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During 2019, time was devoted to reflecting on our journey as a young organization to the growing and influential
society that we have become. This includes what transitions are needed to achieve our vision for the future as the
premier organization advancing the discipline of pharmacometrics throughout the world. Our five year strategic
vision states (http://go-isop.org/five-year-strategic-plan/) that ISoP will actively champion the expanding role of
pharmacometrics in protecting and improving human health, by:
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Broadening ISoP’s outreach to become a truly international society, increasing membership by 50%, and
sponsoring pharmacometrics meetings worldwide.
Increasing the awareness of key decision-makers, such as regulators, clinicians, payers (anyone setting pricing
or reimbursement policies), patient advocates, and industry leadership, to the impact of pharmacometrics on
drug discovery, development, and clinical practice.
Strengthening core pharmacometric capabilities through research support and educational initiatives, while
increasing the exposure of society members to new areas, such as health economics and machine learning.
Improving development of and access to educational resources, pharmacometrics tools, and open-science
resources for society members at every stage of their career

In order to achieve this, we will be investing in the advancement of the foundational items that are required to
support the society. This includes, but is not limited to, infrastructure, organizational structure, member benefits
and increased member engagement. Over the course of the year, look forward to seeing changes that include
but are not limited to the following: continued updates to the website and app for the society and our annual
conference (https://www.go-acop.org/), the tools to interact with the society, and increased efficiencies in
interactions between members and the society. We aim to continue to grow the society, not only in the size of
the group but also in our influence in and value. One of the ways this will be implemented is through increased
educational opportunities, on a range of topics, for all levels of membership from trainee through the most senior
members of our society. In addition, we are going to continue and expand on our efforts on increasing the “I” in
ISoP. We are continuously working on increasing our internationalization through activities such as sponsorship,
programming and member benefits.
We cannot achieve our full vision without the help of the society.
opportunities and volunteer!

Please look for increased engagement
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Soon the call for ISoP awards and fellows will be open. Please consider submitting a nomination. This is a great
way to recognize our colleagues for their efforts.
At the end the ACoP 2019 annual conference we opened an opportunity to submit ideas for membership benefits.
Thank you for the many great ideas that were submitted. In order to make sure we are reaching all members, we
will be reopening the link. Please look for that upcoming announcement to submit ideas round member benefits.
We are looking forward to an exciting transformation over the next few years!
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Planning for ACoP11 is well underway!
The Eleventh American Conference on
Pharmacometrics (ACoP11) will be held
October 4th to 7th, 2020, at the Gaylord
Rockies Resort & Convention Center near
Denver, in Aurora, Colorado.
Your Planning Committee is hard-at-work
to bring you a variety of scientific
programming, poster presentations,
social
activities,
and
networking
opportunities. Key timelines and some
highlights for what’s in store include:
• In accordance with the theme of the
conference “Scaling New Heights,”
there will be sessions that highlight
exciting opportunities and goals for
our discipline over next 5+ years while
summarizing
the
significant
achievements in past.
• ACoP11 Pre-Conference will be held
on Sunday, October 4th, “The Rising
Role of Modeling in Oncology - From
Translation to Confirmation,” cochaired by Heather Vezina PharmD,
PhD, Mary Spilker, PhD, and Peter
Bonate, PhD.

• The
Scientific
Programming
Committee chaired by Craig Comisar,
PhD, is planning for an exceptional
series of sessions consistent with our
conference theme. Don’t miss the
deadline to submit your ideas and
proposals by February 4th. See
website for more details. Hurry up!
• Planning your travel? Pre-conference
workshops will start October 3rd.
ACoP11 will run from October 4th
until early evening on Wednesday,
October 7th. The post-meeting
tutorials, including the Student
Tutorial Workshop, will be held on the
morning of Thursday, October 8th,
with post-conference workshops
beginning that afternoon and
continuing Friday, October 9th.
• The Call for Abstracts is now open
through April 15th. Our Abstract
Committee, led by Kenta Yoshida,
PhD, is already looking for new ways
to highlight the many outstanding
scientific abstracts contributed by our
community. Visit the ACoP website for
more information.

• Stay tuned for dedicated events for
our student and trainee members.
ACoP11 planning committee plans to
provide increasing opportunities to
present, learn and grow for
students/trainees.
• Last but not least: The Call for
Nominations for ISoP Awards and
Fellows will open soon. Please take
the time to recognize your colleagues
for their innovative science and
outstanding leadership in the field of
pharmacometrics.
Please mark your calendars and be sure to
register early!
We look forward to seeing you in
Colorado!
On behalf of the ACoP11 Programming
Committee,
Navin Goyal – ACoP11 Conference Chair
https://www.go-acop.org/

