.  When I was nominated, from the start my spon-
sor told me how it was going to go, and there were no 
surprises.  Start early by going through the application 
and thinking about what you want to put into each sec-
tion of the nomination form.  What are your strengths 
and weaknesses?  Which sections in the application are 
your strengths? Write down everything you can think of 
and worry about the word limits later.  

I learned that it is not only important to think about 
who will write my letters of recommendation, but it 
is just as important how to use those letters of recom-
mendation.  The letters should be used to go deeper into 
accomplishments from the various sections of the appli-
cation.  The nomination form has a limit on how much 
can be written in each section. The recommendation 
letters can be the “extra space” you need and supple-
ment a specific section, so tying a letter to a section in 
the application works well.  Also, the diversity of the 
letters of recommendation matters.  Getting all your let-
ters from current co-workers isn’t likely to impress the 
ASA Committee on Fellows.  Are you a statistician in 
the pharmaceutical industry? Letters from FDA statisti-
cians and academic statisticians can be a well-rounded 
package.  Do you have a major accomplishment that 
needed collaboration with non-statisticians?  If the 
non-statistician has a good reputation, perhaps such a 
letter from a non-statistician can boost your package.  
For most candidates, it is unlikely that everyone on the 
committee will know who you are, so the recommenda-
tion letters say a lot about who knows you.  If you have 
well-respected ASA Fellow statisticians writing you 
letters, their credibility rubs off on your application.  In 
addition, an extra letter may be helpful, one more than 

required.  You then have the option to leave one out 
when submitting the package. 

You and your sponsor should discuss where each let-
ter fits in, and when asking someone to write a letter, 
you can suggest areas of focus. When requesting letters 
of recommendation, give the writers plenty of time (2-3 
months) to write and request them to be completed well 
before the deadline. You can submit the packages well 
ahead of the deadline, when the reviewers can take the 
time to review the package on its own, as opposed to the 
bolus received at the deadline.

If you are sponsoring a nomination package, get 
more eyes on that package.  Use your network to reach 
out to others who have successfully sponsored someone, 
or who used to serve on the ASA Committee on Fellows 
and have them read the package and give opinions.  As a 
sponsor, you may get too close to the package and other 
perspectives will strengthen it.

I have also learned that it is never too early to start 
planning to be an ASA Fellow.  For example, this is an 
ASA Fellowship, so what have you done for the ASA?  
If nothing, planning ahead to get some involvement sets 
you up well later on. You don’t have to be spectacular 
in every section of the nomination form but understand 
what the sections are, identify your strengths, and decide 
if you need to address any weaker areas.  If you are a 
statistical leader and mentor, discuss with your mentees 
the idea of becoming a Fellow in the future and build-
ing a plan towards that goal.  Of course, some people 
never think about it, don’t plan for it, but at the time 
of application have built strong enough accomplish-
ments anyway.  That was me – I was lucky, and from 
that I learned that applying to be a Fellow is something 
you can actively plan for since there is no downside to 
thinking about it ahead of time, and for those of us lucky 
enough to be an ASA Fellow, helping younger statisti-
cians plan for their goal is a rewarding endeavor.  

Ivan Chan (AbbVie, ASA Fellow 2011, ASA 
Committee on Fellows 2018-2020)
The ASA Fellows nomination package lists several 
categories of contributions that may be considered, 
including statistical applications, administration of sta-
tistical activities, teaching, research and service to the 
profession (ASA and other statistical societies). When 
preparing the nomination package, it is not required to 
fill in all categories. Instead, it is recommended to focus 
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on the categories where the nominee’s contributions are 
outstanding. The ASA Fellows website offers lots of 
useful advice for preparing the package. In the follow-
ing, some additional tips are offered to help strengthen 
the nomination based on my experiences with the ASA 
Fellows Committee.

When describing the nominee’s contribution, it is 
important to tell the story of contribution and its impact, 
such as the challenge, innovation/novelty of the research 
or application of statistical methods, and the impact. For 
research contributions, one can include statistical meth-
odology as well as development of software for imple-
menting new statistical methods. It will be good to not 
only include the number of publications, but also talk 
about the impact in terms of the number of citations (or 
how widely the software is used) and applications of the 
methods or software to solve real-life problems.

Many statisticians working in the biopharmaceutical 
industry are making significant contributions to drug 
development in a variety of capacities. For example, 
development or innovative application of statistical 
methods may have led to better data analysis and inter-
pretation, identification of predictive genomic signa-
tures and biomarkers, better decision making on drug 
candidates, acceleration of clinical trials, and/or faster 
approval of new drugs.  In addition, ASA Fellowship 
recognizes organizational leadership for someone who 
has created a positive environment that fosters scientific 
excellence, innovation, influence, and growth of statisti-
cians in the organization. It will be important to tell the 
story of how the nominee’s contributions have signifi-
cantly impacted the drug development or the growth of 
the statistical organization.

Regarding service to the profession, involvement in 
leadership activities in the ASA is considered to be very 
important, especially for statisticians residing in the 
US. Activities in other statistical societies are helpful as 
well. There are many ways statisticians can get involved 
in the ASA, e.g., participating in local ASA chapters, the 
Biopharmaceutical section and multiple ASA commit-
tees. For international members, it is useful to describe 
the leadership activities connecting with ASA’s mission 
of international outreach, in addition to the activities 
in their country. As a general guideline, for example, 
chairing a local chapter, an ASA’s special section, serv-
ing on an editorial board of a journal, or a major meet-
ing’s program committee is considered an outstanding 

contribution to the profession. Be sure to include the 
professional activities in the CV and highlight them in 
the nomination package.

Recommendation letters should be written by experts 
who know the nominee’s work and can provide accurate 
assessment of the contributions. It is a good strategy 
to have the letters covering different aspects of the 
nominee’s contributions so that they will provide, in 
aggregate, strong support to the overall nomination. 
Also, supporting letters from ASA fellows tend to carry 
more weight as the letter writers themselves have gone 
through the rigorous nomination process.

Christy Chuang-Stein (Chuang-Stein 
Consulting LLC, ASA Fellow 1998, ASA 
Committee on Fellows 2008-2010)
I have served on ASA Committee on Fellows and many 
other award committees sponsored by statistical profes-
sional organizations. I have also nominated individuals 
for ASA fellows and have written supporting letters for 
many nominees. Based on my cumulative experience, I 
would like to offer some suggestions for an individual 
who is considering to nominate a colleague now or 
in the future. Needless to say, all suggestions below 
require input from the candidate himself/herself prior to 
implementation.

• Identify individuals who are truly familiar with 
the candidate’s work and are willing to spend 
time writing letters that describe the influence 
and impact of the candidate’s contributions. 
Specific examples of influence and impact are 
particularly helpful. 

• Coordinate with the letter writers to take a 
divide-and-conquer approach to cover different 
categories in Section IX (Supporting Statements) 
of the nomination form. One writer may focus 
on Subsection D (Teaching and dissemination 
of statistical knowledge) while another focus on 
Subsection E (Statistical Research). This strategy 
allows in-depth discussions of a candidate’s con-
tributions in diverse areas.

• Plan ahead on the candidate’s contributions 
in Subsection F (Activities related only to the 
American Statistical Association). Since the 
honor is bestowed by the ASA, it is important 
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that a candidate has made substantial contribu-
tions to the ASA. Contributions can take many 
different forms, including being an officer of an 
ASA Chapter/Section, a member of the organiz-
ing committee of a prominent ASA meeting (e.g., 
the Joint Statistical Meetings), program chair 
of the Biopharmaceutical Section’s regulatory-
industry statistics workshop, a member of the 
editorial board of an ASA journal or the Section’s 
Biopharmaceutical Report. 

