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Demographics

The Biopharmaceutical Section membership is primarily located in the US (92.0%) with PA, NJ, CA, NC, MA,
MD, CT as the most popular states; 3.0% of the members live in Europe, and 2.0% live in Canada. Most members
(67.9%) are male. The vast majority (77.6%) of members are between 35 and 64 years old (Figure 1). As shown
in Figure 2, most members are White (70.0%) or Asian (26.1%). About 1.3% of members are Black and 3.6%
are Hispanic.

Statistical Society

Our members have been a professional statistician for 17.4 years on the average with 25% of them being 7 years or
less and 25% being 26 years or more. They have been ASA members for an average of 16.5 years and Biopharmaceuti-
cal Section members for an average of 9.7 years. About 25.1% of the members belong only to the Biopharmaceutical
Section, and 29.7% and 29.5% of the members belong to one additional and two additional sections, respectively.

What is your age (in years)?

@ 25 years old or younger
W 26-34 years old

0O 35-44 years old

0 45-54 years old

B 55-64 years old

@ 65 or older

Figure 1: Age

Figure 2: Race
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Professional Experiences

As shown in Figure 3, 78.3% work primarily on human drugs, 32.4% on biologics, blood and vaccines, and 26.5%
on medical devices. Figure 4 shows that 54.1% of the members work primarily on late development, 49.8% on
statistical methodology, 33.8% on early development, 19.4% on outcomes research, and 17.2% on pre-clinical.

Of the 611 members who responded to the working experiences question, 67.9%, 52.5%, 28.0%, and 16.7%
have worked or are working for pharmaceutical (including device) or biotech companies, academia, contract
research organizations (CROs), and government, respectively. On average, members have 8.7 years of experiences
in pharmaceutical (including device) or biotech companies, 4.3 years in academia, 1.8 years in CROs, and 1.8
years in government.

Which product areas do you primarily work on? (Check all that apply)
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Figure 3: Primary Product Areas

Which functional area do you primarily work on within your institution? (Check all
that apply)
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The major problems faced by our members are high workload, data quality related issues, and too much time
spent on non-statistical tasks. For medical publications, 13.0% of the members are always given adequate credit as
a co-author for the statistical work, 43.0% are usually given credit, and 20.8% are sometimes given credit.

Compensation

As shown in Figure 5, the majority of members (56.9%) earn an annual salary (including usual bonuses) between
$90,001 and $180,000 with almost uniform distribution in the categories of $90,001 to 105,000, $105,001 to
$120,000, $120,001 to $135,000, $135,001 to $150,000, and $150,001 to $180,000, 20.1% have annual salary
below $90,000, and 23.0% above $180,000.

Education

The majority (95.0%) of the members hold an advanced degree in statistics or related field: 59.6% with doctorate
degree and 35.4% with master’s as the highest degree. Some of the members (8.7%) hold a doctorate (including
MD and JD) degree in non-statistics related field, and 19.2% have a master’s as the highest degree in non-statistics
related field. A small proportion (9.1%) of the members is full- or part-time students working on an advanced
statistical degree.

Professional Meetings and Continued Education

The survey asked the members the statistical meetings they attended in the past 5 years regarding frequency and
quality. The most popular meetings are JSM, FDA/Industry Statistics Workshop, ENAR, and DIA meetings, attended

What is your annual salary including usual bonuses (in U.S. dollars)?

m < 75,000
m 75,001-90,000
0/90,001-105,000
0 105,001-120,000
m 120,001-135,000
@ 135,001-150,000
m 150,001-180,000
[ 180,001-200,000
B 200,001-225,000
| 225,001-250,000
[ 250,001-275,000
@ 275,001-300,000
m >300,000

Figure 5: Compensation
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by 68.3%, 45.1%, 29.2%, and 26.1% of the members at least once, respectively. The highest quality was awarded to
the FDA/Industry Statistics Workshop, where 93.9% of attendees rated “excellent” or “good” vs. 90.2% for ENAR,
82.1% for JSM, and 71.8% for DIA meetings. Our members also participated in internal company sponsored meet-
ings, where 38.1% of members attended at least one, and 31.6% at least two such meetings in the past 5 years.