NJ/PA/NY Local Event
Stacey Tannenbaum, co-founder of the local M&S networking group, MoSAiC, will be “coming home” to join us for our next NJ/PA/NY
Local ISoP event on Thursday, February 6th at 5:30 pm at the Bridgewater Manor!
Stacey will give us a presentation on the history of ACoP and ISoP (the kernels of these both started right here in Bridgewater, NJ), and
discuss local, national, and global Pharmacometrics initiatives and activities that we can all look forward to. To ease us into the new year
with some energy and fun, Stacey will be hosting a repeat of the popular ACoP Innovation in Communication session with a game of
Pharmacometrics Taboo! We’ll get a chance to practice our communication skills by describing Pharmacometrics terms without the lingo
we rely on, and to exercise the skills of thinking on our feet under time pressure; these are valuable skills when being put on the spot in
meetings, especially with the FDA!
This will also be an opportunity to re-present your research as this will our annual Recycle Your Poster Night. Your previously presented
work is welcomed on this night! No additional poster preparation is expected. Original posters may be proposed as well, and will be
welcomed. The poster presenters will be given an opportunity to present their posters, highlighting the key message in 3-5 min, (no
additional preparation or slides required
We hope you will join us and help welcome Stacey back to NJ!
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ional role. However, right now, I am
taking some time off to relax and spend
some quality time with my family. Since
this will be my last winter as a Florida
resident, I am enjoying many outdoors
activities, specially the beach!
Why did you want to be a board
member?

Vijay Ivaturi
Tell us a little
about yourself.
Clinical
Pharmacologist by training
and a Rafael Nadal
fan forever! Played
college
and
profess-ional
sports in India and somehow ended up
choosing the career I am in now ☺
What are you doing right now?
Assistant Professor in Pharmacometrics at
the Center for Translation Medicine in the
University of Maryland School of
Pharmacy. Co-founder of Pumas, the next
generation Pharmacometric tooling.
Why did you want to be a board
member?
I have a passion to pay it forward, and in
our field of Pharmacometrics, I would like
to do that by making our community
more accessible. Being a board member
will provide a platform to do that.

What is your favorite part of being an
ISOP member?
Voice my opinions to the core decision
making body, and have fun learning and
collaborating with the experts
Let's do something fun. Do you believe in
Bigfoot? And why?
Bigfoot who? In India we follow Yeti!

Sihem Bihorel
Tell us a little
about yourself?
I am a mother and
a wife, then a
scientist!
My
journey with PMx
started when I was a student at Descartes
University in Paris, France. After earning
my PharmD and a masters’ degree in
PMx, I was offered to pursue my PhD
research at SUNY at Buffalo (UB). This was
the beginning of a journey spanning
about a decade going from being a PhD
student to becoming a junior faculty at
UB. Looking back, I have been very
fortunate throughout my education and
early years of career to have had
inspirational mentors. Pr Scherrmann, Pr
Jusko, Pr Kzyzanski, and Pr Mager will
always have my deepest gratitude for
their mentoring and support during these
exceptional years. They instilled into me a
set of fundamental values of academic
excellence and professionalism that I try
to remember every day and transmit to
my own mentees.
What are you doing right now?

What do you hope to accomplish during
your tenure on the board?
As a member of the ISoP board, I will –
democratize tools and education, and
collaborate to innovate.
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2020 will be the year of a new beginning
for me. After a few challenging years, I
have decided to start the next chapter of
my career and move back to the North
East of the USA to start a new profess-
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Nobody makes it through one’s profess
ional career or, more generally, life
entirely on his or her own merits. Since
joining the ISoP at its inception in 2011,
the society has always allowed me to
grow as a scientist and a person. I wanted
to be a member of the ISoP’s Board of
Directors to contribute further to its
mission “promotion and advancement of
the discipline of pharmacometrics,
through Integration, Innovation, and
Impact”; as a way for me toto give back
to the ISoP for all the benefits I have
received along these years.
What do you hope to accomplish during
your tenure on the board?
Being elected a member of the ISoP Board
of Directors is an honor and a privilege
that I highly value. It is a mark of
recognition and trust from the members
of our society for which I am committed
to work diligently during my 3-year
tenure. My goals are the following: 1)
foster interactions and increase

communications between the various
PMx communities (ACoP, PAGE, WCoP,
PAGANZ, ISQP, ASCPT, ACCP, etc.)
through joint Symposia/Colloquia on
topics relevant to the mission the ISoP. 2.)
Reinforce the collaboration between the
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various “branches” of PMx (academia,
industry, government agencies, etc.) to
advance drug development, promote the
translation of basic research to clinical
utility, and impact decision making. 3)
Promote the development of strategic
multidisciplinary programs that integrate
modalities
(scientific,
cutting-edge
methodological, technological, etc.) to
strengthen the role of PMx and increase
the impact of our scientific community. 4)
Provide
resources,
mentorship,
opportunities, and promote career
development of emerging scientists in the
field of PMx. 5) Attract new ISoP
members and listen to their ideas,
suggestions, requirements; and engage
them in our society as to serve best our
PMx community.
What is your favorite part of being an
ISoP member?

I will give ISoP members tips on how to use the membership site and ISoP mobile app.
I will address some of the most frequently asked questions.
ISoP members have access to all form submissions and registration receipts. Most
employers require a receipt to obtain reimbursement for business/educational
expenses. This will outline the steps to retrieve your receipt.
Accessing Registration Receipts
Members can access their profiles via the ISoP website (www.go-isop.org) under the
membership tab.

