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Note from the Editors
This was a summer of activities including the JSM 

and the marked celebration of the 175th anniversary 
of ASA. 

Whilst there is no featured article in this issue, 
there is a humorous article by Mike Wright Colopy 
(UCB Biosciences, Research Triangle Park) and Glen 
Wright Colopy (University of Oxford, UK) encour-
aging Biostatisticians to join ASA Biopharmaceutical 
section. Please share this article with your colleagues 
who are yet to join the Biopharmaceutical section.

Also, there are several important updates includ-
ing an update on ASA 175th Anniversary by Erik 
Pulkstenis (MedImmune), Scientific Working Group 
(SWG) by Ram Suresh (GSK) and Bruce Binkowitz 
(Merck), and information on BIOPHARM mentor-
ing program provided by Amarjot Kaur  (Merck) 
and Jennifer Gavin (GSK). Detailed updates on the 
various activities that Biopharmaceutical section par-
ticipated in at JSM are available in the “Note from the 
Chair,” Matilde Sanchez-Kam. 

Lastly, we would like to congratulate our co-editor, 
Paul Gallo, who was elected ASA fellow this year. 
Thank you Paul for all your contributions to the field 
of Statistics, ASA and Biopharm Report!  n
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Note from the Chair

It was wonderful to see a lot of Biopharm Section members at the Joint Statistical Meeting (JSM) in Boston!  
For those who weren’t able to attend JSM, here is a brief recap of the highlights from JSM. The overall theme of 
the meeting was “Statistics: Global Impact – Past, Present, and Future which perfectly complemented the 175th 
anniversary celebration of the American Statistical Association. For the Biopharm Section, the program committee 
led by our 2014 program chair, Ivan Chan organized an excellent and informative program. The Section sponsored 
3 full-day short courses, 6 invited sessions, 22 sponsored topic contributed sessions, 26 contributed sessions, and 
SPEED poster sessions. 

The Business meeting, always held on Tuesday night at JSM, was very well attended with over a hundred 
attendees. 

The first part of the meeting served as the venue for networking and 
for the kick-off meeting of mentors and mentee of our mentoring pro-
gram. 

The second part of the meeting was our formal business meeting. I 
discussed two new Biopharm Section initiatives, namely, 1) Mentoring 
Program and 2) Scientific Working Groups. Our Mentoring Program 
aims to increase networking between members and support members’ 
career development. Another exciting opportunity for members is the 
formation of scientific working groups (SWGs). The guidelines for the 
formation of SWGs were finalized during our Executive Committee 
meeting. Please check our website http://community .amstat .org/BioP/
Home for more details. If you have a topic that you’d like to further 
investigate with other statisticians in industry, academia and govern-
ment, I encourage you to submit a proposal to form a Scientific Working Group. SWGs will encourage collabora-
tion among industry, regulatory, and academic statisticians allowing for scientific discussions of statistical issues 
in drug development.    

The last part of the business meeting was the awards presentation. The following awards were given 1) 2014 
Student Paper Awards; 2) 2014 Best Contributed Poster Awards; and 3) 2013 Best Contributed Paper Awards. For 
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• First Place ($1000): Yanxun Xu; University of Texas at Austin. 
“Subgroup-Based Adaptive (SUBA) Designs for Multi-Arm 
Biomarker Trials”

• Second Place ($600): Qing Liu; University of Pittsburgh. 
“Landmark Proportional Subdistribution Hazards Models for 
Dynamic Prediction of Cumulative Incidence Probabilities”

• Third Place ($400): Lee McDaniel; University of Wisconsin-
Madison. “Sample Size Under the Additive Hazards Model”

• Honorable Mention ($200): Guang Yang; Rutgers University. 
“Meta-analysis of rare events: From combining confidence 
intervals to combining confidence distributions”

• Honorable Mention ($200): Pallavi S. Mishra-Kalyani; Emory 
University. “Propensity Process for Time-varying Covariates 
with Application to Assessing Treatment Effect in ALS Patients”