The survey asked for the number of statistical short courses or workshops attended in the last 5 years. The
average is 3.1 and the median is 2. In responding to whether the employers provided financial support to attend
external statistical conferences and short courses in the past two years, 461 (77.3%) replied Yes while 135 (22.7%)
replied No.

The most popular journals are Amstat News, American Statistician, and Statistics in Medicine, read regularly by
88.1%, 55.3%, and 50.7% of the members, respectively. Members regularly read Biopharmaceutical Report (40.8%),
Biometrics (37.8%), and JASA (36.6%). In addition, 68 of the 598 members who answered the question listed jour-
nals other than those listed in the question.

To search for a paper or a book and to obtain a copy for their statistical work, the most popular tools are Google
and employer’s library service, used by 76.1% and 60.7% of members, respectively, vs. JSTOR (28.6%) and Current
Index of Statistics (25.6%).

Career Development

In responding to the importance in enhancing and updating statistical skills, our members identified statistical
books (93.1%), statistical journals (88.2%), software packages and manuals (87.2%), statistical short courses
(82.3%), and statistical meetings (81.1%) as either “very important” or “somewhat important” vs. Biopharmaceuti-
cal webinars (62.7%). Our members also identified technical skills, inter-personal skills, presentation skills, and
high visibility project work as the most important factors for career advancement.

Feedback on Biopharm Section

In responding to the satisfaction with the Biopharmaceutical Section, 26.9% of the members chose “very satisfied,”
43.4% “somewhat satisfied,” 21.0% “neither satisfied nor dissatisfied,” 3.1% “somewhat dissatisfied,” and 0.3%
“very dissatisfied.” The most important services provided by the Biopharmaceutical Section are sponsoring work-
shops and webinars on Biopharmaceutical topics, sponsoring relevant sessions at annual and spring meetings, and
issuing section newsletter.

In responding whether to volunteer for the biostatistical outreach to promote statistics in high schools and col-
leges, 152 (26.4%) said Yes, and were willing to spend 4.2 hours per month on average.

In the past one year, 51.9% of the members attended at least one session of Biopharmaceutical webinar. On
average, our members attended 1.6 sessions in the past one year, and were quite satisfied with the quality: 20.2%
rated “excellent,” 50.3% “very good, ” and 27.6% “good;” only 1.9% rated “poor”.

For the Biopharmaceutical Report and the Biopharmaceutical Section newsletter, 7.3% of the members rated
“excellent,” 28.5% “very good,” 36.1% “good,” and 1.2% “poor,” and 26.9% indicated that they never read it.

In responding to the frequency of hearing from Biopharmaceutical Section about section news, 3.4% of the
members desire weekly, 37.7% monthly, 41.5% quarterly, and 13.9% indicated to receive Biopharmaceutical Report
only; 3.4% of our members are not willing to receive any news. For desired channels to receive information from
the Biopharmaceutical Section, 79.1% of our members preferred updates via email, 48.4% Biopharmaceutical
Report, and 25.9% updates via website. In the Biopharmaceutical Report, technical articles were valued by 78.7% of
our members vs. industry news by 67.0% and section news 58.1%. Il
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Biopharmaceutical Section Calendar

December 6-10, 2010

March 20-23, 2011

May 23-25, 2011

July 30-Aug 4, 2011

Sept. 19-21, 2011

66th Annual Deming Conference on Applied Statistics
Atlantic City, NJ
http://www.demingconference.com

ENAR Biometric Society Meeting
Hyatt Regency Miami

Miami, FL
https://www.enar.org/meetings.cfm

Midwest Biopharmaceutical Statistics Workshop
Ball State University
Munsie, IN

Joint Statistical Meetings
Miami Beach, FL
http://www.amstat.org/meetings/jsm/2011

FDA Industry Workshop
Marriott Wardman Park

Washington, DC
http://www.amstat.org/meetings/fdaworkshop B

Summary of Minutes of the August 02, 2010
Meeting of the Biopharmaceutical Section Executive
Committee at JSM held in Vancouver

Submitted by Rick Caplan

Minutes from the March meeting were approved. The EC agreed that a more timely summary of the minutes should
be published in the Biopharm Report. This will be attempted by approving the summary of the minutes of this
meeting by email, instead of waiting until the next EC meeting.