Without hesitation, my favorite part of
being an ISoP member is the fact that the
society provides its members with many
learning opportunities, such as tutorials,
local ISoP events and workshops, the
ACoP annual meetings, and by
facilitating
networking
with
professionals from all over the world.
Let's do something fun. Do you believe in
Bigfoot? And why?
No. I don’t believe in Bigfoot.
Why? Hmmm …. I just cannot believe that
this big primate hairy man still wins at
hide and seek with every backpacker
carrying smartphones and GoPro
cameras, in these days!
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First, access your member profile by logging in with your username and password.
From there, members will be taken to their personalized member landing page.
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From the Director’s Desk (continued)
Click on My Profile to access your member data.

Click My Profile again, and scroll down to Invoices.

Under invoices, click the ID# of the invoice you wish to review and print. Download the invoice for your records.
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Papers Worth Reading

by The ISoP Publications Committee (Angela Birnbaum, David D’Argenio,
Ashwin Karanam, Peter Bonate, and Ana Ruiz)

New paradigm for expediting drug
development in Asia. Rajman I,
Hirano N, Honma W, and Zhao S.
Drug Discovery Today 2020 Jan 8.
Some Asian regulators currently require
Phase I data in Asian population prior to
joining global Phase II/III trials. This
manuscript discusses inherent limitations
of Phase I ethnic sensitivity studies (ESS)
to
identify
potential
interethnic
differences. A review recent new drug
applications (NDAs) for Japan and China is
presented to critically assess the value of
separate ESSs in Asian populations. The
authors propose a new global drug
development paradigm: if relevant safety,
pharmacokinetic
(PK),
and
pharmacogenetic (PG) data are available
from the original Phase I study
population, it might be possible to
extrapolate those data to Asian
populations for their inclusion in Phase
II/III trials, without an ESS helping to
streamline drug development in Asia
while
still
addressing
regulatory
requirements.

Augmented renal clearance in
pediatric intensive care: are we
undertreating
our
sickest
patients? Dhont E, Van Der
Heggen T, De Jaeger A, Vande
Walle J, De Paepe P, De Cock PA.
Pediatr
Nephrol.
2020
Jan;35(1):25-39.
Many critically ill patients display a
supraphysiological renal function with
enhanced renal perfusion and glomerular
hyperfiltration.
This
phenomenon
described as augmented renal clearance
(ARC) may result in enhanced drug
elimination through renal excretion
mechanisms.
Augemented
renal
clearance seems to be triggered by
systemic inflammation and therapeutic
interventions in intensive care. There is
growing evidence that ARC is not restrict-
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ed to the adult intensive care population,
but is also prevalent in critically ill
children. Tools for real-time, continuous,
and non-invasive measurement of
fluctuating GFR are most needed to
identify changes in kidney function during
critical
illness
and
therapeutic
interventions. This review summarizes
current knowledge on ARC in critically ill
children, to give insight into its possible
pathophysiological
mechanism,
to
evaluate screening methods for ARC in
the pediatric intensive care population,
and to illustrate the effect of ARC on drug
exposure, therapeutic efficacy, and
clinical outcome.

different pharmacokinetic measures
and neutropenia metrics were explored.
In summary, continuous dosing, with the
dose selected correctly, is most effective
to maintain % time above Cmin while
providing
similar
tolerability
as
intermittent dosing with a higher dose.
But dose interruptions could be required
to
manage
individual
toxicities.
Intermittent schedules, on the other
hand, allow recovery of ANC, enabling
more orderly schedules.

Clinical Pharmacology Review of
Plasma‐derived and Recombinant
Protein
Products:
CBER
Experience and Perspectives on
Model‐Informed
Drug
Development.
Tegenge MA,
Mahmood
I,
Forshee
R.
Haemophilia. 2019 Jul;25(4):e240Optimization of clinical dosing e246.
schedule to manage neutropenia: learnings from semi- Clinical pharmacology studies are one of
the major types of regulatory data
mechanistic modeling simulation submitted for review of therapeutic
approach. Guo Y, Haddish- proteins regulated by the Center for
Berhane N, Xie H, Ouellet D.. J Biologics Evaluation and Research (CBER).
Pharmacokinet
Pharmacodyn. This manuscript provides an overview of
the role of clinical pharmacology including
2019 Dec 18.
Neutropenia is a common side-effect of
oncology drugs. This manuscripts
discusses the impact of exposure and
dosing schedule on neutropenia to guide
selection of dosing schedules that
minimize neutropenia potential
while
maintaining the desired minimum
concentration (Cmin) required for target
engagement. Dose, frequency and PK
parameters were chosen for five
hypothetical drugs of various half-lives to
(1) achieve same exposure with
continuous dosing and evaluate impact of
4 intermittent dosing schedules; and (2)
achieve same nadir for continuous and
intermittent dosing and evaluate impact
on % time above Cmin, a surrogate
assumed to indicate target engagement.
Absolute neutrophil count (ANC) profiles
were simulated using Friberg model
assuming drug concentration directly
reduce the proliferation rate of stem cells
and progenitor cells in proliferation
compartment. The correlations between
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pharmacokinetics, pharmacodynamics,
and exposure‐response analysis at CBER.
Furthermore, a baseline estimate for the
use of quantitative clinical pharmacology
studies prior to implementation of FDA's
model‐informed
drug
development
(MIDD) pilot programme is presented.
original
Biologics
License
Using
Applications (BLAs) for plasma‐derived
and related recombinant therapeutic
protein products approved by CBER/FDA
(2008‐2017) the authors concluded that
clinical pharmacology has played a major
role in regulatory review of plasma‐
derived products, and the application of
quantitative methods will further evolve
for these products under the FDA MIDD
programme.