• Discuss with the candidate how to address Sec-
tion VIII (List of Major Publications Containing 
Statistical Content). Publications with substantial 
statistical contributions are typically required. 
Statisticians who aspire to be nominated for ASA 
fellowship one day should plan early in their 
career to establish a track record on publications. 

Paul Gallo (Novartis, ASA Fellow 2014, ASA 
Committee on Fellows 2016-2018)
I had the honor of being a member of the ASA Commit-
tee on Fellows, and served as its Chair during the last 
year of my term. This rewarding experience gave me 
some valuable perspectives on how to make a good case 
for nominees. I’ll try to pass on some of these below, 
with particular emphasis on issues relevant for potential 
nominees from the Biopharmaceutical Section.

A successful nomination package is very often the 
result of a close collaboration between the nominator 
and nominee, to clearly and most compellingly convey 
the candidate’s achievements. Most potential fellows 
are nominated at a point of their careers where their 
record of accomplishments first reaches a level that 
makes them viable candidates for fellowship; many suc-
cessful nominees will at a later point in the career look 
like very obvious choices, but that’s not necessarily the 
case when their nominations first come before the com-
mittee. The committee thus works extremely intensively 
each spring to understand and distinguish between 
nominees who overall may seem similarly viable. This 
is complicated by the fact that nominees have very var-
ied sets of backgrounds and achievements, across varied 
spheres of experience (academic, industry, government, 
etc.). The committee is also very diverse in this sense; 
in my experience, committee members worked together 
very conscientiously and cooperatively to help each 

other understand the achievements of candidates whose 
experiences were in different settings. A clear, complete, 
well-organized nomination package that appropriately 
emphasizes the candidate’s strongest areas of achieve-
ment will play a key role in a successful nomination.

One general piece of advice is that the nomination 
package should not sound like a “job description”. 
Literally thousands of ASA members hold important 
positions that their skills and experiences have qualified 
them for, and perform their roles well. Describing in a 
very general manner the background that led nominees 
to their current position, or responsibilities they have 
in that position, may not distinguish them from others 
who hold similar positions in other organizations. The 
challenge for nominators is to try to convey what dis-
tinguishes their candidates, and makes them more influ-
ential and impactful compared to others holding similar 
positions, or why their candidate has an impressive and 
particularly noteworthy body of achievement beyond 
what might be expected of others in similar positions.

The committee commonly sees non-specific phrases 
with flowery adjectives describing their candidates’ 
attributes, e.g., “an outstanding instructor”, “an insight-
ful consultant who gets to the heart of the matter”, 
“communicates extremely clearly” “a great motivator 
of his/her staff”, “a valued mentor”, etc. That may all 
be quite true but it’s good to keep in mind that nearly 
all nominations contain such phrases. The most effec-
tive packages provide specific details or illustrations 
that make clear to the committee why the claim is 
particularly and unusually true for their candidate. The 
supporting letters are often a good place for this, as 
described later.

It should not necessarily be assumed that statisti-
cians automatically receive credited for favorable or 
meaningful results in important data analysis activities 
in which they were involved. Using the pharmaceutical 
industry as an example, several statisticians may have 
played roles in the development or approval processes 
of an important therapy. But does that in itself necessar-
ily demonstrate that a nominee’s contribution was vital? 
Perhaps the data were sufficiently strong to largely 
speak for themselves. But if it can be described how a 
statistician directly influenced the use of a novel or non-
standard study design or cutting-edge analysis method 
that played a key role in the development of that treat-
ment, that will make a much stronger case.  
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Section IX (Supporting Statements) of the nomina-
tion form includes seven sub-categories which we may 
summarize as: 1) applications / consultation: results; 
2) applications / consultation: methods; 3) administra-
tion; 4) teaching; 5) research; 6) ASA service; 7) other 
(including non-ASA professional service). Few, if any, 
candidates can excel in all areas, and most nominees’ 
cases will be carried on the strength of their strongest 
few areas. Thus it is not required that all sub-sections of 
Section IX be filled out. 

Among the sub-sections, the importance of the 
“service” category cannot be overlooked. While this 
category rarely carries a successful candidacy entirely 
on its own, the committee will generally be looking 
for evidence of meaningful service. This is consistent 
with the charge the committee receives from the ASA 
Board of Directors and the ASA constitution. Broadly, 
we might think of “service” as meaningful activity 
benefiting the statistical community, with strong empha-
sis on ASA-related activities, that goes beyond one’s 
employment responsibilities. This can take many forms, 
including: ASA chapter or section office or meaningful 
chapter/section activity; membership on ASA commit-
tees; journal editorial positions (by the way, refereeing 
several journal articles will generally not be viewed as 
meaningful service); leadership role in the organization 
of important conferences; impactful contributions to 
important working groups; impactful outreach activities 
of statistics to other fields or communities.  

Supporting letters are an important part of the pack-
age. Certainly it’s helpful to obtain letters from promi-
nent individuals in our field. But if letters only dryly 
repeat details provided elsewhere in the package, this 
will usually add little strength to the package. The most 
effective letters provide some “backstory”, or deeper 
behind-the-scenes perspective, from someone in posi-
tion to know, on how or why a nominee’s achievements 
were impactful, details that might not fully come across 
elsewhere in the nomination package where space is 
limited. For example: a recognized technical subject 
matter expert might describe why a nominee’s research 
papers in their area were a particular breakthrough, 
because the nominee came up with key insights that 
advanced practice or research; the leader of a working 
group might write convincingly how a nominee had a 
driving role in the group’s accomplishments or came up 

with key ideas that the group put forth, or was its des-
ignated spokesperson at public forums; a chapter presi-
dent might describe another officer’s specific impactful 
contributions that enhanced chapter activities; a journal 
Editor-in-Chief might describe an Associate Editor’s 
unique editorial contributions; etc. Details are always 
important; as mentioned previously most packages 
contain broad statements with superlative adjectives, 
but the nominations that support these with concrete 
examples and illustrations can make the package much 
more compelling to the committee. 

Ilya Lipkovich (Eli Lilly, ASA Fellow 2018)
Becoming an ASA Fellow is one of the most signifi-
cant and rewarding steps in my career as a statistician. 
Whether successful or not, however, the nomination 
process is important in itself for setting a stage where 
one can reflect on his or her contributions to the profes-
sion of statistics. 

The nomination form defines multiple categories and 
the nomination process is like putting together a promo-
tional dossier. It motivates the nominee to think where 
and how he or she made a difference and how its impact 
could be measured. Most importantly, someone, prefer-
ably an ASA Fellow, should recognize the impact and 
be willing to write a supporting letter. This means more 
than recognition of academic achievements (research 
being just one of the categories by which a candidate 
is evaluated). A letter of recommendation from another 
ASA Fellow means that the applicant established cred-
ibility that cannot be obtained by anything but years of 
dedicated work serving the community. 

The many ways we influence, help, motivate, educate 
and develop other people in the statistical community 
may often go unnoticed by us but not by those whom we 
help and serve. We may give someone only a 10-minute 
consultation on what methods to use, while with others 
we form long-term professional relationships. People 
whose names I may now even struggle to recall have 
phoned or emailed me to say “thank you” for giving 
them advice or help with writing or debugging a piece 
of code, deriving a formula or explaining how to deal 
with a difficult statistical problem. In the nomination 
process of course you had better remember such people, 
since they would be the most willing to support your 
nomination. Frankly, the most delightful for me was not 
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that I was elected an ASA Fellow, but that I managed 
to earn credibility with very fine statisticians who sup-
ported my nomination.