 Steve Gulyas presented the Treasurer’s Report, which was approved and later presented by Steve Gulyas at the

Business meeting.

e Ram Suresh and Ed Luo presented the draft report of the member survey. It will be published in the

Biopharm Report.
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¢ Neil Thomas presented the Fellows Committee report. The Section nominated two members, Jim Colainne
and Brian Wiens; and both were accepted as ASA Fellows.

e Dionne Price reported that the Biopharm Section sponsored 35 topic-contributed sessions, 25 contrib-
uted sessions, 2 short courses and 14 roundtables at this years JSM meeting. Jeff Maca is gathering ideas
for 2011.

e Mani Lakshminarayanan and Venkat Sethuraman reported on web-based training. There are fewer attendees
this year in the preclinical webinars, but this was expected.

e Ivan Chan and Qian Graves reported on the 2010 FDA/Industry Workshop. There will be 37 sessions, and
they will try to introduce a Speaker Management system similar to the one used at JSM.

e Mani Lakshminarayanan, Alex Dmitrienko and David Breiter gave the Council of Sections report. The COS is
seeking volunteers to help with initiatives:

—Membership growth

—Impact of the profession
—Visibility and public awareness
—Education

A statistical literacy bill will be introduced in Congress. There will be an effort to have members urge their
representatives to co-sponsor and support the bill.

e Christie Clark and Yongming Qu reported on the Student Paper and the Poster competitions, respectively, at
the BIOP EC meeting and also at the Business meetings. The 1st and 2nd place winners of the Student Paper
Competition were 1) Sihai Dave Zhao (Harvard) and 2) Yoonjin Cho (N.C. State). The 1st, 2nd and 3rd place
winners of the poster competition were 1) Alice Dragomir, Jean-Francois Angers, Jean-Eric Tarride, Rid h a
Joober, Sylvie Perreault 2) Kelly Zou 3) Michael T. Gaffney, Martin O. Carlsson, Kelly H. Zou.

 Steve Gulyas reported on progress on the Statistical Outreach Website. The “build” phase has been completed,
and the site has been launched. Suggestions for further development are welcome. The site address is www.
biostatpharma.com. B

Summary of Minutes of the Biopharmaceutical Section
Executive Committee

Submitted by Rick Caplan

This was the annual “transition” meeting, at which Executive Committee (EC) members whose terms end transition
responsibilities to new EC members.

» Katherine Monti chaired the meeting. She welcomed incoming officers:

—Steve Wilson (Chair)

—Matlilde Sanchez (Treasurer)


http://www.biostatpharma.com
http://www.biostatpharma.com
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—Carmen Mak (Program Chair)
—Stephine Keeton (Section Representative)

 Steve Gulyas, Treasurer, reported that the account balance is $332,708.13. He reviewed his list of questions
about revenue and expenses.

* Steve also submitted a proposed 2011 budget. The overall goal remains to modestly reduce the cash on hand
for the section to remain within non-profit guidelines and by continuing to support member services. Under
revenues, there is no change in dues and no expected change in JSM course or FDA-Industry Workshop prof-
its. Under expenses, $50K was allocated to the Biopharm Web Clip Statistical Outreach site. The budgeted
expenses for webinars in 2011 is $50K, though actual expenses may be less than this because there may not
be a full schedule of webinars. The webinar series was designed to benefit members, while losing money by
defraying members' registration fees.

e Ivan Chan & Qian Graves reported that the 2010 FDA/Industry Workshop had a record high registration of
757. Surveys were very positive. Brenda Crowe and Joan Buenconsejo reported that planning is well under-
way for the 2011 Workshop.

e Neal Thomas expressed disappointment that the Fellows Committee has not received any nominations from
the Section this year. Send him suggestions.

e Anna Nevius gave the current slate of candidates who will run in 2011 to serve in 2012:

—Secretary: Christopher Miller and Dionne Price
—Council of Sections: B. Christine Clark and Jim MacDougall
—Program Chair Elect: Ivan Chan and Estelle Russek-Cohen
—~Chair Elect: Amit Bhattacharyya and Ram Suresh