Did You Know?
Old versions of the newsletter are
posted on the ISoP Web site:
http://go-isop.org/newsletters/
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A PK/PD Analysis of Circulating
Biomarkers
and
Their
Relationship to Tumor Response
in Atezolizumab‐Treated non‐
small Cell Lung Cancer Patients.
Netterberg I, Li CC, Molinero L,
Budha N, Sukumaran S, Stroh M,
Jonsson EN, Friberg LE. Clin
Pharmacol
Ther.
2019
Feb;105(2):486-495.
To assess circulating biomarkers as
predictors of antitumor response to
atezolizumab (anti ‐ programmed
death ‐ ligand 1 (PD ‐ L1), Tecentriq)
serum pharmacokinetic (PK) and 95
plasma biomarkers were analyzed in 88
patients with relapsed/refractory non‐
small cell lung cancer (NSCLC) receiving
atezolizumab i.v. q3w (10–20 mg/kg) in
the PCD4989g phase I clinical trial.
Following exploratory analyses, two
plasma biomarkers were chosen for
further study and correlation with change
in tumor size (the sum of the longest
diameter)
was
assessed
in
a
pharmacokinetic/pharmacodynamic (PK/
PD) tumor modeling framework. When
longitudinal kinetics of biomarkers and
tumor size were modeled, tumor
shrinkage was found to significantly
correlate with area under the curve
(AUC), baseline factors (metastatic sites,
liver metastases, and smoking status),
and relative change in interleukin (IL)‐
18 level from baseline at day 21 (RCFBIL‐
18,d21). Although AUC was a major
predictor of tumor shrinkage, the effect
was estimated to dissipate with an
average half‐life of 80 days, whereas a
biomarker,
RCFBIL‐18, d21 seemed
relevant to the duration of the response.

Kirouac DC, Cicali B, Schmidt S.
Reproducibility of Quantitative
Systems Pharmacology Models:
Current Challenges and Future
Opportunities.
CPT
Pharmacometrics
Syst.
Pharmacol. (2019) 8, 205–210;
doi:10.1002/psp4.12390
Reproducibility of scientific experiments
has been under scrutiny in the last few
years as there are more instances where
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published data does not seem to be able
to be reproduced by other research
laboratories raising the issue of validity of
the results. How to show reproducibility
can be more difficult with different
methods especially when so many
variations for carrying out an experiment
are possible such as with computer code.
The increasing dependence of drug
development on computational modeling
and simulation making it essential to
address
modeling
methodological
transparency as well as reproducibility.
Most
industry
pharmacokineticpharmacodynamic models have to
achieve reproducibility primarily because
of regulatory necessities. Quantitative
systems pharmacology (QSP) on the
other hand is a relatively new field and
has not had the same amount of time
clinical pharmacometrics has had to
evolve. Additionally, the nature of QSP is
such that it uses a plethora of information
from sources ranging from in-vitro to insilico predictions – all of which make
reproducibility
an
arduous
task.
Nonetheless, reproducibility is still a goal
to strive towards not only for drug
development and regulatory decisions,
but also from a model reusability
perspective. For studies published in CPT:
Pharmacometrics
&
Systems
Pharmacology the journal requires model
codes be provided for transparency. Code
availability is ensured because of the
open-access nature of the journal.
However, these measures still do not
ensure model reproducibility. In order to
address these issues and attempt to
provide initial minimum standards the
authors identified 43 QSP publications
from CPT: PSP based on a literature
search to illustrate the variety of software
packages used in building QSP models. Of
these, the authors tested 12 models to
evaluate the ease of simulating published
figures without the need for extensive
coding. Out of the 12 models tested only
4 of the 12 models were executable,
although it should be noted that this does
not refer to nonfunctional or erroneous
model code, only the ease of reproducing
the simulations. The manuscript
discusses short and long terms best
practice recommendations such as
modifying submission requirements to
include executable model files rather
than simple annotated code. The authors
also highlight how we could use repos-
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itories like DDMoRE as such systems have
already been adopted for genomics
focused journals. In addition, the authors
also highlight the challenges associated
with adopting these approaches including
as increased burden on manuscript
reviewers, need for computational
infrastructure, technical proficiency of
the software used, and company
intellectual property. The authors suggest
that given the plethora of options for
creating QSP models some organizations
such as the American Society of Clinical
Pharmacology and Therapeutics or the
International Society of Pharmacometrics
may be better situated to being the
development of practical strategies to
move forward.

