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Introduction
Recent years have witnessed a boom 
of innovative drugs as evidenced in the 
successful implementation of the Food 
and Drug Administration Safety and 
Innovation Act. Since it was signed into 
law on July 9th, 2012, FDA's Center for 
Drug Evaluation and Research (CDER) 
and Center for Biologics Evaluation 
and Research (CBER) have given 25 
approvals to drugs designated as Break-
through Therapies as of July 6th, 2015 
[1]. Notably many of them have a bio-
marker signature. 

Under tremendous competitive pres-
sure, developers of these innovative 
drugs sometimes decide to skip ran-
domized Phase II trials by initiating 
Phase III randomized confirmatory tri-
als at risk. There are two major issues 
with this aggressive approach. First, the 
innovative drugs under development 
often target a molecular pathway so that 
they may benefit a predictive biomarker 
defined subpopulation more than the 
overall population. In this regard, they 
are considered candidates for person-
alized medicines (or precision medi-
cines). For example, crizotinib may 
only work in lung cancer patients with 
ALK translocation and vemurafenib 

may only work in melanoma patients 
with BRAF mutation. But the limited 
data from small or single arm Phase I/
II trials can hardly provide the much-
needed information for selecting a bio-
marker subpopulation or prioritizing 
a biomarker hypothesis for Phase III 
testing, let alone reliable information 
for assessing the prognostic effect of a 
biomarker or estimating the prevalence 
of the event in a biomarker positive 
population which is useful for Phase III 
planning. Second, small or single arm 
Phase I/II trials seldom provide any 
insight on how the treatment benefit 
evolves over time. An immunotherapy 
may have a long-lasting effect. A gene 
therapy may have curative effect after a 
single administration. A kinase inhibitor 
may quickly induce resistance. Conven-
tional Phase III design techniques that 
rely on interim analyses for modifying 
the statistical design are less reliable 
because the treatment effect observed 
at an interim analysis may not be the 
same as that at the final analysis. The 
use of an intermediate endpoint for 
interim decision-making can be espe-
cially problematic for drugs with a new 
mechanism of action when the predic-
tive value of the intermediate endpoint 
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is unknown. We address the above two issues by pro-
posing an adaptive informational design with a focus 
on personalized medicines [2]. This article describes  
the main idea.

Design Concept
In the adaptive informational design, a subgroup analysis 
is conducted at the end of the Phase III study to fine-tune 
the statistical design. The analysis is generally based on 
the primary endpoint of the study. (But it can also be 
based on a reliable intermediate endpoint when it exists 
in which case the analysis can be conducted earlier [3]). 
To mimic the follow-up of the full study, patients to be 
included in the subgroup analysis are randomly selected 
based on their enrollment time (e.g., two of every 10 
patients are selected if ~20% of the trial information will 
be used in the analysis). To reduce variability, studies 
with a biomarker hypothesis should be stratified by the 
biomarker whenever feasible and the same proportion of 
patients should be selected within each biomarker stra-
tum to form the subgroup for analysis. To further reduce 

unnecessary variability, the same randomization ratio 
as for the full study should be maintained within each 
biomarker stratum in the selected patients. The alloca-
tion numbers for selected patients are double-blinded 
to the study sites and the sponsor, and are not revealed 
until the end of the study. Just like for a group sequential 
design or an adaptive design, careful planning is critical 
to reap the full benefit of the proposed analysis strategy. 
We call the subgroup analysis informational analysis 
to emphasize its difference with conventional interim 
analysis (see Figure 1 for illustration of the difference). 
From a high-level perspective, the subgroup analysis is 
equivalent to a Phase II trial conducted under the same 
clinical design at the same time in the same population 
at the same sites as the Phase III trial, and can be con-
sidered a “sub-study” of a Phase III trial. It provides a 
more reliable resource of information for inference than 
a typical Phase II trial or a conventional Phase III interim 
analysis does. 