* Steve Wilson reported the following appointments thus far for 2011:
—Webmaster: Ed & Anna Nevius
—Best Contributed Paper: John Johnson

e Dionne Price and Jeff Maca, the 2010 Program Chairs, reported a successful JSM. Jeff Maca and Carmen Mak,
the 2011 Program Chairs, reported that 5 Invited Session proposals were accepted. The areas for the Invited
Sessions are multiplicity, adaptive design, biomarkers, missing data, making better medical decisions based
on visualizing risk/benefit. Two short courses were submitted for approval.

e The Member Survey Report, given by Ram Suresh and Ed Luo, was reviewed. It will be published in the
Biopharm Report.

e Devan Mehrotra, Publications Chair, reported that all items are on track for the Amstat News.

e Russ Helms, Corporate Sponsors Committee Chair, reported receiving donations of $12,250 thus far
this year.

o There is a stable base of contributors, but requirements for requesting funding from companies has become
more cumbersome.

e Heather Thomas is finishing data entry of ballots for the Contributed Paper Award.
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e The Web Clip Statistical Outreach site is live. For the site to reach its full potential, we need a coordinator/
champion to generate or inspire others to generate content. The EC authorized spending $25000 in 2011 for
phase III development of the site.

o The following were discussed and approved:

—Minutes of the 02-August-2010 BIOP EC meeting
—Treasurer’s Report

—2011 Budget M

The Second International Symposium on
Biopharmaceutical Statistics

“Bridging Drug Development from Research to Marketing”
March 1-3, 2011
Palace Hotel, Berlin, Germany

The Second International Symposium on Biopharmaceutical Statistics will be held in the Palace Hotel in Berlin,
Germany, from March 1 to March 3, with short course on February 27th and 28th, 2011. The conference is jointly
organized by the European Medicines Agency (EMA), the International Society for Biopharmaceutical Statistics
(ISBS) and the German Region of the International Biometric Society (IBS-DR). It is sponsored by the European
Federation of Statisticians in the Pharmaceutical Industry (EFSPI).

Who should attend: Statisticians and related professionals who are involved in quantitative biopharmaceutical
research, development and regulations.

Detailed Information, Program Outline, Short Courses, Registration form and Hotel booking info:
wwwi.isBioStat.org.

For further information, please contact: Richardus Vonk, Bayer Schering Pharma AG (richardus.vonk@
bayerhealthcare.com), or Amit Bhattacharyya, GlaxoSmithKline USA (amit.bhattacharyya@gsk.com). B

The 2011 FDA/Industry Statistics Workshop

September 19-21, 2011
Washington Marriott Wardman Park, Washington D.C.

The 2011 FDA/Industry Statistics Workshop will be held September 19-21, 2011 at the Washington Marriott
Wardman Park, Washington D.C. This year we have a great improvement—online submission of session proposals
(for plenary/concurrent sessions, short courses and roundtable luncheon discussions). Proposals will be accepted


mailto:richardus.vonk@bayerhealthcare.com
mailto:richardus.vonk@bayerhealthcare.com
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via the online web form beginning November 15, 2010 and will be accepted through December 15, 2010 for
plenary/concurrent sessions and short courses, while roundtable luncheon discussion proposals will be accepted
through February 28, 2011.

Please submit proposals for plenary/concurrent sessions, short courses and roundtable luncheon discus-
sions at www.amstat.org/meetings/fdaworkshop/sessionproposals.

An organizing committee meeting (open to all) will be held in late January 2011 to vote on proposals and to
start to make decisions on organizers. Typically, at least 1 organizer from FDA and 1 from industry/academia are
requested for each session. It is not necessary or desirable to have all the organizers arranged at the time of submit-
ting a session proposal. Details on the organizing committee meeting will be provided at a later date.