Bill Pikounis (Johnson & Johnson, ASA 
Fellow 2014)
Many excellent points and recommendations have been 
made by co-authors of this article and I will try to pro-
vide some value-added ones here.

My path from a nominee to the acceptance in the 
2014 Fellows class covered several years. I was first 
approached by a long-time colleague and pleasantly 
surprised and honored to be even considered a potential 
nominee. But my instinct told me I was not ready yet, 
particularly with respect to service to both the statistics 
profession and the ASA itself.  It has been mentioned 
how critical it is to hold, act, and accomplish as an offi-
cer or representative in an ASA section or chapter, for 
example. Tangible results matter. 

I returned to the thought a couple years later and 
decided to take full ownership. I approached multiple 
long-time colleagues to gauge their perspectives. I felt 
one individual colleague was a clear choice to ask to 
be my nominator, and they graciously agreed. I knew 
they would only do it if they felt my application would 
be worthy and stand a good chance of being successful.  
For the remaining colleagues, I asked each of them to 
consider writing a letter of support. I tried to have the 
letters sourced from different dimensions of my career, 
which has only been in positions at pharmaceutical 
companies: healthcare industry, academic, service and 
regulatory interactions.  One interesting footnote was 
that I did not rely on any current colleagues at my own 
company for a letter of support. I asked a client manu-
facturing R&D area Vice President who I had worked 
with in successful filings for new medicines. Like my 
nominator, I knew they would be rational and represent 
my value accurately and persuasively. 

I felt it was important to clear the path for my nomi-
nator and other colleagues in putting together the pack-
age. I spent one fully focused day in early January 2014 
preparing a draft form that I could fill in as much as pos-
sible before sending it on to my nominator.  I also made 
sure by that time to have connected my nominator to 
those colleagues who agreed to write letters of support. 
With the deadline of March 1 that year for application, I 
then was able to follow the lead of my nominator, who 

was conscientious to follow-up with colleagues who 
had agreed to write letters, and prepare and submit the 
application well ahead of the deadline.  There were just 
a couple of check-ins between me and my nominator 
to clarify any of my nominator’s questions and keep 
progressing. 

More recently I have experienced the role of being a 
nominator and a support letter writer. While I am for-
ever grateful that my own nomination was accepted the 
first time, I have now seen the other side where nomi-
nations were not accepted. I have felt disappointed for 
my nominees as if it were my own nomination.  There 
is no individual feedback provided by the ASA Com-
mittee Fellows to nominators or nominees on why the 
application was not accepted.  Time remains on our side 
though, as the Fellows review cycle is well-established 
and executed on an annual basis. Hope remains if you 
feel that the application was worthy and based on rea-
sonable, objective evidence in the first place.  In my 
own case as a nominator, I will continue to connect with 
colleagues who can advise based on their experiences, 
including ones who agreed to provide letters of support 
in the first try. They are glad to help again. Concur-
rently the nominee must continue to take ownership and 
improve upon their qualifications and seek advisement 
from their networks to build a sufficiently strong appli-
cation for next time.  

Stephen Ruberg (Analytix Thinking, ASA 
Fellow 1994, ASA Committee on Fellows 
2012-2014)
ASA Fellowship is an honor for our profession and a 
source of pride for recipients. As one who has success-
fully nominated multiple candidates, I can also say that 
there is a sense of satisfaction that comes with a suc-
cessful nomination as well. As with many activities in 
life, success can depend on an intentional approach and 
a strategic plan. Herein, I will share my experiences as 
an outsider making nominations and an insider from my 
ASA Fellows Committee membership.

As a nominator, I have a playbook, a strategy, a plan 
or a template, whichever you may want to call it. It goes 
like this.

Identify a good and deserving candidate. It helps to 
identify people you know who have been elected ASA 
Fellow and understand what they have done to achieve 
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this honor. Then you and your candidate can assess 
whether they may measure up. I have discussed candi-
dacy with some individuals and pointed out that they 
may not be ready for nomination and also identified 
those areas where they could bolster their accomplish-
ments to become a worthy candidate.

Discuss with your candidate what are their key 
strengths and contributions that make them a suitable 
candidate. I usually like to focus on 3-4 key themes 
where they have made strong contributions to the 
profession and the ASA. These could be research/
publications, service on ASA Committees, organizing 
professional meetings, teaching/mentoring statisticians, 
leadership within their employer organization, etc.

Identify other ASA Fellows who would be willing to 
write a letter of support for your candidate. I strongly 
recommend that they all be ASA Fellows. At times, I 
have even solicited a few additional letters and chose 
the best letters to put into the nomination. 

An important aspect of the supporting letters is that 
they should be complementary in the material they 
cover. Each letter writer should be aligned with 1-2 of 
the key strengths/themes that you have selected. Then, 
as a nominator, I write a letter of “instructions” to the 
letter writers. The basic instructions I give for structur-
ing their letter are these:

• First paragraph: Describe how you know the 
candidate and for how long. This establishes 
credibility that the writer can speak with author-
ity about the candidate’s qualifications.

• Second/Third paragraph: Use a full paragraph 
to cover each assigned theme/strength. Those 
paragraphs should be explicit with contributions, 
contain concrete examples and ultimately end 
with the value, impact or influence of the candi-
date’s work.

• Final paragraph: This is where the letter writer is 
free to add other personal comments. This might 
include other notable qualities of the candidate 
(e.g. they are open-minded, curious, easy to work 
with, a good leader, etc.). 

• Closing statement: The writer should make a 
definitive statement or two affirming that the 
candidate is deserving of ASA Fellow.

The supporting statements in Section IX are the lon-
gest and most detailed part of the nomination form and 
allow considerable room for elaborating the nominee’s 
contributions. It is not required to fill in each of the sec-
tions, but a deserving candidate should have something 
notable to discuss in many of the sections.

• The key elements here are to discuss what is 
novel, above-and-beyond the call of their job/role 
or demonstrates technical or administrative lead-
ership and how those contributions were valu-
able, impactful or influential to their employer, 
the profession or society. As with the letters, it 
is more important to describe concrete examples 
to support your claims of the candidate’s contri-
butions. One good example described in more 
detail that highlights the candidate’s contribu-
tions to an endeavor is more important than 
many short, vague sentences. If a candidate has 
many examples in one section of the nomina-
tion, a second example may be highlighted, but 
there are some size constraints on the supporting 
statements. A general statement at the end of the 
section can state, for example, “There are many 
other examples similar to the above where the 
candidate provided excellent leadership for the 
development and approval of drug x, drug y and 
drug z which span multiple therapeutic areas. 
This shows the diversity and breadth of knowl-
edge and influence of the candidate.”

• This is also where statements from the additional 
letters (if you have any) can be incorporated. I 
have often used quotes from such letters in the 
supporting statements while pointing out who 
made those statements. Furthermore, there are 
times when I have solicited e-mail notes from oth-
ers who know the candidate to get some additional 
positive statements and supporting material. This 
might be a Chapter President, a co-author of a 
paper, a regulator or another academic. This helps 
convey to the ASA Committee on Fellows that 
there is broad support for the candidate.

Finally, I suggest using meaningful adjectives and 
adverbs in the write-up without going “over the top.” 
For example, use “excellent leadership,” or “consider-
able organizational skills” or “innovative insights” etc. 
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Again, a few well-placed qualifiers convey the candi-
date’s contributions and personal qualities.

I hope this guideline helps others organize a thought-
ful, cohesive nomination package for the candidate. 
Allowing the ASA Committee on Fellows to see influ-
ential and impactful contributions from several different 
directions and in several different dimensions of our 
profession will give the nominee the best chance of suc-
cess in the committee deliberations.