The concept of informational analysis is simple and 
shares a lot of similarities with an interim analysis of 

Figure 1. Illustration of the difference between informational analysis and interim analysis of a typical Phase III oncology survival trial. 
Each horizontal line represents the follow-up time of a patient from accrual to death. Patients alive at the time of an analysis are cen-
sored at the data cut-off date. Patients to be included in the informational analysis are a systematic random sample of all patients in 
terms of accrual time and biomarker level. 
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an adaptive seamless Phase II/III design for subgroup 
selection and adaptive hypothesis adjustment [4, 5, 6, 
7]. In this regard, we call the corresponding design an 
informational Phase III design or informational design 
in short to contrast with an adaptive seamless Phase II/
III design. To our best knowledge, the idea of using 
partial information at the end of a Phase III study to 
“redesign” (or salvage) the trial has never been exten-
sively investigated although a similar idea can be found 
in the adaptive signature designs [8, 9]. While the infor-
mational design can incorporate early efficacy stopping 
by allocating a small alpha to an interim analysis (early 
futility stopping does not inflate Type I error rate), it 
does not permit the discontinuation of a non-performing 
subpopulation (or treatment arm) or a re-estimation 
of the sample size during the study unless an earlier 
analysis of a reliable intermediate endpoint is conducted 
for this purpose. Accordingly, it does not require the 
change of eligibility criterion during the trial, a typical 
regulatory concern on adaptive designs. Therefore it can 
be considered a special type of adaptive design that is 
likely more acceptable to regulatory agencies.

The underlying assumption of this work is that the 
biomarker subpopulations are well- defined. When 
there is less concern about treatment effect over time 
in this case, conventional group sequential designs or 
adaptive designs may be considered. However, subpop-
ulation selection and adaptive hypothesis adjustment 
have to be delayed at the end in the undesirable situation 
when data on the biomarker-defined subpopulations and 
their interaction with pivotal therapeutic outcomes are 
not available earlier, and in such cases the informational 
design will be a natural if not the only option.

Type I Error Rate Control 
A key statistical issue about the informational analysis 
is the impact on Type I error rate when data used in the 
subgroup analysis is included in the primary analysis. 
The informational design idea itself does not mandate 

the inclusion of the subgroup analysis in the primary 
analysis. When this is not done, there is no penalty to 
pay. When it is, a lot can be directly borrowed from 
the adaptive seamless Phase II/III design literature on 
subpopulation selection and adaptive hypothesis adjust-
ment to address this issue (e.g., combination tests [5] 
and conditional error function methods [6, 7]). We have 
followed [4] in [2] by taking advantage of the fact that 
the test-statistics under the settings we consider all have 
a multivariate normal distribution to derive an adjusted 
significance level to keep the Type I error rates under 
control. This gives patients the same nominal weight 
at each analysis ("one patient one vote") as in group 
sequential designs. This also yields different methods 
from normally seen in the adaptive seamless Phase II/
III design literature. 

With a focus on Type I error rate control, we have 
first investigated statistical designs for trials with a 
co-primary hypothesis in the overall population and 
a biomarker subpopulation [2]. Two scenarios were 
considered: 1) the assumptions on treatment effects 
are supported by external data but there is great uncer-
tainty about the prognostic effect of the biomarker. An 
adaptive approach is used to allocate alpha between 
the overall population and a biomarker subpopulation 
without unblinding the treatment level information; 
2) there is uncertainty about treatment effects. An 
informational analysis of unblinded data is conducted 
to inform alpha-allocation between the overall popu-
lation and a biomarker subpopulation, which is opti-
mized to maximize the conditional expected power 
of the study. We have also investigated statistical 
designs for trials with multiple biomarker subpopu-
lations wherein non-performing subpopulations are 
de-selected. Two scenarios were considered: 1) the 
relationship between treatment effect and biomarker 
level is unknown; 2) treatment effect is believed to 
increase with the level of a continuous or multi-cate-
gorical biomarker.
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4. An Example

Suppose a two arm Phase III oncology trial with 1:1 randomization is designed for detecting 
a treatment effect of Δ in log hazard-ratio scale for overall survival (or progression-free-survival)
at Type I error rate α (one-sided) and Type II error rate β. The trial is event-driven and completes 
after the target number of events in the overall population is reached. The total number of 
information units (or target number of events divided by 4) is 22

11 /)( ∆+= −− βα ZZN . The 
overall population consists of k disjoint biomarker subpopulations. An informational analysis is 
conducted at information fraction t to de-select non-performing subpopulations, and only the 
remaining subpopulations are included in the final analysis.  

Let Δi be the true treatment effect in the i-th subpopulation (i=1, 2,…,k). Let Yi2 be the 
standardized test statistics based on the final analysis of all data in the i-th biomarker 
subpopulations (i=1, 2,…,k), and let Yi1 be the corresponding test statistics based on information 
fraction t so that the correlation between Yi1 and Yi2 is t . Further, let ri be the corresponding 
prevalence of biomarkers in terms of contribution of events (but not the number of patients). Let 
αt be the Type I error bar for excluding a subpopulation based on the test statistics at information 
fraction t (i.e., the i-th subpopulation will not be included in the final analysis if the p-value 
based on Yi1 is > αt or equivalently the empirical treatment effect is <

t
Z α−1 / iNtr ). Patients in 

the remaining subpopulations will be pooled for final analysis. Which alpha level (denoted α*)
should the final analysis be tested at to keep the overall Type I error rate under α?