Ooi Q, Wright DFB, Isbister GK,
Duffull
SB.
Evaluation
of
Assumptions
Underpinning
Pharmacometric Models. AAPS J.
2019;21(5):97. Published 2019
Aug 5. doi:10.1208/s12248-0190366-2
All statistical models are developed based
with
on
various
assumptions,
pharmacometric models being no
exception. Regulatory agencies require
all assumptions used during to model
development and application be explicitly
stated in the analysis plan and report,
however, most of the time assumptions
are not documented making it impossible
to evaluate their validity. Although
several groups recognize the importance
of evaluating pharmacometric model
assumptions there has been minimal
development
of
a
standardized
framework. A flowchart-based method
for evaluating assumptions is presented
by the authors in order to facilitate these
efforts. The first step is identifying the
assumptions in the model – are they
implicit and explicit? Implicit assumptions
can arise from a model or statistical
method such as normally distributed
errors for an ANOVA model. Whereas,
explicit assumptions arise from
a
modeler’s heuristic approach to solving a
problem. (e.g using a Emax model for the
drug effect when the true mechanism of
drug action is not known) or for
parsimony. The authors provide a concise
table on the details of the two types of
assumptions with examples. Step two is

Page 7

using the flowchart provided in the
manuscript for each of the identified
assumptions and calculating the metrics I
(impact of assumption violation) and P
(probability of assumption violation). For
each assumption, evaluation of I as
significant, insignificant, or unknown
precedes the evaluation of P as likely,
unlikely, or unknown. A decision matrix
using the information from the I and P
categories is then used to form go/no-go
decisions. The authors also present four
examples: two for internal evaluation
(i.e., model building) and two for external
evaluation (i.e., model use). Although
there are limitations to this approach
such as heuristic use of definitions of
certain terms, it does provide a
framework intended to objectively assess
assumptions and their influence on the
model
outcomes.
Evaluation
of
underlying assumptions during the model
building is necessary to avoid the creation
of invalid final models that report
inaccurate conclusions.

The ISoP Newsletter
Needs Contributors
Please contact
Peter Bonate at
peter.bonate@astellas.com
if you are interested.

Registration and abstract
submission for the 3rd
World Conference on
Pharmaco-metrics
(WCoP) are now open.
The scientific committee
is hard at work reviewing
the many programming
submissions we received more information on the
WCoP program coming
soon!

If you’ve read an interesting
paper tell us why and send it to
the ISoP Newsletter for
publication.
Items can be
emailed to:
peter. bonate@astellas.com.

For more details, please
visit
https://wcop2020.org/ or
email
us
at
wcop2020@gmail.com

Register Now for
ISoP’s LinkedIn
Group and Stay
Up to Date on
Everything ISoP
https://www.linkedin.com/
groups/4544242/
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Student/Trainee Events at
ACOP10
By: Ashwin Karanam, Yi Ting (Kayla) Lien and
Mirjam Trame (ISoP student Community)

ISoP has always shown dedication to
making students and trainees an integral
part of the conferences and it was no
exception with ACoP10. For trainee events
at ACoP10, the ISoP Student Community
worked all year round in collaboration
with the ACoP10Planning Committee to
create events which would help trainees
from all over the world gain real-world
understanding of using pharmacometrics
in drug-development and networking
opportunities with established mentors
from various specializations. The trainee
events at ACoP10 were planned and
conducted by the ACoP10 Trainee
Committee which was chaired by Ashwin
Karanam and guided by the past-chair
Kayla Lien and the ACoP10 Chair, Dr.
Mirjam Trame. Two trainee events were
planned – a trainee mentoring session and
a hands-on tutorial workshop.
The trainee mentoring session was held on
Monday, October 21st which was attended
by 30+ trainees. The intent of the session
was to allow trainees to interact and
network with established mentors from
various fields. The mentors who
volunteered for this session were Dr.
Richard Brundage (Academia –University
of Minnesota), Dr. Stacey Tannenbaum
(Industry - Astellas), Dr. Julia Korell
(Industry - Boehringer Ingelheim), Dr. Lena
Friberg (Academia – Uppsala University),
Dr.
Navin
Goyal
(Industry
GlaxoSmithKline), Dr. Jeff Sachs (Industry Merck),
Dr.
Johnathan
French
(Consultancy – Metrum RG), Dr. William
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Denny (Consultancy – Human Predictions
LLC), Dr. Vikram Gota (Academia – Tata
Memorial Hospital) and Dr. Hugo-Geerts
(Consultancy – In Silico Biosciences).

The event started with the mentoring
session where trainees freely rotate
between various mentors and interact
with them based on their research
interests. This was followed by an
interactive panel discussion with mentors
and students/trainees, chaired by Ashwin
Karanam. Students asked soft skill
questions regarding challenges faced in
their careers and what the one advice
would be which they would give to
students. Some other questions asked
were how much statistics should one learn
before graduation, how to find good
mentors, importance of publications and
public presentations, etc.
The trainee tutorial event is conducted
every year at ACoP with the intent of
providing the trainees and students with
hands-on
case-studies
on
how
pharmacometrics is used in drug develop-
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ment. The focus of this tutorial was to
educate the trainees on the importance
of critical thinking and presentations
rather than focusing on model building
or technical aspects.
This year’s session
was co-chaired by Dr.
Birgit
Schoeberl
(Industry - NIBR) and
Ashwin Karanam on
the
topic
“Quantitative
Systems
Pharmacology
in
Translational Drug Development” and was
held on Thursday, 24th
October. For developing the session and
case-studies the cochairs worked with
mentors Dr. John Burke (Consultancy
– Applied Biomath), Dr. Kapil Gadkar
(Industry - Genentech), Dr. Kyle Baron
(Consultancy – Metrum RG), and Dr. Jeff
Kearns (Industry - NIBR).
For making the case studies more
interactive, an R shiny web-app with an
for
running
executable
model
simulations on the fly was created. Based
on this web-app drug-development casestudies were presented to the
participants who had to work in teams to
use the simulations along with critical
thinking skills to answer the questions.
Each team had to present their results
and discuss the findings with the mentors
and other participants.
Both trainee events at ACoP 10 were a
huge success and the ISoP Student
Community would like to thank ISoP, the
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ACoP10 Conference Chair, the ACoP10
Planning Committee, all mentors, all
students and trainees who attended and
lastly all volunteers of the trainee team
for their continued support.