The 2014 Best Contributed Poster Award winners were
• 1st ($1000): Bo Huang and Neal Thomas, Pfizer Inc. 
• 2nd ($600): Richard J. Willke, Ching-Ray Yu, Birol Emir, Kelly 

H. Zou, and Javier Cabrera, Pfizer Inc. and Rutgers, the State 
University of New Jersey

• 3rd ($400): Kijoeng Nam and Estelle Russek-Cohen, FDA

The 2013 Best Contributed Paper Award winners were
• First Place ($1000): Corine Baayen; Lundbeck 
• Second Place ($600): Yonghong Gao, DHHS/ASPR/BARDA 
• Third Place ($400): Min (Annie) Lin, FDA
• Honorable Mention ($200): Heng Li, FDA/CDRH
• Honorable Mention ($200): Nelson Lu, FDA/CDRH

I would also like to recognize the following Biopharm Section members who were elected as ASA fellows for 
2014. ASA Fellowship is a broad recognition of an individual's contribution to the field of statistics, the statisti-
cal profession, and the ASA. Congratulations to each of our new Fellows, who continue the tradition of strong 
Biopharm Section representation among those elected as Fellows. These new Fellows were honored at the Joint 
Statistical Meetings in Boston.

• Aloka G. Chakravarty, FDA
• Lynn Elizabeth Eberly, University of Minnesota
• A. Richard Entsuah, Merck
• Paul Gallo, Novartis
• Shelley Hurwitz, Harvard Medical School
• Qi Jiang, Amgen
• Amarjot Kaur, Merck

• Vasilis Bill Pikounis, J&J
• Shesh Nath Rai, University of Louisville
• Larry Z. Shen, Pharmapace, Inc.
• Naitee Ting, Boehringer-Ingelhelm  
• Lilly Q. Yue, FDA
• Xiaohua Douglas Zhang, Merck

the first time, student award winners presented their papers in their own special contributed paper session. Con-
gratulations to all the winners!

The 2014 Student Paper Award Winners were:

Matilde Sanchez-Kam
Chair, Biopharmaceutical Section 2014
Email: msanchez@arenapharm .com



Biopharmaceutical Report, Spring 2014 4

We Are Biostatisticus!

Mike Wright Colopy, PhD, UCB Biosciences, Research Triangle Park, NC;
Glen Wright Colopy, DPhil Student, University of Oxford, Oxford, UK

Keywords: humor, regulatory statistical science, BIOP membership

Exciting new research has demonstrated that ASA Biopharm (BIOP) members have evolved into their own 
subspecie “Biostatisticus”, or starting with kingdom, Animalia-Chordata-Mammalia-Primate-Hominidae-Homo-
Sapien-Biostatisticus. A little known fact is that until today, we homo sapiens (“wise humans”) shared our specie 
with Neanderthals. In fact, we share about 1% of our genome with Neanderthals, the same as we share with water-
melons (who curiously always find their way to family reunions). At a marginal risk of appearing snobbish, this 
article proves that we swing from a higher branch on the evolutionary tree.

Fortunately for us, taxonomy is steeped in statistics. Sir Ronald Fisher showed how discriminant analysis could 
be used to accurately classify three different species of Iris flowers using their morphological measurements. Using 
similar classification techniques, we accurately 
categorized the two subspecies of Homo Sapiens 
by their tools: Biostatisticus is more likely to use 
computational tools, such as Bayesian analysis 
and network meta-analysis of safety data. Using 
text analytics on social media, we determined that 
Biostatisticus is more likely than Neanderthals to 
tweet about household words such as FDAMA, 
PDUFA-V, QBD and SMARTs (for personalized 
medicine). Text sentiment analysis shows that 
Biostatisticus is busy assessing the impact of 
regulatory guidance and academic innovation on 
developing new drugs (Ref.1-3). Neanderthals, to 
say it politely, are very ad hoc.