Suppose that m subpopulations are included in the final analysis (m≥1), and let Zm be the 
corresponding standardized test statistics. Without loss of generality, we assume that the first m
subpopulations are selected. The probability of Zm being statistically significant at the α* level is 

Q(α*|αt, m)=Prob(Yi1>
t

Z α−1 for i=1,…,m, Yi1<
t

Z α−1 for i=m+1,…k, Zm > Z1- α*) (1)
Notice that Yi1’s are independent standard normal variables under null. The correlation between 
Yi2 and Zm is determined by the prevalence of the i-th subpopulation in the m selected 

subpopulations, i.e., corr(Yi2, Zm)= �𝑟𝑟𝑟𝑟𝑖𝑖𝑖𝑖/∑ 𝑟𝑟𝑟𝑟𝑖𝑖𝑖𝑖𝑚𝑚𝑚𝑚
𝑗𝑗𝑗𝑗=1 . Given that corr(Yi1, Yi2)= √𝑡𝑡𝑡𝑡 and corr(Yi1, Yj2)=0 

for i≠j, corr(Yi1, Zm)=corr(Yi1, Yi2)*corr(Yi2, Zm), or �𝑡𝑡𝑡𝑡𝑟𝑟𝑟𝑟𝑖𝑖𝑖𝑖/∑ 𝑟𝑟𝑟𝑟𝑖𝑖𝑖𝑖𝑚𝑚𝑚𝑚
𝑗𝑗𝑗𝑗=1 . The probability Q(α*|αt, m) in 

(1) can be easily evaluated numerically. Because Yi1’s have identical distribution under the null, 
the subpopulations have the same probability of being selected. Let c(m, k) be the number of 
choices of m elements from k, or k!/((k-m)!m!), the overall Type I error rate is 
∑ 𝑐𝑐𝑐𝑐(𝑚𝑚𝑚𝑚,𝑘𝑘𝑘𝑘)𝑘𝑘𝑘𝑘
𝑚𝑚𝑚𝑚=1 Q(α*| αt, m). The adjusted Type I error rate α* is obtained from the following 

equation:
∑ 𝑐𝑐𝑐𝑐(𝑚𝑚𝑚𝑚,𝑘𝑘𝑘𝑘)𝑘𝑘𝑘𝑘
𝑚𝑚𝑚𝑚=1 Q(α*| αt, m) = α (2)

 
Figure 2 presents α* for k=2, 3, 4 and 5 when the prevalence of events is assumed to be the 

same in each biomarker subpopulation. A subpopulation is selected only if the empirical effect is 
positive (i.e., αt=0.5) in this hypothetical example. Because the correlation between Yi1 and Zm is 
driven by t , which increases slowly with t when it approaches unity, the curve for α* flattens 
out at the tails. The penalty increases with k as expected. Since the rule of population selection is 

An Example
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Figure 2. Adjusted alpha (alpha*) to keep overall Type I error rate at 2.5% when  
subpopulations with negative treatment effects are deselected at information fraction t. 

2 
 

binding in this setup, there is a chance that no population is selected. That is why α* can actually 
be greater than 2.5%. Apparently, in practice αt does not need to be fixed at 0.5 or kept at same 
level for all information fractions. The selection depends on study power under projected true 
treatment effects, prevalence, and various qualitative considerations such as feedback from 
regulatory agencies, reimbursement agencies and key opinion leaders. At the end of the study, 
we may have external information about the treatment effect in a biomarker subpopulation. Such 
information may be used to determine whether only a subset of the subpopulations is subject to 
de-selection. When de-selection is applied only to a subset of the subpopulations, a smaller 
penalty for multiplicity control will be paid.

Once α* is calculated, the study power can be estimated under an alternative hypothesis of 
interest. It has been shown in [2] that the informational design has superior performance than 
conventional designs in the presence of inactive biomarker subpopulations. 

Figure 2. Adjusted alpha (alpha*) to keep overall Type I error rate at 2.5% when subpopulations 
with negative treatment effects are deselected at information fraction t.



BIOPHARMACEUTICAL REPORT SPRING 2016 6

References
1. www.fda.gov/RegulatoryInformation/Legislation/ 

FederalFoodDrugandCosmeticActFDCAct/
SignificantAmendmentstotheFDCAct/FDASIA/
ucm341027.htm, last accessed July 6, 2015.