ISoP Local Event: West
Coast QSP Day
By Christina Friedrich

On December 13th, the ISoP QSP SIG
sponsored a “QSP Day” at the
Accelerating
Therapeutics
for
Opportunities in Medicine (ATOM)
consortium offices in San Francisco, CA.
The day-long conference featured
presentations and panel discussions, a
poster session, and ample opportunities
for industry scientists and academic
researchers to network. The conference
had over 50 attendees.

In the afternoon, the focus shifted to
“Future Directions”. After an introduction
by Stacie Calad-Thompson (ATOM
Consortium), Valeriu Damian (GSK)
moderated the session that included talks
from Saroja Ramanujan (Genentech), Ali
Navid (Lawrence Livermore National
Laboratory), Andrew Weber (ATOM
Consortium), and Sourav Bandyopadhyay
(UCSF). The presentations highlighted case
examples of artificial intelligence and
machine learning approaches that may
signal the dawn of completely novel
capabilities for drug discovery, as well as
some early work to integrate these types
of approaches with more traditional QSP.
The panel discussion touched on some of
the potential opportunities as well as
challenges of integrating data-intensive
(AI/ML) and knowledge/hypothesis-driven
(QSP) approaches into a coherent strategy.
Levels of engagement and enthusiasm
were high, and many participants stayed
to chat and network until well after the
scheduled conclusion of the conference!

Coffee Break

The organizing committee was led by
Christina Friedrich (Rosa & Co, QSP SIG
Chair-Elect), and included Valeriu Damian
(GSK, former QSP Sig Chair), Andrew
Weber (ATOM), Neha Murad (Calico Life
Sciences), Saroja Ramanujan (Genentech,
former QSP Sig Chair), and Dan Kirouac
(Applied Biomath). Special thanks go to
Enrico Smith and ISoP for providing
registration support and to ATOM for
providing meeting space and invaluable
logistical support.

Panel Discussion

Eight talks were organized into two
sessions.
The
morning
session,
moderated by Saroja Ramanujan
(Genentech) was titled “QSP – Current
State of the Art” and featured talks by
Valeriu Damian (GSK), Lisl Shoda
(DILISym), Dan Kirouac (Applied
Biomath) and Rebecca Baillie and
Katherine Kudrycki (Rosa & Co). The
talks and lively panel discussion touched
on themes ranging from reusability of
models, data availability and quality,
using modeling to further scientific
understanding, and ensuring impact of
modeling work on drug development.

Saraja Ramanujan
Lisl Shoda

Discussion during break
Organizing Committee (left to right): Andrew
Weber, Saroja Ramanujan, Christina Friedrich,
Neha Murad, Valeriu Damian.
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Don’t Forget to Visit
ISoP’s Career Center!
https://go-isop.careerwebsite.com/