Still we needed hard-core evidence that Bio-
statisticus is a new subspecie. A review of the 
literature revealed our evolutionary path. Dr. Bob 
Temple (FDA) reflects back on the Stone Age (1962), “We were in the age of leeches and we moved to the age of 
things that actually work” (Ref. 4). Dr. Bob O’Neill (FDA) gives some credit for this advancement to the evolv-
ing field of Regulatory Statistical Science (RSS) driven by interaction between academia, industry, and FDA 
statisticians. It was this forum that inspired the formation of our BIOP section (Ref. 4). Davis, et. al. described the 
evolution of our section and the Who’s Who of tree shakers that made it what it is today  (Ref.5). Following our 
evolutionary path to 2014, Dr. Lisa LaVange (FDA) described the regulatory pressure to continue evolving (Ref. 6). 
The quantitative tools needed to combat treatment resistant pathogens alone will be as novel as opposable thumbs 
were to early primates.

If Charles Darwin were to write on the origin of Biostatisticus by means of natural selection, he would include 
grasp of RSS and BIOP membership as taxonomic classifiers, as we did in our research. We conducted a very sci-
entific survey of tens of our BIOP members and Neanderthals, with respective mean brain sizes of 1,400cm3 and 
1,600 cm3 (yes embarrassing so, their brains are bigger). We had no representatives of Homo habilis (handyman). 
Due to their unfortunate combination of sharp tools, long arms and little craniums, they extincted themselves.

To entice participation from the Neanderthals we promised Size 16 hats shown in the figure. BIOP members 
quickly recognized the hats as the handsome canvas book bags from the ASA BIOP FDA-Industry Statistics Work-
shop. From the survey we ascertained participants’ RSS Score (0-100%) and length of membership in the Biopharm 
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Section (0-30 years). There was a strong positive correlation between knowledge of regulatory statistical science 
and BIOP membership and clear separation of Biostatisticus and Neanderthals, in fact the probability of being 
Biostatisticus for a 30 year member was 100%!

Future research
We have conclusively demonstrated that BIOP members fall in the subspecie Biostatisticus. This is not to say that 
members of other ASA sections do not have their own unique subspecie (ex. Sporticus), but they will have to do 
their own research. Alternatively, they can outsource their study to Biostatisticus since we know all about drug 
testing!  We encourage all biostatisticians to join our section and alleviate any doubt of their evolutionary path. 
Our dues are only $8 (if you are an ASA member) but we will ask you to not wear the bags on your head except 
at our socials! n
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Errata to Featured Article in spring issue of Biopharm Report
Due to a miscommunication between Mr. Charlie Liss and the editors, the following co-authors were not acknowl-
edged with regard to article entitled Meta-analysis in the Context of Due Diligence published in the last issue of 
the Biopharmaceutical Report.  Additional authors to be cited include Joshua Chen, Director, Biostatistics, Merck 
& Co., Adam Polis, Senior Principal Scientist, Merck & Co., Peter Hu, Principal Statistician, Bristol-Myers Squibb, 
Deborah Shapiro, Consultant and Arvind Shah, Director Biostatistics, Merck & Co.
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ASA 175th Anniversary update

Erik Pulkstenis, MedImmune

The celebration of ASA’s 175th Anniversary reached a crescendo at this year’s JSM in Boston which was the best 
attended ever with 6,809 attendees. ASA plenary sessions were highly attended and will be available soon on the 
ASA website. One highlight from the meeting was the ASA talent show that resulted in a 4-way tie between The 
Imposteriors, The Fifth Moment, Jami Jackson, and Almost Shirley, as there was no pre-specified tie-breaking 
methodology employed. Recall that the 3 themes for the ASA 175th anniversary include StatSharp (statistical edu-
cation outreach), StatGrowth (growth in ASA and our reach), and StatImpact (communicating the positive impact 
of statistics). Along those lines, the 175th’s purpose of energizing the future will soon be realized as a national 
public relations campaign will launch this summer. It is clear that there is still plenty of activity going on this year. 
Check it out at www .amstat .org/asa175/index .cfm! n

Biopharmaceutical Section Launched Mentoring Program   
“Tell me and I forget, teach me and I may 
remember, involve me and I learn.” Ben-
jamin Franklin

The Biopharmaceutical Section intro-
duced a mentoring program earlier this 
year for the benefit of its members. This 

program is 
based on the 
blueprint cre-
ated by the 
ASA Commit-
tee on Applied 
Stat is t icians 

and the goal is to help members further 
enrich and enhance their professional 
experience. 