2. Chen C, Li N, Shentu Y, Pang L, Beckman RA. 
Adaptive Informational Design of Confirmatory 
Phase III Trials with an Uncertain Biomarker 
Effect to Improve the Probability of Success. Sta-
tistics in Biopharmaceutical Research, to appear.

3. Li N, Chen C. Informational design for biomarker 
selection and alpha allocation. ASA Proceedings of  
the Joint Statistical Meetings 2015.

4. Stallard N, Todd S. Seamless phase II/III designs. 
Stat Methods Med Res. 2011; 20(6): 623-34.

5. Bretz F, Schmidli H, König F, Racine A, Maurer 
W. Confirmatory seamless phase II/III clinical 
trials with hypotheses selection at interim: gen-
eral concepts. Biometrical Journal 2006; 48(4): 
623–634.

6. Mehta C, Schäfer H, Daniel H and Irle S. Bio-
marker driven population enrichment for adaptive 
oncology trials with time to event endpoints.  
Statistics in Medicine 2014; 33: 4515–4531.

7. Muller HH and Schafer H. A general statistical 
principle for changing a design any time during 
the course of a trial. Statistics in Medicine 2004; 
23: 2497–508.

8. Freidlin B and Simon R. Adaptive signature 
design: an adaptive clinical trial design for gener-
ating and prospectively testing a gene expression 
signature for sensitive patients. Clinical Cancer 
Research 2005; 11 (21): 7872-7878.

9. Jiang W, Freidlin B and Simon R. Biomarker-
adaptive threshold design: a procedure for evalu-
ating treatment with possible biomarker-defined 
subset effect. Journal of National Cancer Institute 
2007; 99 (3): 1036-1043.

Freda Cooner and Ed Luo, Workshop Co-chairs

The 2016 Workshop will take place September 28-30 (Wednesday - Friday) at the Marriott Wardman Park 
Hotel in Washington D.C. The theme for the 2016 Workshop is “Statistical Innovation: Better Decisions 
Through Better Methods.” This year’s program includes two plenary sessions, 42 parallel sessions, eight 
short courses, 48 roundtable discussions, and 20 posters. There will be a mixer on the late afternoon of  
September 29. Housing is open and registration will open on June 1, 2016 (www.amstat.org/meetings/ 
biopharmworkshop/2016).

http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendm
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendm
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendm
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/SignificantAmendm
http://www.amstat.org/meetings/biopharmworkshop/2016
http://www.amstat.org/meetings/biopharmworkshop/2016
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BIOPHARMACEUTICAL SECTION AT  
THE 2016 JOINT STATISTICAL MEETINGS
JULY 30 – AUGUST 4, CHICAGO, ILLINOIS, USA

The 2016 Joint Statistical Meetings will convene at McCormick Place in Chicago from July 30 to August 4.  
The theme of the 2016 meetings is “The Extraordinary Power of Statistics.” 

The ASA Biopharmaceutical Section has been instrumental in helping to put together an outstanding program, 
including sponsoring numerous sessions. The section contributed to the program four invited sessions:

Session ID Title Time
212304 Innovative Trial Designs and Data Analysis Models in Rare Diseases Tuesday 2 p.m.

212369 Choosing Appropriate Estimands in Clinical Trials Monday 10:30 a.m.

212494 Issues in Predictive Biomarker in Oncology Drug Development Sunday 2 p.m.

212510 Subgroups Analyses: Planned Versus Ad-hoc - How Many Are Too Many? Wednesday 8:30 a.m.

Additionally, the section is sponsoring 21  
Topic Contributed sessions on a variety of topics:

• Challenges In Design And Analysis Of Multi-Regional 
Clinical Trials (#212682)

• Design And Analysis Of Bioequivalence And Biosimilar 
Assessment (#212727)

• Methods And Applications In Multiplicity Adjustment 
(#212768)

• Quantitative Sciences For Safety Monitoring And  
Confirmatory Safety In Clinical Development 
(#212822)

• Recent Advances In Early Phase I/Ii Cancer Trials  
Using Drug Combinations (#212664)

• New Developments On Network Meta-Analysis  
In Clinical Trials (#212745)

• Synthesizing Evidence From Different Sources  
For Robust Decision-Making In Cancer Clinical  
Trials (#212777)

• Industry Statisticians Discuss The Dmc Process 
(#212672)

• Development And Application Of Practical And 
Advanced Dose-Finding Designs (#212758)