Update from the QSP Sig
By Brian Schmidt, QSP Sig Chair

We have spent the last couple months
not recovering from ACoP, but
continuing to advance our field with
QSP-focused initiatives. We have also
been planning for 2020!
ACoP10 Highlights from the QSP SIG:
The ACoP10 meeting was very exciting
for our SIG. At the Meet the QSP SIG
lunch, we announced the Leadership
Team transition, the student award
winner, and gave an update on QSP SIG
and plans for 2020. We already touched
on the first two items in the September
2019 ISoP newsletter. We would like to
congratulate Mr. Qingxiang Lin again on
his work, “Mechanistic multi-scale
models characterize drug synergism
between BGJ398 and gemcitabine in
pancreatic ductal adenocarcinoma.” Of
particular note from the update: our SIG
has expanded to 182 members! Moving
into 2020, we plan to keep building from
previous successes: sponsoring the
student award at ACoP, keeping our
members up-to-date with the QSP SIG
newsletter, helping to establish and
support Working Groups to recognize
and strengthen emerging science in our
field, and contributing to scientific
programming with new events. In
particular, we plan to establish more
frequent, informal contact with our
Working Group leads at our Leadership
Team meetings to make sure we are
properly supporting their efforts and
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helping to ensure their contributions are
visible. We are planning to support the
launch of a revitalized cross-sector
Working Group to better establish
connections between industry and
universities, and also to foster activities to
help students expand their understanding
of QSP, QSP career opportunities, and
build their networks. We have been very
excited to engage with many companies
and leaders from the United States Food
and Drug Administration recently, and are
also working on establishing a Working
Group focused on application of QSP in this
context. At the Second Annual QSP SIG
Working Groups Poster Presentation and
Networking Event, many excellent posters
competitively selected by the Working
Groups were presented and discussed.
Congratulations to our presenters! New
attendees also expressed interest in
joining the Working Groups. If you want to
contact a Working Group but didn’t get
enough contact information, a list can be
found on our SIG’s Google site:
https://sites.google.com/view/isopqspsig.
If you are interested in organizing a new
Working Group, please contact a QSP SIG
Leadership Team member with your ideas!
2020 QSP SIG Steering Committee: We
have also established the first Steering
Committee rotation since our SIG’s
inception. We would like to thank our
departing Steering Committee members
for their feedback and contributions, as
well as the members that have agreed to
stay with us for 2020! We also have invited
new Steering Committee members and
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are also looking forward to additional
perspectives. The 2020 ISoP QSP SIG
Steering Committee members are: Dr.
Jane Bai (US FDA), Dr. John Burke (Applied
BioMath), Dr. James Gallo (SUNY Buffalo),
Dr. Rukmini Kumar (Vantage Research), Dr.
Tarek Leil (BMS), Dr. CJ Musante (Pfizer),
Dr. Mark Peterson (Vertex), Dr. Aleksander
Popel (Johns Hopkins University), Dr.
Saroja Ramanujan (Genentech), Dr.
Matthew Riggs (Metrum Research Group),
Dr. Julio Saez-Rodriguez (Heidelberg
University),
Dr.
Stephan
Schmidt
(University of Florida), Dr. Birgit Schoeberl
(Novartis Institutes for Biomedical
Research), Dr. Iñaki F. Trocóniz
(Universidad de Navarra), Dr. Piet van der
Graaf (Certara), Dr. Paolo Vicini (Kymab
Ltd.), and Dr. Yuching Yang (US FDA).
Updates from the QSP SIG Working
Groups: Since ACoP, Dr. Fei Hua (Applied
BioMath) and I chaired a symposium
session on behalf of the Immuno-Oncology
Working Group at the American
Association of Pharmaceutical Sciences
PharmSci 360 conference that featured
many applications of modeling in drug
development. We would like to thank Ms.
Mika Sato-Nakai (Chugai Pharmaceuticals),
Dr. Yan Ji (Novartis), Dr. Yougan Cheng
(BMS), and Dr. Iraj Hosseini (Genentech)
for presenting! We also would like to
congratulate Dr. Yougan Cheng, as his
presentation was highlighted in AAPS
News Magazine. Also of note: since ACoP,
Ms. Shruti Shah (SUNY Buffalo, Roswell
Park Cancer Instutute) presented in the
QSP SIG I-O Working Group Webinar
Series.
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Ms. Shah gave a presention on her
research, entitled, “Network based
analysis of tumor-immune cross talk to
decipher the mechanism of immune
evasion in muscle invasive bladder
cancer.” We would like to thank Ms.
Shah as well as Dr. Dean Bottino for cohosting the webinar! We would also like
to congratulate the Integration of
Pharmacometrics
and
Systems
Pharmacology (iPSP) Working Group for
their session proposals that were
accepted at ACoP10: “Integrated
Pharmacometrics
and
Systems
Pharmacology (iPSP) Modeling Without
Borders: Opportunities and Challenges
for Re-purposing iPSP Models” and
“Curing Diseases Through Genetic
Manipulation:
Advancements
and
Potential of Gene and Viral Therapy and
Their Optimization with Model-Based
Analysis.”
Congratulations to the
session moderators: Dr. Anu Shilpa
Krishnatry (GSK), Dr. Dan Kirouac
(Applied BioMath), Dr. Abhishek Gulati
(Astellas), and Dr. Weirong Wang
(Janssen)!
Bay Area ISoP QSP Day: After a
successful QSP Day in Princeton in July,
we have organized a joint event with the
Therapeutics
for
Accelerating
Opportunities in Medicine (ATOM
Consortium). We would like to thank
the organizing committee for putting
this event together. Look for an update
from Dr. Christina Friedrich, ISoP QSP
SIG Chair-Elect, in this newsletter!
We look forward to a stimulating and
eventful 2020 for QSP in ISoP!

Update from the Clinical
Pharmacometrics SIG

to successful implementation. The SIG
congratulates Mary Gockenbach, BS, as
the annual ACCP/ISoP SIG Student
Abstract Award recipient for her work
entitled Development of a Virtual HIV
Pregnant Population for Use in
Physiologically-based
Pharmacokinetic
Modeling.
Our annual Meet-the-SIG
breakfast was well-received, resulting in
several new members.

At ACoP10, Past-Chair Dr. Liz Lakota, MS,
PharmD,
co-chaired
the
full-day
preconference Clinical Pharmacometrics:
Bringing Models to Patients, a wideranging event presenting current dose
individualization tools employed in clinical
practice (with a separate hands-on
session), existing barriers to their
widespread
use,
and
roundtable
discussion on how the field of quantitative
pharmacology can be better leveraged to
improve clinical care. Our annual Meetthe-SIG lunch was filled to capacity, with
special thanks to our invited speaker Dr.
Athena Zuppa, MD, MSCE, who delivered a
presentation
on
her
experiences
individualizing drug dosing in the pediatric
intensive care unit, and congratulations to
our ACoP Clinical Pharmacometrics
Abstract Award recipient Ly Minh Nguyen,
MS, for his work entitled An Adaptive
Bayesian Method for the Development of
Individualized
Anemia
Management
Protocols in End-Stage Renal Disease
Patients.