Our goal, with your input and assistance, is to make the 2011 FDA/Industry Workshop a tremendous success!
We look forward to receiving your proposals when online submission opens November 15, 2010. M

The 9th International Conference on

Health Policy Statistics

October 5-7, 2011
The Ritz-Carlton Cleveland, Cleveland, OH

The International Conference on Health Policy Statistics (ICHPS), organized by the Health Policy Statistics Section
of the American Statistical Association plays a vital role in the dissemination process of health policy (and health
services) statistics. ICHPS provides a unique forum for discussing research needs and solutions to the methodologi-
cal challenges in the design of studies and analysis of data for health policy research. ICHPS's aim is to create inter-
faces between methodologists and sophisticated health service researchers, health economists, and policy analysts
so they can exchange and build on ideas that they will disseminate to the broader health policy community.

http://www.amstat.org/meetings/ichps/2011 Il

Upcoming Conferences

These upcoming conferences are either of recurring general interest to our membership or have been brought to
our attention.

FDA/DIA Statistics Forum 2011

April 10-13, 2011

North Bethesda, MD
http://www.diahome.org/DIAHome/Education/FindEducationalOffering.aspx?productID=24168&event Type=Meeting

Society for Clinical Trials Annual Meeting
May 15-18, 2011

Vancouver, British Columbia, Canada
http://www.sctweb.org/meeting.cfm
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DIA 2011 Convergence of Science, Medicine and Health
June 19-23, 2011

Chicago, IL
http://www.diahome.org/diahome/FlagshipMeetings/home.aspx?meetingid=23753

ICSA 2011 Applied Statistics Symposium
June 26-29, 2011

New York City

http://www.icsa.org/2011

International Conference on Robust Statistics (ICORS 2011)
June 27-July 1, 2011

Valladolid, Spain

http://www.icors11.uva.es/

Seventh International Conference on Multiple Comparison Procedures
August 29-September 1, 2011

Washington, DC

http://www.mcp-conference.org/2011/index.php B

Biopharmaceutical Section Poster Awards
at 2011 Joint Statistical Meeting

If you plan to attend the 2011 JSM and plan to present a poster, you may consider participating in the Poster
Competition sponsored by the ASA Biopharmaceutical Section. All authors who present posters sponsored by the
Biopharmaceutical Section are qualified to compete for this award. The entry criteria for the Poster Awards are:

 Topics in statistics which are applicable to biopharmaceutical research. Suitable topics include but are not
limited to methodological issues in preclinical or clinical trials, epidemiology studies of drug safety (device
or biological), genetic studies predicting drug (or biological) response, laboratory and toxicological data
analyses, methods for high-dimensional data from high-throughput screening, and non-linear pharmacoki-
netic modeling.

» All JSM attendees (not restricted to members of the Biopharmaceutical Section) can participate in the
competition.
* Posters will be evaluated based on the following criteria

—Innovation
—General applicability in pharmaceutical research

—Appropriate example(s)

—Effectiveness of presentation (well written, well organized, etc)
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Authors who compete for the Poster Awards cannot also compete for the Students Paper Awards.
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Three awards with cash prizes of $1000, $600 and $400 will be given for 1st, 2nd and 3rd place, respectively.

The process is as follows:

1.

2.

Submit an abstract through the Biopharmaceutical Section by the JSM abstract submission deadline.

Submit your poster to Yongming Qu, Chair for the Poster Awards through email (quyo@Iilly.com)
May 1, 2011.

. Each poster will be reviewed by two reviewers and an average score will be assigned;.

. Posters with the highest scores will be the winners.

by

. Ribbons will be put on the corner of the posters to indicate the winners during the poster presentation

at JSM.

. Winners will be announced with certificates at the Biopharmaceutical Section Mixer at the 2011 JSM. H

Let’s Hear from You!

If you have any comments or contributions, please contact the Editors: Jose Alvir, email Jose. Alvir@pfizer.
com; Deborah Panebianco, email deborah_panebianco@merck.com; or Amit Bhattacharyya, email Amit.
Bhattacharyya@gsk.com.

We are looking for volunteers to write articles that will be of interest to our members. Some authorless
topics that have been suggested include bioequivalence in biologics and personalized medicine. If you have
been working in an area and would like to suggest a topic or volunteer to write, please send us an email.
Non-technical articles related to our work are welcome. One example might be an article about outsourc-
ing statistical programming to Asia. Perhaps someone could write an article about how to effectively work
when the statistical programming is outsourced. How is it different from using a regular CRO? How will
our function change?

The Biopharmaceutical Report is a publication of the Biopharmaceutical Section of the American Statisti-
cal Association.

© 2010 The American Statistical Association
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