• Integrated Analysis Of Transcriptomics Data  
In Drug Discovery (#212784)

• Power Of Historical Data Borrowing Methods In 
Increasing Clinical Trial Efficiencies (#212790)

• Novel Missing Data Imputation Methods (#212705)

• Case Studies To Learn From And Improve Adaptive  
Trial Design And Implementation (#212728)

• Advancement Of Statistical Methods And Tools  
For Go/No-Go Decision-Making (#212791)

• Promise And Perils Of External Patient-Level Data: 
Applications In Drug Development (#212810)

• Methodological And Practical Aspects Of Adaptive 
Model-Based Design Of Clinical Trials (#212825)

• Small Clinical Trials: Challenging Traditional Thinking 
(#212535)

• Statistical Challenges In Drug Development  
In The Era Of Immuno-Oncology (#212679)

• Emerging Topics In Benefit-Risk Assessment In  
Clinical Development Decision-Making (#212732)

• Innovative Bayesian Applications In Clinical Trials 
(#212838)

• Global Challenges And Collaboration In  
Biopharmaceutical Statistics (#212674).

The Biopharmaceutical Section received 166 abstracts 
and is supporting 21 contributed sessions, in addition 
to speed sessions and poster sessions, in diverse top-
ics including adaptive designs, Bayesian methodology 
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and applications, biomarkers, longitudinal analysis, 
statistical learning, missing data, multiplicity issues 
and solutions, non-inferiority trial challenges, statisti-
cal methods in different therapeutic areas and many 
more. Contributed session #212984 includes presenta-
tions from the 2016 Biopharmaceutical Section Student 
Paper Competition winners. 

The section is also co-sponsoring many contributed 
sessions and special presentations jointly with other ASA 
sections and statistical societies. We provided thirteen 
roundtable discussion topics to the program, including 
best practices for interim analysis, challenges in design-
ing comparative clinical studies, unmet medical needs, 
statistical issues in designing and analyzing rheumatology 
trials, assessing safety of rare events, communicating our 
value, and many more, to which our members will have a 
chance to contribute their perspectives to the discussions.

Two courses sponsored by the Biopharmaceutical 
Section will be presented this year:

• Analysis of Clinical Trials: Theory and Applications— 
Devan V. Mehrotra, Alex Dmitrienko, and Jeff Maca

• Making Quantitative Decisions during the Clinical 
Development of a New Drug—Christy Chuang-Stein.

Thanks to everyone who put forth an idea or pro-
posal, leading to this excellent program. Additionally, 
we thank members who have volunteered to chair con-
tributed sessions, and everyone who helped us to have 
such an exciting program this year.

For more information on the 2016 JSM program, please 
see: www.amstat.org/meetings/jsm/2016/program.cfm

We already look forward to the 2017 Joint Statisti-
cal Meetings next year in Baltimore, Maryland. We are 
fortunate to have Jennifer Gauvin be the Biopharmaceu-
tical Section representative to the 2017 JSM Program 
Committee. Proposal submission will open in July of 
2016, but if you have ideas already, feel free to contact 
Jennifer at jennifer.gauvin@novartis.com. 

For more details about upcoming JSM meetings, 
please see: www.amstat.org/meetings/jsm.cfm n

Registr
ation and 

Housin
g Now Open!

JSM 2016
CHICAGO

JOIN US THIS   

 June 29: Housing deadline 

 June 30: Regular registration deadline

 July 21: Late registration deadline

Learn more at www.amstat.org/jsm.

July 30−August 4
  Key Dates 

SUMMER FOR

http://www.amstat.org/meetings/jsm/2016/program.cfm
http://www.amstat.org/meetings/jsm.cfm
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WHY NOT JOIN US
A SESSION ON “GLOBAL CHALLENGES AND 
COLLABORATION IN BIOPHARMACEUTICAL 
STATISTICS” AT JSM 2016 CHICAGO
Toshimitsu Hamasaki, National Cerebral and Cardiovascular Center, Japan; Geert Molenberghs, Universiteit Hasselt/KU  
Leuven, Belgium; Frank Bretz, Novartis Pharma, Switzerland; Brian Wiens, Portola Pharmaceuticals, United States; Sreekumar 
Nair, Manipal University, India

The globalization of medical product development has 
largely been motivated by the need to access the best 
science and molecules, to stimulate innovation and to 
accelerate the delivery of new medicines that target 
unmet patient needs. Global collaboration and harmo-
nization among relevant stakeholders around the world, 
including academia, governments, industry, scientific 
organizations and patient groups, is key to achieve 
these needs in an efficient way. However, technical 
standards as well as ethical and legal frameworks may 
often be different in different regions of the world. In 
addition, societies may have different experiences and 
expectations because of differences in legal require-
ments for drug approval, biological medical devices and 
diagnostics, or simply because of cultural differences. 
It is therefore necessary to overcome these differences 
through global collaborations in order to produce effec-
tive and productive collaborative work. One of the 
many important components is international exchange 
and collaboration in the field of statistics education and 
dissemination. 