Mentoring can enhance not only your 
practice of statistics but both your per-
sonal and professional life. Sharing your 
knowledge and experience between a professional practitioner and someone entering the profession of statistics can 
be mutually rewarding. A constructive mentorship relationship can take many forms and may occur at any stage of 
career with benefits for both mentor and a mentee: 

Benefits to the Mentor
• A connection with skills and perspectives of recently trained professionals
• Development and enhancement of communication and leadership skills.
• Satisfaction of passing on skills and knowledge that can enhance the career and personal growth of the mentee 

and contribute to maturity of the profession.
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Benefits to the Mentee
• A role model, but more accurately a sounding board, for questions about methods of analysis and communica-

tion of results.
• A source of perspective, encouragement, and motivation leading to greater self-confidence and esteem. Help in 

establishing professional development plans, career goals, and acceleration of their achievement.
• A source of professional/social contacts with other applied statisticians in the field–“plugs you into the power 

network.”
The mentoring program was well received by Biopharm members and we currently have about 20 mentor-

mentee pairs enrolled in programs. Some of them also attended the mentoring event at the Biopharm Mixer at JSM 
and had an opportunity for in-person interaction with their mentors/mentee.

 If you are a potential mentee or a mentor, or can nominate a statistician who may be looking for a mentorship 
program then please email contact info to the (biopharmmentoring@gmail.com) with the subject: "Biopharm Sec-
tion Mentoring Program." Future information related to the mentoring activities and additional resources for men-
tors and mentees will also be made available via Biopharm website (http://community .amstat .org/BioP/aboutus/
mentoringprogram). 

You may also contact Amarjot Kaur (amarjot_kaur@merck .com) or Jennifer Gauvin (jennifer .ls .gauvin 
@gsk .com) if you need any additional information or clarification related to this program.

Scientific Working Group (SWG)  

Committee co-chairs, Ram Suresh (GSK) and Bruce Binkowitz (Merck)

The first half of 2014 saw the creation of an ASA Biopharmaceutical Section Committee to create suggested 
guidances and points to consider for the Biopharmaceutical section when forming scientific working groups. The 
committee was co-chaired by Ram Suresh (GSK) and Bruce Binkowitz (Merck), with assistance on the first draft of 
the guidance from Junshan Qiu (FDA) and Debbie Panebianco (Merck).  The guidelines were given a first reading 
at a meeting in May of 2014, then revised by the committee, and put forth for ratification at the ASA Biopharma-
ceutical Section Executive Committee meeting held on August 4th during JSM. 

The guidelines were approved, and now underway is the formation of a committee to oversee applications for 
new scientific working groups. The process will be posted on the section website. So, it should be ready to go 
in a few months.  In the meantime, if you think you have an interesting topic that could be the basis of an ASA 
Biopharmaceutical Section Scientific Working Group, please consider applying to form such a group.  In doing so, 
please think through the following type of issues that will need to be addressed in any application, and eventually 
for the working group’s charter:

• What is the topic  and primary goal of the scientific working group
• Are there any other groups researching this topic under other organizational sponsorships? 
 Duplication of efforts is discouraged but linkages with other organizations can be mutually beneficial.
• Why is this an important topic to research?
• Why is this an appropriate topic for ASA Biopharm Section sponsorship?  
• How will it benefit the section? How will it benefit the statistical community? 
• How long will the project last?
• What will be the best avenues of communication to advertise the efforts, accomplishments, papers, presenta-

tions, etc. of this scientific working group?
The charter will be reviewed on a regular basis by the ASA BIOP Exec Committee and should have clear goals 

and milestones. Membership should be chosen to emphasize diversity across industry/academia/health authori-
ties, as well as bringing in a varied level of experience on the topic. A willingness to do research and writing, and 
commitment to the tasks should be the top priorities. Scientific Working Group members must hold BIOP section 
membership. 