Lanju Zhang (AbbVie, ASA Fellow 2019)
ASA fellowship is a significant career milestone and 
therefore a great honor for any statistician. However, for 
most nominees, this honor will not come like a Nobel 
prize award, delivered by a surprise phone call without 
one’s own involvement. Instead, it is more like a cam-
paign for a public office and the nominee needs to take 
the lead in planning, organizing the nomination team, 
preparing the package, and managing the whole process 
with the nominator. I just finished this process and very 
luckily was awarded this honor. In the following, I would 
like to share some of my learnings with future candidates. 

Identify key contributions and draft a citation. It is 
important to remember that a candidate may not and 
does not have to excel in all the features described. As 
an industry statistician, I didn’t include any information 
on teaching or mentoring in my package. The candidate 
should select features where he or she has made sig-
nificant contributions and, since there is a space limit, 
this strategy can leave enough space to spotlight the 
candidate’s strengths. Secondly, the citation will help 
determine how the candidate should prepare the pack-
age, select the letter writers and essentially defines the 
nomination. My citation included contributions to three 
areas (nonclinical statistics, adaptive designs and pro-
fessional service) and the package focused on how to 
substantiate the citation with examples. 

Find highly influential references. Check all your 
professional connections and acquaintances to identify 
those who know you best and are willing to write a 
strong supporting letter. The letters should corroborate 
what is included in the package from a subject-matter 
expert’s perspective. In addition, it is extremely help-
ful if the letters can complement the package instead 

of repeating the information presented in the package. 
If possible, choose references from both academia and 
industry. My nomination package was supported by 
three industry experts and an academic expert. 

Start early and take the ownership. It is critical to 
start the nomination process early. Some potential refer-
ences could have already committed to other candidates 
and the best timing may be around late July or early 
August.  It is important to take the ownership. It is dif-
ficult to overstate the importance of the nominator who 
provides strategic oversight of the nomination but the 
candidate should not expect to just hand over the CV to 
the nominator and sit back. The candidate needs to work 
closely with the nominator to prepare the best package. 

I want to reiterate that only a few candidates are 
elected each year. The outcome doesn’t only depend 
on the strength of the candidate’s package but also on 
all other candidates’ packages. So be prepared for both 
possible outcomes. If you are not elected, this is a good 
opportunity to find out more about your strengths and 
weaknesses, and then develop a strategy to overcome 
the weaknesses and win the next time. 

Kelly H. Zou (Pfizer Upjohn, ASA Fellow 2012)
As a working statistician in the healthcare industry, the 
experience of the ASA Fellow nomination has made me 
realize the importance of several elements, including (1) 
impact, (2) influence, and (3) leadership. 

To elaborate on these points, it is important to demon-
strate the impact for drug development and quantitative 
analytics. This challenge or hurdle, however, for those 
working in industry is that the bulk of the work tends to 
be confidential and proprietary. One way is to consider 
becoming a Professional Accredited Statistician or, even 
earlier, as a Graduate Accredited Statistician through the 
ASA. The accreditation process “testifies that there is a 
body of knowledge known as statistics acquired through 
formal education, work experience, and ongoing profes-
sional development activities. Accreditation provides a 
measure of assurance to employers, contractors, and col-
laborators of statisticians and a mark of accomplishment 
to society at large.” I went through this accreditation 
process well before I was nominated for an ASA Fellow.
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The second element is influence, more broadly 
through peer-reviewed publications, conference pre-
sentations and posters, as well as authorship in internal 
and external newsletters, such as the AmStat News. 
Fortunately, I had a career transition from academia 
to industry, which provided me a good foundation in 
research methodology and informed decision-making. 
By keeping book-smart and application-savvy, the 
nominee can possess skillsets for developing manu-
scripts and getting articles published through the rigor 
of peer-review system in both statistical and subject-
matter journals. In addition, sharing knowledge through 
the Biopharmaceutical Section’s various venues, such 
as podcasts, webinars and newsletters, is both beneficial 
for improved patient care and is satisfying as an applied 
statistician and data scientist.  

Lastly, it is also important to actively participate 
through leadership in the statistical or data science 
community. This is particularly important for us women 
who have faced the glass ceiling. In other words, there 
are opportunities to raise one’s hand and roll up the 
sleeves to volunteer as an ASA Officer through a sec-
tion, committee or local chapter, a conference organiz-
ing committee member, an invited session organizer, 
or a session chair. This may take long hours and hard 
work during the nominee’s spare time, but the leader-
ship skills can be extremely valuable and transferrable 
to future career-related roles. For example, I actively 
served on ASA committee and participated in section 
work through several officer roles.

Several tips that I gathered are as follows: 

• Explore citation counts and impact factors 
through Google Scholar, e.g., one of my coau-
thored article has been cited nearly 1,500 times.

• Work with the nominators to provide information 
useful for the nomination narratives and keep 
resumes well-crafted and up-to-date.

• Be very hopeful but do keep a realistic and 
positive attitude since there can be a large pool 
of highly qualified nominees to see what the gaps 
can be for the next round, if necessary.

My advice to those who would like to be nominated is: 

• Start early in the career to be an excellent statisti-
cian and an engaging leader. 

• Collaborate with stakeholders and the ASA com-
munity members as a volunteer throughout the 
years.

• Be a mentee and a mentor for self-awareness 
and for paying it forward, respectively. The ASA 
Fellowship is not only recognition and an honor 
but also a badge for one to be a role model for a 
generation of statisticians. n
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Abstract

Objective: To estimate test-retest reliability for a particular 11point pain intensity numeric rating scale (over the 
past 24 hours) ranging from zero (no pain) to 10 (worst possible pain) for patients with fibromyalgia. 

Methods: Based on one week of daily pre-treatment data from each of 2 clinical trials for patients with fibromy-
algia, repeatability (test-retest) reliability for a single daily measurement was (retrospectively) estimated using an 
intraclass correlation coefficient (ICC) from a one-way repeated measured model for absolute agreement; with this 
estimate of ICC, reliability coefficients for an average of multiple daily measurements were obtained using the 
Spearman-Brown prophecy formula. 

Results: For Study 1, the estimates of ICC ranged from 0.58 for a single measurement to 0.91 for an average of 7 
measurements; for Study 2, corresponding estimates of ICC ranged from 0.60 to 0.91. For an average of 2 measure-
ments, Studies 1 and 2 gave estimated ICCs of 0.73 and 0.75, respectively. 

Conclusion: At least 2 daily measurements are needed to be averaged to obtain an acceptable reliability of at least 
0.70. Additional research is needed to confirm whether the findings extend to patients with other forms of pain or 
to other variants of the 11-point pain intensity numerical rating scale.

Keywords: fibromyalgia; intraclass correlation coefficient; numeric rating scale; pain; psychometrics; reliability

Reliability of Pain Intensity Numeric Rating Scale
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Introduction
A number of self-report measures of pain intensity 
have been developed for use in different populations 
(Alghadir et al., 2018; Castarlenas et al., 2017; Dwor-
kin et al., 2005; Farrar et al., 2001; Hawker et al., 2011; 
Hjermstad et al., 2011; Jensen, 2013; Jensen and Karoly, 
2011; Karciogli et al., 2018). Among them, variations 
of the 0 to 10 numerical rating scale are among the 
most common used measures in this context, and their 
psychometric properties have been reported (Alghadir 
et al., 2018; Castarlenas et al., 2017; Dworkin et al., 
2005; Farrar et al., 2001; Hjermstad et al., 2011; Jensen, 
2013; Jensen and Karoly, 2011; Karcioglu et al., 2018). 
One particular variant is a pain intensity numerical rat-
ing scale, where 0 = no pain and 10 = worst possible 
pain, with a 24-hour recall period that has been used 
in clinical trials for subjects with fibromyalgia (Arnold 
et al., 2008; Mease et al., 2008). This specific measure 
has been used as a daily diary measure of pain intensity 
whose responses are averaged over the past 7 days in 
order to obtain a weekly average score (Arnold et al., 
2008; Mease et al., 2008). Yet, for this particular instru-
ment, as well as for variations like it, little (if any) has 
been published about its test-retest reliability. Even less 
is known about how many daily measurements need to 
be averaged to achieve acceptable test-retest reliability 
defined as an intraclass correlation coefficient of at 
least 0.70, based on existing guidelines for standards on 
patient-reported outcome measures (Reeve et al., 2013; 
Prinsen et al., 2018). 