The Executive Committee of the Biopharmaceuti-
cal Section has chartered the International Initiative 
Subcommittee to find a way to a fruitful, global col-
laboration and community platform, which can bring 
new information to Section members and provide 
service to statisticians around the globe. In a series of 
reports from the International Initiative Subcommittee 
in Biopharmaceutical Report [1]-[3], we have intro-
duced our mission and vision along with an overview 
of several activities. To have a more formal oppor-
tunity of sharing the information with people facing 
global collaboration and communication in statistics, a 
Topic-Contributed Session on “Global Challenges and 

Global Collaboration in Biopharmaceutical Statistics” 
will be held at the JSM 2016 Chicago, in collaboration 
with the Committee on International Relations in Sta-
tistics of the American Statistical Association chaired 
by Professor Geert Molenberghs. 

The objective of this session is to discuss global 
communication and education for the interaction and 
integration among statisticians working in the biophar-
maceutical and related sectors to cover problems in 
biopharmaceutical and statistical science in the world. 
This session will focus specifically on the opportunity 
for educating the next generation of biostatisticians 

Chair
Geert Molenberghs, Universiteit Hasselt/KU  
Leuven, Belgium 

Speakers
Abdus S. Wahed, University of Pittsburgh, USA

José Pinheiro, Johnson and Johnson, USA

Panelists
Yuki Ando, Pharmaceutical and  
Medical Device Agency, Japan 

Frank Bretz, Novartis Pharma, Switzerland 

Luis Escobar, Louisiana State University, USA

José Pinheiro, Johnson & Johnson, USA 

Estelle Rusek-Cohen, Food and Drug  
Administration, United States

Abdus S. Wahed, University of Pittsburgh, USA
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working in the biopharmaceutical sector or gradu-
ate school students who are considering a career in 
biopharmaceutical sector. The Committee on Interna-
tional Relations in Statistics has developed a unique 
educational program, called “Educational Ambassador 
Program”, which is to recruit a number of educational 
ambassadors from foreign countries to advance lasting 
collaborations between the ASA and other international 
statistical societies for permanent exchanges of knowl-
edge. This harmonized educational program could 
be an example for collaboration in global education. 
Lessons learned from this program will be introduced 
in the session. Also the session will discuss future 
challenges and opportunities in global medical product 
development. 

The session is structured as follows: Introduction by 
the session chair followed by two keynote presentations 
and an open panel discussion with engagement from 

the audience. The session is scheduled on Wednesday, 
August 3, 2016, beginning at 10:30 AM. Please let join us 
and discuss together our future of global collaboration. n

References
[1] Wiens B. (2015) International Initiatives Subcom-
mittee: a New Project from the Biopharmaceutical 
Section. Winter issue of the Biopharmaceutical Report, 
Vol. 22, No: 1, p. 11.

[2] Hamasaki T. (2015) International Initiatives Sub-
committee: Proposal for JSM 2016. Spring issue of the 
Biopharmaceutical Report, Vol. 22, No. 2, pp.1-2

[3] Bretz F. (2015) International Initiatives Subcom-
mittee Report: ICH E9(R1) as an Example of a Suc-
cessful International Collaboration. Summer issue of 
the Biopharmaceutical Report, Vol. 22, No. 3, p.8.

Statistics and Data Science
conference

October 20-22, 2016

Conference & Short Course Registration 

NOW OPEN!

influence community knowledge
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BIOPHARMACEUTICAL SECTION 
MENTORING PROGRAM CONTINUES …
Biopharmaceutical Section Mentoring Committee 

The Biopharmaceutical Section of the American Statis-
tical Association is pleased to announce the 2016 Men-
toring Program for the enhanced benefit of its members! 
This program was successfully initiated in 2014 and 
we are now inviting more Biopharmaceutical Section 
members to participate in this program. 

Networking can be challenging but is beneficial. 
Meeting others in our profession can help us quickly 
learn the ropes, improve our careers, and contribute to 
the statistical profession. Finding a mentor has its chal-
lenges and, keeping that in mind, the Biopharmaceuti-
cal Section has created a mentoring program based on 
the mentoring blueprint created by the Committee on 
Applied Statisticians. More than 60 people participated 
in our mentoring program in 2014 and 2015. 