There are many great reasons to be involved in a cross-community scientific working group effort and the ASA 
BIOP is happy to now provide this opportunity!  n
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Summary Minutes from ASA Biopharmaceutical  
Section Executive Committee Meeting

Ed Luo

Meeting was held on 17th March 2014 at the ENAR meeting in Baltimore, MD.

Amit Bhattacharyya announced the slate of candidate for 2014 election: 
Chair-Elect   Christie Clark and Kalyan Ghosh
Secretary-Elect                  Ed Luo and Stephine Keeton
Program Chair-Elect         Olga Marchenko and Jingyee Kou
COS Rep-Elect                  Kjell Johnson and Bill Pikounis

Dionne Price appointed Richard Zink (SAS) as the industry co-chair for the 2015 FDA-Industry Statistics Work-
shop. The FDA co-chair will be Wei Zhang (FDA/CVM).

Amit Bhattacharyya, on behalf of the funding committee, recommended a financial support to ASA Princeton-
Trenton Chapter, which was approved by EC. The chapter plans to host a career development day with free reg-
istration. The event will highlight how BIOP can help participants’ career, and enhance BIOP’s presence in this 
area. BIOP will be acknowledged at the opening, and a poster by the section will be displayed during the event. 
EC considers this support as a pilot and will consider extending similar support to other chapters to retain members 
and attract new members. 

Jennifer Gauvin, on behalf of the membership committee, proposed a one-year mentoring program with the 
potential of being repeated annually with membership drive. The program plans to match up to 50 pairs of mentors 
and mentees with the kick-off meetings at the JSM Business Meeting. The mentoring program committee will be 
headed by Amarjot Kaur.

Olga Marchenko presented the charter of the Safety Data Analysis Working Group. The working group has 
completed the membership for 2014 so as to focus on the topic of cardiovascular issue on diabetes in order to 
assure the pilot program successful. Olga confirmed that she and Qi Jiang will expand the group in 2015 to have 
more subgroups. 

Statistics in Biopharmaceutical Research (SBR) would like to be BIOP’s journal of choice. For better collabora-
tion, Jose Pinheiro, the editor, suggested that BIOP appoint a liaison as the Associate Editor (on a 3-year term) for 
SBR. A motion to approve the creation of this new position was approved by EC. 

Venkat Sethuraman informed EC that recent Amstat News published the advertisement for Midwest Biophar-
maceutical Statistics Workshop and Student paper award. Seven talks have been planned for Biopharm webinars 
for 2014. 

Yue Shentu reported that the section’s website has been migrated to microsites. Most of the archived webinars 
will also be migrated to microsites. Yue recruited Yabing Mai from Merck to work on section’s social media 
accounts. n
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Calling All Volunteers!
Want to get involved in Biopharm Section activities, but not sure how? The Section is always looking for 
volunteers, so drop us an e-mail at volunteer .asabiopharm@gmail .com.

Let’s Hear from You!
If you have any comments or contributions, please contact the Editors: Ugochi Emeribe, email ugochi .
emeribe@astrazeneca .com; Paul Gallo, email paul .gallo@novartis .com; or Yongming Qu, email qu_ 
yongming@lilly .com. We are looking for volunteers to write articles or suggest topics that will be of inter-
est to our members. The topics can be technical, but non-technical articles related to biopharmaceuticals are 
welcome. Please send us an email. 

The Biopharmaceutical Report is a publication of the Biopharmaceutical Section of the American Statistical 
Association.