For a variety of reasons, inevitably not all 7 daily 
measurements are present for all individuals in each 
weekly assessment. During a period of past 7 days, an 
individual may complete fewer than 7 daily assessments. 
As a result of such missing data, a natural question 
arises:  What is the minimum number of daily responses 
that, when averaged, provide a reliable measurement 
of pain? To answer this question, in this short report, 
we estimate test-retest reliability of pain measurements 
for a single daily measurement of pain intensity and for 
a varying number of averaged daily measurements of 
pain intensity among patients with fibromyalgia from 2 
clinical trials.

Methods
Studies and Subjects
This research uses pre-treatment data from 2 clinical 
trials of pregabalin (sponsored by Pfizer Inc) conducted 
in the United States for patients with fibromyalgia. The 
study designs for these 2 trials have been described 
elsewhere (Arnold et al., 2008; Mease et al., 2008). 
The 2 studies were conducted in accordance with the 
Declaration of Helsinki. The Institutional Review Board 
at each respective center approved the protocol, and all 
patients provided written informed consent after the 
study was explained and their questions answered and 
before study procedures were initiated. Patients were 
identified by physician referral or advertisement for a 
fibromyalgia medication trial. 

The daily pain diary consisted of an 11point numeric 
rating scale ranging from zero (no pain) to 10 (worst 
possible pain) (Arnold et al., 2008; Farrar et al., 2001; 
Jensen and Karoly, 2011; Mease et al., 2008). The 
patients rated their pain during the past 24 hours by 
choosing the appropriate integer number between 0 and 
10. Self-assessment was performed daily at awakening. 
The pain score was computed as the mean of all avail-
able pain diary entries during the pretreatment week. 

 
Statistical Analysis
Test-retest reliability for a single daily measurement of 
pain was (retrospectively) estimated using an intraclass 
correlation coefficient (ICC), which reflects the propor-
tion of total variability in observed scores that is due 
to true differences between subjects (between-subject 
variability), based on one week of pre-treatment data 
from a one-way random intercept model for absolute 
agreement on a single measurement (Cappelleri et al., 
2013; McGraw and Wong, 1996; Schuck, 2004). After 
estimation of a single daily ICC, the Spearman-Brown 
prophecy formula was calculated to obtain a measure 
of ICC for 2 through 7 daily averaged measurements: 
m*ICC / [1 + (m-1)*ICC], where ICC is the reliability 
of a single daily measurement and m is the number of 
daily measurements averaged (Brown, 1910; Cappelleri 
et al., 2013; Spearman, 1910). 

In this assessment of test-retest reliability, only pre-
treatment data (before randomization to treatments) 
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data were evaluated; no post-treatment data (after ran-
domization to treatments) were used. The pre-treatment 
period is the best juncture to collect data for the assess-
ment of test-retest reliability (when it is expected that 
subjects are stable in their health state between screen-
ing and baseline, with no intervention of study drug). 
Post-treatment data can be considered but are not gener-
ally recommended as subjects are not expected to be in a 
period of stability, owing to the effect of the treatments 
received.

The MIXED procedure in the SAS® software (SAS, 
2018) was used to estimate ICC for a single measure-
ment, where between-subjects error variance is divided 
by total error variance (or between-subjects error vari-
ance plus within-subject error variance), and for an aver-
age of m measurements based on that same ICC estimate 
and the Spearman-Brown prophecy formula.        

Results
For each of the 2 studies, Table 1 shows the number and 
percentage of subjects who completed a given number of 
pain measurements (from as low as 1 to as a high as 7) dur-
ing the 7-day pre-treatment period. In both studies almost 
90% of the patients completed all 7 measurements. 

In Study 1 (n = 748), the estimate of between-
subjects error variance is 1.58 while the estimate of 

within-subject (residual) error is 1.16. These values give 
an estimated ICC of 0.58 [= 1.58 / (1.58 + 1.16)] 
for a single measurement (daily score) and of  
0.91 {= 1.58 / [1.64 + (1.16/7)] or, equivalently, 
(7*0.58) / [1 + (6)*(0.58)]} for an average of 7 
measurements. In Study 2 (n = 745), the estimate of 
between-subjects error variance is 1.64 while the esti-
mate of within-subject (residual) error is 1.09. These val-
ues give an estimated ICC of 0.60 [= 1.64 / (1.64 + 1.09)] 
for a single measurement and of 0.91 {= 1.64 / [1.64 + 
(1.09/7)] or, equivalently, (7*0.60) / [1 + (6)*(0.60)]} 
for an average of 7 measurements.   

For both trials, Figure 1 shows estimates of ICC for a 
single measurement and for 2 through 7 measurements 
averaged. As the figure shows, if an ICC of at least 0.70 
is considered acceptable for test-retest reliability, then a 
least 2 measurements would need to be averaged. 

Discussion  
In biopharmaceutical research, daily assessments of 
chronic pain are known to fluctuate from day to day, 
even in the absence of no change in a patient’s condi-
tion. It is common practice in these instances to average 
the results of the daily measurements, for example by 
taking the average (i.e., arithmetic or simple mean) of 
the last 7 diary measurements of pain to arrive at an 

Table 1. Number and percentage of subjects according to number of daily 
measurements completed during the 7-day pre-treatment period: Study 1 and 
Study 2

Figure 1. Test-retest reliability estimates of Intraclass Correlation Coefficient 
(ICC) for a single measurement and for measurements averaged on daily pain 
scores in 2 fibromyalgia studies



BIOPHARMACEUTICAL REPORT SPRING 2020 18

average weekly pain score, in order to increase reliabil-
ity of measurements. Because single-item measures are 
expected to have lower test-test reliability than multiple-
item measures, averaging of single-item measurements 
is especially relevant in single-item scales to increase 
their repeatability reliability (Sloan et al., 2002). 

In this brief exposition, the empirical evidence indi-
cates that an average of at least 2 daily measurements 
are needed to achieve an acceptable level of test-retest 
reliability of at least 0.70 (Reeve et al., 2013; Prinsen 
et al., 2018) for patients with fibromyalgia responding 
to a particular version of a pain intensity numerical rat-
ing scale. If instead an ICC reliability of at least 0.80 is 
being sought, then at least three measurements would 
need to be averaged. 

A study involving test-retest reliability requires at 
least two measurements, and most studies have or use 
only two measurements (one test and one retest). Even if 
only two measurements are collected and analyzed (e.g., 
one at a screening visit and another at a baseline visit), 
an ICC reliability estimate for a single measurement can 
be derived and then inserted into the Spearman-Brown 
prophecy formula to arrive an ICC reliability estimate 
for a given number of measurements averaged. 