The goal of this program is to help members fur-
ther enrich and enhance their professional experience 
through achieving personal and professional goals. This 
may occur through sharing of knowledge and experi-
ence between a professional practitioner and someone 
entering the profession of statistics. A constructive 
mentorship relationship can take many forms and may 
occur at any stage of one’s career with benefits for both 
the mentor and the mentee. We will provide hands-on 
resources for mentors and mentees to facilitate their 
interactions. Information related to the mentoring activ-
ities and additional resources for mentors and mentees 
is available via the Biopharmaceutical Section website 
(http://community.amstat.org/biop/aboutus/subcom/
mentoring). 

Currently we are looking for mentors and mentees 
for the 2016-17 mentoring program. Are you interested 
in becoming a mentor to a statistician and helping fel-
low Biopharmaceutical statisticians? Are you a potential 

mentee, or can you nominate a statistician who may be 
looking for a mentorship program? If so, please email 
your contact information to biopharmmentoring@gmail.
com with the subject: “Biopharmaceutical Section Men-
toring Program.” It would be helpful if you also send a 
resume to help us match mentors and mentees by June 
22. Please contact Yue Shentu (yue_shentu@merck.com), 
Amarjot Kaur (amarjot_kaur@merck.com), Juliet Ndu-
kum (jpntsang@yahoo.com) or Janelle Charles (Janelle.
Charles@fda.hhs.gov) if you need any additional infor-
mation or clarification related to this program. n

Testimonials from past participants:

“[The ASA Biopharmaceutical Section] 
did a great job in matching me to a 
mentee. It has been a win-win for both 
of us!” 

—Mentor Allison Florance

“The biopharmaceutical mentoring  
program has proved to be invaluable to 
me. Through my countless conversations 
with my mentor, I chose to focus on a 
thesis topic that is of high interest to me, 
and yet highly relevant to pharmaceutical 
industry and other settings.”

—Mentee Nobuhle Mpofu

http://community.amstat.org/biop/aboutus/subcom/mentoring
http://community.amstat.org/biop/aboutus/subcom/mentoring
mailto:biopharmmentoring%40gmail.com?subject=
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UPDATE FROM THE  
PUBLICATIONS OFFICER
Richard Zink, JMP Life Sciences, SAS Institute (richard.zink@jmp.com)

Hi, Folks! Here is an update on Publication Team activities.
Our website has received a lot of attention over the 

past few months. At our website, you can:
1. See paper and poster award winners and view win-

ning posters. http://community.amstat.org/biop/awards/ 
pastwinners

2. View events of interest from the Biopharm Section 
and related professional organizations. http://community.
amstat.org/biop/events/recentcommunityevents 
dashboard

3. Review the efforts of the Safety Scientific Working 
Group. http://community.amstat.org/biop/aboutus/ 
subcom/safetywg Get so inspired, submit a proposal 
for your own SWG. http://community.amstat.org/biop/
aboutus/subcom/swg

4. Get involved with the mentoring program. http:// 
community.amstat.org/biop/aboutus/subcom/mentoring

5. Get in touch with members of the Executive Com-
mittee on ways you can get involved with the Section. 
http://community.amstat.org/biop/aboutus/executive 
committee

6. View videos on why the biopharmaceutical industry is 
a good career choice http://community.amstat.org/biop/
home

7. Read the official blog. http://bit.ly/1U9SrDP. Here you 
will find updates from the Section Chair (http://bit.
ly/1sA42l7), thoughts on statistical leadership (http://bit.
ly/1TAdBHD), or other topics of interest to the com-
munity (http://bit.ly/1qJRE0z). If you haven’t yet, please 
check out my post on Good Analytical Practice (http://
bit.ly/247UlpH). Comments are welcomed and encour-
aged, but you need to be logged in to post a com-
ment.