As indicated by the Spearman-Brown prophecy for-
mula, everything else the same, test-retest reliability 
will increase with a larger number of measurements 
averaged, which reduces random measurement error 
even further. On the other hand, in practice, requiring 
that subjects have a higher minimum number of mea-
surements may significantly reduce the number of sub-
jects considered for analysis of treatment effect, which 
will also reduce the precision of treatment effect and 
possibly impact the estimate of treatment effect. 

More research is needed and encouraged to support 
generalization of the findings in patients with other 
forms of pain and for other variations of the 11-point 
pain intensity numerical rating scale.   

Data Availability
Upon request, and subject to certain criteria, conditions 
and exceptions (see the Pfizer website for more infor-
mation), Pfizer will provide access to individual de-
identified participant data from Pfizer-sponsored global 
interventional clinical studies conducted for medicines, 
vaccines and  medical devices (1) for indications that 
have been approved in the US and/or EU or  (2) in 
programs that have been terminated (i.e., development 
for all indications has been discontinued). Pfizer will 
also consider requests for the protocol, data dictionary, 
and statistical analysis plan. Data may be requested 
from Pfizer trials 24 months after study completion. The 
de-identified participant data will be made available to 
researchers whose proposals meet the research criteria 
and other conditions, and for which an exception does not 
apply, via a secure portal. To gain access, data requestors 
must enter into a data access agreement with Pfizer.
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INTERVIEW OF TOSHI HAMASAKI BY 
BIOP REPORT
BIOP Report: Congratulations on your recent appointment as 
the editor of Statistics in Biopharmaceutical Research (SBR). As 
the new editor of an ASA journal with a relatively short history, 
what is your vision on its mission, history and current status?

Hamasaki: It is a great honor and pleasure for me to 
be involved as the new Editor of the Statistics in Bio-
pharmaceutical Research (SBR), an official journal of 
the American Statistical Association (ASA). I am also 
very proud to be working in tandem with an outstanding 
team of Associate Editors, Editorial Advisors and mem-
bers of the Editorial Board. The editorial members have 
been selected as a balanced global representation of 
the leadership from industry, academic and regulatory 
in Biopharmaceutical Science. This is a new editorial 
team that is fully engaged and committed to the success 
of SBR.

The idea for SBR was originally proposed by Profes-
sor Bradley Efron during his term as the President of 
the ASA, and approved by the ASA Board of Directors 
in March 2006 (Heyse, J. Statistics in Biopharmaceuti-
cal Research 2009; 1:1). SBR published its first issue 
in January 2009, and as of December 2019, 44 issues 
with approximately 450 high-quality scientific papers 
directed to researchers and applied statisticians from 
academia, government, and industry supporting the 
growing disciplines in the biopharmaceutical sciences. 
I think that SBR has been becoming an international 
high-quality publication intended for biostatisticians in 
United States as well as those from other parts of the 
world. This success of SBR in a very short period is 
heavily due to the efforts of the former editors, Joseph 
Heyse (2008-2010), Steve Snapinn (2011-2013), José 
Pinheiro (2014-2016), and Frank Bretz (2017-2019). 

Although I anticipate huge challenges in a dynamic 
era of too many biostatistical journals, I am commit-
ted to continue improving the quality of publications, 
increasing the impact factor and keeping the journal 
relevant in our field. 

The editorship of SBR has been in great hands, and 
there is nothing special I would want to see changed 
dramatically as the Editor. I will continue the efforts of 
 

the former editors to expand SBR’s visibility to statisti-
cians and allied professional audiences in biopharma-
ceutical science. 

So far, SBR has established its efficiency in pro-
cessing initial submissions. I will aim to maintain that 
standard, while also seeking out new ways to improve 
on past performance. I believe that SBR should serve 
as the natural home of research that presents ground-
breaking methodological and empirical work that is 
relevant to ongoing regulatory debates or to theoretical 
debates in our community. The standard process may 
work against the goal of publishing timely papers. I 
will plan to address this issue by using a rapid review 
process, proactively identifying these types of papers in 
the submission pool and providing specific guidance to 
selected reviewers and members of the editorial board 
delineating explicit criteria for assessing these unique 
contributions.

BIOP Report: There are several statistical journals with 
a focus on statistics issues in drug developments and many 
more with a broad focus on medical statistics and biostatistics. 
In your mind, what are the competing journals for SBR? What 
is your view on the relationship between SBR and these com-
peting journals? What kind of journal that you would like to 
see SBR become in the new several years? 

Hamasaki: I think our first competitors in the same 
research and quality category are Pharmaceutical Sta-
tistics and Journal of Biopharmaceutical Statistics. 
However, I want to note that each journal has its own 
unique scope, purpose, and aim. I hope that the journals 
can motivate, inspire, and push each other to contribute 
to advancing biostatistical science and promoting good 
statistical practice to improve human welfare. 

As I mentioned above, SBR should serve as the 
natural home of research that presents groundbreaking 
methodological and empirical work that are relevant to 
ongoing regulatory debates or to theoretical debates in 
our community. In addition, I hope, that as the premier 
journal in our community, SBR will play an outsized 
role in shaping the careers of many young statisticians 
in our community.
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BIOP Report:  What are the new measures that you are 
taking to continue improving the quality and the visibility of 

the journal and make it truly impactful?

Hamasaki: I don’t have any new ones, in addition to 
current available metrics such as the number of new 
submissions, impact factors (citations), and the number 
of downloads, and so on. I understand that these metrics 
don’t directly reflect the journal’s quality, visibility and 
impact, although they are generally useful tools for the 
evaluation of journals. 

As I noted above, during the last 10 years, SBR has 
become one of internationally recognized publications 
in our community. However 50-60% of the submis-
sions still come from US. Recently there have been an 
increasing number of submissions from Asia, including 
China, Korea, Japan and Taiwan, but it is still low. SBR 
hasn’t received many submissions from Europe. 

To improve the impact and visibility of SBR inter-
nationally, I will continue the reputation of the journal 
for attracting excellent submissions through communi-
cating the journal’s mission to the broad international 
community, with our member of the Editorial Board. In 
addition, I am closely working with Statistics Portfolio 
Managers at Taylor and Francis, helping them create 
a kind of roadmap for good promotional activities for 
SBR for the next couple of years. I am sure that the fresh 
enthusiasm and the technical support from Taylor and 
Francis, will allow the journal to expand in scope and 
depth, attract both traditional and emerging collabora-
tive researchers from other fields to improve the journal 
recognition and quality even further.

BIOP Report: SBR has successfully published several special 
issues in the past and attracted much attention. Do you plan 
to publish more special issues in the coming years and what 
are the topics of these special issues? 

Hamasaki: SBR plans to publish at least 8 special 
issues or sections in the next few years, e.g., special 
issues featuring hot topics and selected papers from key 
conferences such as the ASA Biopharmaceutical Sec-
tion Regulatory-Industry Statistics Workshop (BIOP), 
the International Symposium on Biopharmaceutical 
Statistics (ISBS), Nonclinical Biostatistics Conference 
(NBC), and so on. Although I don’t describe the detailed 

publication plan here, however it is worth highlighting 
the discussion paper on “Replication Crisis Issues in 
Drug Development”. This topic is indeed very closely 
related to the p-value statement from the ASA and the 
intention of this paper to embed the ongoing discussion 
in the context of medical product development. This 
would be a highlight for SBR, as such a discussion is 
currently missing in the medical statistics field. Work-
ing with Dr. Frank Bretz as the Co-Guest Editor, I have 
managed to attract excellent discussants from industry, 
academic and regulatory agencies. If everything goes 
well, it could be published in the first issue of 2021. 
Stay tuned!

BIOP Report: As far as we know, many statistical journals are 
facing challenges to find highly qualified reviewers to complete 
review in a short timeframe, say two months, what do you think 
that SBR can do to address the issues such as delayed manu-
script review?

Hamasaki: As the Editor, I recognize the value that 
researchers place on high-quality and unbiased peer 
review conducted in a timely manner. In addition, I 
value the importance of rapid publication. I have struc-
tured our new editorial team to comprise Associate Edi-
tors and Editorial Advisors with excellent experience. 
The editorial team is able to expedite the processing of 
submitted manuscripts, maintaining their quality.

BIOP Report: Do you have any advice for the statisticians 
who would like to submit manuscripts to SBR?

Hamasaki: As you can find in the aim and scope of 
SBR, SBR generally accepts papers that discuss new 
statistical methodology and information regarding the 
use of statistics in all phases of research, development, 
and practice in the pharmaceutical, biopharmaceutical, 
device, and diagnostics industries. 

However, I think that all of papers published in SBR 
may not contain new methodology. The key successful 
of such a publication is whether it has its ability to pro-
vide new additional insights, and/or present information 
that goes beyond the existing literatures, which lead to 
clearer benefit or interest to the readers of the SBR and 
our community. 

https://www.amstat.org/asa/files/pdfs/P-ValueStatement.pdf
https://www.tandfonline.com/toc/usbr20/current
https://www.tandfonline.com/toc/usbr20/current
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During the last few months, I have observed com-
mon issues in papers which were submitted to SBR, 
but rejected; unclear research motivation; incomplete, 
inaccurate, or outdated review of the literature; poor 
research design and presentation of findings; poor or 
biased simulation (experimental) design, excessively self-
promotional; poor interpretation of the findings; erroneous 
or unsupported conclusions, conclusions disproportionate 
to results, study design does not support inferences made, 
inadequate link of findings to practice, over-interpretation 
of results. These are the key failure factors.

For further readings, I would recommended the 
article by Lipkovich and Dmitrienko (2020), which pro-
vides a good summary on this topic.

Lipkovich, I. and Dmitrienko, A. Summary of a 
survey on do’s and don’ts when submitting a statistical 
manuscript. Biopharmaceutical Report 2020; Fall 2019/
Winter:22-23.

I look forward to your submission. More information 
about SBR is available on the ASA website or at the SBR 
website. Inquiries about the journal can be directed to 
me (e-mail: thamasaki@gwu.edu). Note that ASA mem-
bers can access the journal content freely. Please log in 
to the Members Only area on the ASA website.

BIOP Report:  You recently moved from National Cerebral and 
Cardiovascular Center, Japan to George Washington University. As 
a statistician who worked in Japan and Asia for a long time, what 
is the impact of this unique experience on your perspectives on 
the role of statistics and statisticians in clinical trials research that 
demands a close collaboration between biopharmaceutical indus-
try, government and academic?

Hamasaki: Thank you for asking. I have started a new 
adventure of my life by moving to United States from 
Japan last October. This is one of biggest challenges 
in both my personal and academic life as I have never 

been studying and living in the United States before. I 
currently patriate in the Antibacterial Resistance Lead-
ership Group (ARLG), as the Associate Director of 
the Statistical and Data Management Center (SDMC), 
working with Professor Scott R. Evans (Director) of the 
George Washington University on SDMC strategies and 
oversight.

I have over 25 years of experience in designing, con-
ducting and analyzing clinical trials, in (both domestic 
and global) industry, university and government institute. 
I have been involved with more than 50 of industry-spon-
sored and investigator initiated-clinical trials for drugs 
and medical devices with regulatory and non-regulatory 
submission objectives. Therapeutic area includes cardio-
vascular, oncology, central nervous system, psychiatry 
and others. My roles range from design, data monitoring, 
analyses, reporting, evaluation, and education.

I don't know exactly how these experiences could 
impact on my statistician’s perspectives. I am always 
thinking about becoming a statistician who can con-
tribute to solve real-world problems and promote high-
integrity, evidence-based information that comes from 
good clinical research, working closely with investiga-
tors. Moving to United States creates new opportunities 
for such a contribution globally. n

Toshimitsu (Toshi) Hamasaki is a Research Professor 
of the George Washington University (GWU) Biostatistics 
Center and the Department of Biostatistics and Bioinformatics. 
He has been involved in biopharmaceutical statistics and clini-
cal trials for over 25 years. Prior to joining GWU, he worked 
at Shiogoni, Pfizer, Osaka University and National Cerebral 
and Cardiovascular Center. His research interests include the 
design, monitoring, analyses, and reporting of clinical trials. He 
is the author of more than 200 peer-reviewed publications and 
four textbooks on statistical methods in clinical trials including 
"Sample Size Determination in Clinical Trials with Multiple 
Endpoints" and "Group-Sequential Clinical Trials with Multiple 
Co-Objectives". Dr. Hamasaki received the Ph.D. degree in 
Engineering from Osaka University in 1998. He is currently 
the Editor-in-Chief of Statistics in Biopharmaceutical Research. 
Dr. Hamasaki is an elected member of International Statistical 
Institute and a fellow of the ASA. He was the First Place Poster 
Competition Winner at the ASA Biopharmaceutical Section 
Regulatory-Industry Statistics Workshop in 2016 and 2018.

http://www.amstat.org
https://www.tandfonline.com/toc/usbr20/current
https://www.tandfonline.com/toc/usbr20/current
mailto:thamasaki@gwu.edu
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UPDATE FROM NONCLINICAL 
BIOSTATISTICS WORKING GROUP 
Steven Novick (AstraZeneca)

The Nonclinical Biostatistics Working Group 
(NCBWG) is listed as a scientific working group of 
the ASA-BIOP, but it is so much more.  The NCBWG 
oversees the biennial Nonclinical Biostatistics Confer-
ence (NCB), the only conference in the US completely 
dedicated to the discussion of nonclinical biopharma-
ceutical statistics issues with sections including dis-
covery/biomarkers, chemistry/manufacturing/controls 
(CMC), safety/pharmacology, and statistical comput-
ing/visualizations.  The next NCB conference, which 
is chaired by Xin Huang (AbbVie), will be held at 
Rutgers University in 2021.  The NCBWG also sports 
a student outreach program in which volunteers from 
NCBWG directly interact with graduate students of 
various schools.  The 2021 NCB Conference will also 
provide targeted content for graduate students.  The 
student outreach committee is currently formulating its 
plans for 2020/2021, with a focus on nonclinical biosta-
tistics careers.  NCBWG awards the “Stan Altan Best 
Nonclinical Paper Award” to the authors of the judged-
best nonclinical biostatistics paper.  A call for best paper 
submissions will be advertised later this year.  Finally, 
NCBWG has two active scientific groups, a p-value 
workstream and a Bayesian workstream.

The p-value workstream is headed up by Stan 
Altan (Janssen) with the idea to tackle the controver-
sial p-value issue, specifically in nonclinical areas. The 
workstream is assembling a manuscript with opinions 
from the domains of biologics/vaccine CMC, small 
molecule CMC, Safety/Toxicology, and discovery/-
omics.  The Bayesian workstream, led by Paul Faya 
(Eli Lilly) and Percy Sondag (Merck), is a coop-
erative effort with the DIA Bayesian Scientific Work-
ing Group.  The Bayesian group recently submitted a 
manuscript to describe a survey of nonclinical usage of 
Bayesian methods in the pharmaceutical industry.  In 
addition, the group is organizing Nonclinical Bayesian 
sessions at the Midwest Biopharmaceutical Statistics 
Workshop (May, 2020) and at the Joint Statistics Meet-
ings (August, 2020).  In fact, the NCBWG Bayesian 
group and the NCBWG student outreach are coordinat-
ing their efforts to illustrate how Bayesian methods are 
used in the nonclinical biopharmaceutical space.