Below is a list of upcoming webinars. Be sure  
to register! Webinars are free for Section members! 

www.amstat.org/education/weblectures/index.cfm

1. Global Sensitivity Analysis of Randomized Trials 
with Informative Drop-out 
Daniel Scharfstein, John Hopkins University 
Tuesday, May 24, 2016, 12:00–14:00 EST

2. Basket Design of Phase III Confirmatory Trials 
Cong Chen, Merck 
Thursday, June 16, 2016, 12:00–14:00 EST

3.  An Overview of Statistical Considerations in  
Clinical Validation of Companion Diagnostic 
Devices of Precision Medicine 
Meijuan Li, CDRH, FDA 
Thursday, September 15, 2016, 12:00–14:00 EST

4. Introduction to Stan—From Logistic  
Regression to PK/PD ODE Models 
Sebastian Weber, Novartis Pharma AG 
Thursday, October 6, 2016, 10:00 - 12:00 EST

Finally, have a long commute? Fill up that time with 
a podcast (http://community.amstat.org/biop/podcast). 
Recent episodes feature the Statistics and Pharmaco-
metrics Interest Group and the Caucus for Women in 
Statistics. Future episodes include the Women in Sta-
tistics and Data Science Conference, a discussion on 
Patient Preferences, a conversation about Data Science, 
and the First Annual EFSPI Statistical Workshop. Don’t 
forget, you can subscribe via iTunes here http://apple.
co/1sQj1YX. n

http://community.amstat.org/biop/awards/pastwinners
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THE 72ND  ANNUAL DEMING 
CONFERENCE ON APPLIED STATISTICS
Sponsored by
American Society For Quality: Ny/Nj Metropolitan Section & Statistics Division
American Statistical Association: Biopharmaceutical Section

December 5 – 9, 2016: Tropicana Casino and Resort, Havana Tower, Atlantic City, NJ
Online registration starts after July 1, 2016 at www.demingconference.com

The Annual Deming Conference on Applied Statistics 
provides a learning experience on recent developments 
in statistical methodologies. The conference is composed 
of 12 3-hour tutorials of current advanced methodolo-
gies on the first three days and is followed by two 2-day 
parallel short courses. Authors of recently published sta-
tistical books as well as experienced statisticians work-
ing in regulatory, industry, and academics are invited to 
teach the tutorials and the short courses. The conference 
sells the books used in the tutorial and short courses 
at a 40% discount. Registrants are welcome to submit 
abstracts for poster presentation during the conference. 

Tutorial Sessions
Data display for  
statistical analysis  
Prof. Richard M.  
Heiberger, Temple  
University 

Non-inferiority  
testing in clinical  
trials: issues and  
challenges  
Dr. Tie-Hua Ng, FDA 

Overview of  
statistical and design 
considerations in  
personalized medicine  
Dr. Sandeep Menon, 
Pfizer Inc and Dr.  
Richard Zink, JMP Life 
Sciences, SAS Institute 

Benefit-risk assess-
ment methods in 
medical product 
development: bridging 
qualitative and quanti-
tative assessments  
Dr. Qi Jiang, Amgen and 
Dr. Weili He, Merck & 
Co., Inc 

Biomarker evaluation 
and subgroup discov-
ery in clinical trials  
Dr. Alex Dmitrienko, 
Mediana Inc and Dr. Ilya  
Lipkovich, Quintiles 

Basic multiple  
comparisons in  
clinical trials and 
genomics  
Dr. Bushi Wang, Ingelheim 
Pharmaceuticals and Prof. 
Cui, Chair of the Dept.  
of Stat., University of 
California, Riverside

Quantitative sciences 
for safety monitoring 
in clinical development  
Dr. Bill Wang, Merck

Improving our under-
standing of “less well-
understood” adaptive 
trials: challenges, best 
practices and sharing  
of case studies  
Dr. Weili He, Merck  
and Dr. Eva Miller,  
Independent Biostatistical  
Consultant 

Simulation-based 
approaches to  
clinical trial design 
and analysis  
Dr. Alex Dmitrienko, 
Quintiles 

Statistical consider-
ations for drug  
development in China: 
recent development 
and future directions  
Prof. Naiqing Zhao, Fudan 
University, China and  
Dr. Jie Chen, Novartis

Regulatory statistics 
with some European 
perspectives  
Profs. Martin Posch and 
Franz Konig, Medical Uni-
versity of Vienna and Dr. 
Frank Bretz, Novartis

Quantitative methods 
for traditional  
Chinese medicine 
development  
Prof. Shein-Chung Chow, 
Duke University

Short Courses
Adaptive designs  
and multiple testing  
Profs. Martin Posch and 
Franz Konig, Medical  
Statistics, Medical  
University of Vienna 
Dr. Frank Bretz, Novartis 

Bioequivalence,  
Biosimilars, &  
Statistics in Clinical 
Pharmacology 
Dr. Scott Patterson, 
Pfizer Inc, Dr. Byron 
Jones, Novartis 
Dr. Johanna Mielke, 
Novartis 

http://www.demingconference.com