To find out more about NCBWG, please visit our 
website. To keep up on conference news, join our 
LinkedIn group. n

https://community.amstat.org/biop/workinggroups/ncbwg/index
https://community.amstat.org/biop/events/ncb/index
https://community.amstat.org/biop/events/ncb/index
http://www.bayesianscientific.org/subgroup/nonclinical/
http://www.bayesianscientific.org/subgroup/nonclinical/
https://community.amstat.org/biop/workinggroups/ncbwg/index
https://community.amstat.org/biop/workinggroups/ncbwg/index
https://www.linkedin.com/groups/8547808/
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OBITUARY: JOSEPH F. HEYSE
Jie Chen (Merck) and Lisa Lupinacci (Merck)

A veteran statistician who helped cultivate the culture of 
statistical research at Merck and in the biopharmaceuti-
cal industry

Joseph F. Heyse, one of the most respected and influ-
ential leaders in biopharmaceutical statistics, passed 
away Friday, May 31, 2019. He was 67.

Joe joined Merck & Co., Inc., in 1976 as a statistician 
supporting preclinical research and immediately began 
to have a profound influence on the statistics profession 
by developing statistical methods that subsequently 
became industry standards.

Figure 1: Dr. Joseph F. Heyse

In 1987, Joe began supporting clinical pharmaceuti-
cal research, providing technical oversight for health 
economics studies to support the marketing of Merck 
products. In 1990, he was named the director of a newly 
established department of Health Economic Statistics, 
which furnished cost- effectiveness evaluations of all 
Merck products, and proceeded to become a well-rec-
ognized leader in the field of health economic statistics. 

In 1993, Joe assumed responsibility for the Clini-
cal Biostatistics group at Merck’s Pennsylvania site, 
including Vaccine Biostatistics which was undergoing 
unprecedented growth. His impact on human health in 
this role is best summarized by Senior Vice President 
of Medical Affairs, Eliav Barr, who said, "Joe led the 
[clinical] statistics group in an era of extraordinary chal-
lenges and productivity at Merck. At that time, Merck 

developed vaccines against rotavirus, a leading cause of 
infant morbidity and mortality; human papillomavirus, 
which causes most cases of cervical, genital, and head/
neck cancer; and varicella zoster virus, which causes 
chickenpox in children and often debilitating herpes 
zoster in adults. Each of these programs required novel, 
large, complicated studies to address key efficacy and 
safety questions. Joe’s innovative spirit, keen under-
standing of clinical research and the underlying disease, 
deep fount of statistics knowledge, and can-do attitude 
was instrumental in the success of these studies and the 
subsequent availability of these vaccines. In short, his 
work was instrumental to the availability of vaccines 
that have saved hundreds of thousands of lives and pre-
vented untold misery."

In 2009, Joe transitioned to the head of the Early 
Development Statistics group at Merck, and most 
recently, he was in his fifth year as a Scientific Associ-
ate Vice President and Head of the Biostatistics

Methodology Research group which provides statis-
tical support to research design, analysis and reporting 
relating to product development through the application 
of existing and innovative statistical methods.

Throughout his career, Joe published books and 
peer-reviewed journal papers extensively. John Tukey, 
one of the most distinguished individuals in the field of 
statistics, and one of Joe’s earliest mentors, once noted 
that Joe was one of the most creative statisticians he 
ever met.

Joe received his M.S. in statistics from Villanova Uni-
versity in 1975 and an MBA in Economics from Temple 
University in 1979. He was selected to participate in 
the Merck Research Laboratories Doctoral Program in 
1984 and received his Ph.D. in statistics from Temple 
University the following year. He was an elected Fel-
low of the American Statistical Association (ASA) in 
1997 and of the American Association for the Advance-
ment of Science (AAAS) in 2006. Joe was the founding 
editor of Statistics in Biopharmaceutical Research and 
editor of Statistical Methods in Medical Research. He 
served as Vice President and President of Philadelphia 
Chapter in 1988-1989 and Biopharmaceutical Section 
Program Chair of ASA in 1994-1995. Joe also served 
on doctoral dissertation advisory committees at Temple 
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University and the University of Maryland Baltimore 
County (UMBC). "I still remember his encouraging 
words and strong support to junior researchers ... he 
always encourages me to pursue my dream, don’t wait. 
He is such an inspiring leader to work with and a role 
model for us to follow." written by Yi Huang, a profes-
sor of statistics at UMBC.

In his 42 years at Merck, Joe had an extraordinary 
impact on human health. "Joe not only directly con-
tributed to the successful development of dozens of 
pharmaceutical products, but he personally and proudly 
developed, mentored, coached and collaborated with 
hundreds of statisticians who have, in turn, become suc-
cessful drug and vaccine developers and leaders in their 
profession both at Merck and in the external statistics 
community," said Lisa Lupinacci, Associate Vice 
President of Late Development Statistics at Merck. "Joe 
was indeed the catalyst for my career at Merck [and] 
his encouragement and counsel for so many years have 
directly contributed to my professional and personal 
achievements. I will certainly miss Joe’s generosity, 
coaching, inspirational stories, candor, integrity, wis-
dom and humor." said Amy Gillespie, Associate Vice 
President for Statistical Programming at Merck.

Keaven Anderson, a distinguished scientist at 
Merck, recalled his interactions with Joe by noting, 
"His thinking always drew us into a future vision that 
we could not imagine on our own! I have so much to 
thank him for." Joe will be remembered as a humble and 
kind person, who was quicker to give credit than accept 
it and was most willing to share his time and talents to 
help mentor others along the way. Joe will be dearly 
missed by his wife Lil, their daughters Angelina and 
Gabby, and his many friends and colleagues at Merck 
and in the biopharmaceutical statistics community 
around the world.

Jie Chen, Ph.D.
Distinguished Scientist
Biostatistics and Research Decision Sciences
Merck Research Laboratories
Merck & Co., Inc.

Lisa Lupinacci, Ph.D.
AVP, Biostatistics
Late Development Statistics
Merck Research Laboratories
Merck & Co., Inc. n
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CONFERENCES

2020 Joint Statistical Meeting
The Joint Statistical Meetings (JSM) is the largest gath-
ering of statisticians and data scientists in North Amer-
ica, and will be held online in August 1-6, 2020. Due to 
the global COVID-19 pandemic, JSM 2020 is going vir-
tual. JSM is one of the broadest statistical events in the 
world, and offers a unique opportunity for statisticians 
in academia, industry, and government to exchange 
ideas and explore opportunities for collaboration. 

2020 ASA Biopharmaceutical Section 
Regulatory-Industry Statistics Workshop
The ASA Biopharmaceutical Section Regulatory-Indus-
try Statistics Workshop is sponsored by the ASA Bio-
pharmaceutical Section in cooperation with the FDA 
Statistical Association.  Each year, the conference lasts 
two days, with invited sessions co-chaired by statisti-
cians from industry, academia, and the FDA. In addi-
tion, short courses on related topics are offered the 
day prior to the workshop.  The workshop will be held 
September 23–25, 2020 at the Bethesda North Marriott 
Hotel & Conference Center, Rockville, MD. n

2019 Joint Statistical Meetings 
2019 JSM was held in Denver in July 27, 2019 - August 1, 2019. The winners of the 2019 Best Contributed Paper 
Awards of this meeting were announced by Freda Conner (Amgen) and more details can be found on the BIOP 
past winners page. Some of the winners are scheduled to present their talks in the coming BIOP webinar series. 

https://community.amstat.org/biop/awards/pastwinners