By Nicholas Onufrak

The Clinical Pharmacometrics SIG
remained highly active this fall, holding
informational sessions and sponsoring
scientific
symposia
at
national
conferences. At the ACCP 2019 annual
meeting, SIG Chair Dr. Marc Scheetz,
PharmD,
MSc,
co-chaired
the
symposium Pediatric Therapeutic Drug
Monitoring & Drug Development in the
Age of Pharmacometrics, discussing
recent advancements in pediatric dose
optimization
and
emphasizing
multidisciplinary collaboration as a key
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The SIG recently created two Task Forces
for the strategic pursuit of its goals and
objectives, the Education Task Force,
chaired by Liz Lakota and charged with
disseminating basic pharmacometric
tenets to clinically-oriented audiences,
and the Outreach and Engagement Task
Force, chaired by SIG Chair-Elect Dr.
Amelia Deitchman, PharmD, PhD, and
charged with fostering collaboration
between
pharmacometricians
and
clinicians. Each group has begun membersupported initiatives and always welcomes
new volunteers! If interested, please
reach out at clinical.pmx.sig@goisop.org.
As the year turns, the SIG is pleased to
welcome aboard Dr. Sean Avedissian,
PharmD, as its newly-appointed Scientific
Secretary, and acknowledge the rotation
of the remaining Leadership Team
members: Dr. Nik Onufrak, PharmD, will
serve as Chair, Marc Scheetz as Past-Chair,
Amelia Deitchman as Chair-Elect, and Dr.
Ada Zhuang, PhD, as Vice Chair. This
includes the departure of our founding
Chair Liz Lakota as an officer: while Liz
remains highly involved within the SIG, her
vision in forming the Group and tireless
support of it over the past four years
warrants special recognition. Similarly,
outgoing Chair Marc Scheetz is to be
commended for guiding the SIG to
continued growth and success in 2019,
which the current Leadership will humbly
attempt to replicate in 2020.

Update from the SxP SIG:
You Say To-MAY-to, I Say
To-MAH-to… What
Statisticians Wish
Pharmacometricians
Understood (About
Statistics)
By Stacey Tannanbaum and Jonathan French

Pharmacometrics is built upon the
foundations of other core disciplines,
including statistics.
Inadequate
understanding of statistics causes tension
between
Pharmacometricians
and
statisticians
[Ken
Kowalski].
Pharmacometricians
use
statistical
concepts and methods “that would scare
the crap out of most graduate
statisticians” but claim they “know nothing
about statistics” [Mike K. Smith].
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To
help
bridge
some
of
the
misunderstandings between pharmacometricians and statisticians, the ISoP SxP
(Statistics and Pharmacometrics) SIG asked
our members in a survey to: “Choose
pharmacometrics concepts most misunderstood by statisticians.” A number of
statistical terms were selected by
respondents, but why did these terms get
selected as pharmacometrics terms that
statisticians don’t understand? Maybe it’s
because we are using them wrong! This
realization is what prompted the SxP SIG
leadership to create a session for ACoP10
that would help pharmacometricians use
statistics responsibly!

Stacey Tannenbaum and Jonathan French
took the lead on the session with help from
SxP chairs Mike K. Smith and France Mentre;
the idea was to recruit expert statisticians
with
strong
familiarity
with
Pharmacometrics to help correct or refine
our understanding/interpretation/use of the
stats concepts and methods that we are
already using every day. To avoid this being
a patronizing and potentially boring session
though, we had to come up with a creative
way to help our PMX friends learn while still
having a fun time and learning despite
ourselves ☺
The P(<0.5)eople’s Court to the
rescue, with the Honorable Judge Kowalski
presiding!!
In this session, statisticians “sued” their PMX
colleagues for irresponsible use of statistics
and modeling practices. After Bailiffs French
and Tannenbaum swore in the participants
of each case, the plaintiff/statistician made
their
complaint,
and
the
defendant/pharmacometrician was given
the opportunity to defend their actions.
There was plenty of attitude, humor, and
drama to go around! At this point at each
case, Judge Kowalski was asked to make his
ruling and sentence the defendant. Judge
Kowalski’s presentation included excellent
and detailed educational material to really
help those in the audience understand the
technical details of the statistical principles
of the case.
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There were 4 dramatic
presented in this session:

cases

• In The Case of the Crisis of
Confidence, Jim Rogers sued Eric
Jordie for improperly labelling
prediction intervals in his VPC as
confidence
intervals.
Judge
Kowalski found Dr. Jordie guilty
with extenuating circumstances,
given that the ISoP guidance on
model evaluation is what steered
him wrong! Eric was held in
contempt of court for attitude
problems.
• In
The
Case
of
the
Pharmacometrician’s
Pitiful
Planning, France Mentre sued Jin
for not providing pharmacometric
input into the sample size of a
clinical trial for which PK was a key
component. This case was decided
by a jury, the members of which
were randomly selected from the
audience. While the jury (led by
Matt Zierhut) found Jin not guilty,
they suggested that she visit a
clinical site participating in the Pop
PK substudy to help her appreciate
the challenges sites face, and to
attend a seminar on persuasive
presentations with Pete Bonate to
help her convince the team to get
the necessary samples next time.
• In The Case of the Extrapolated
Prediction, Lei Nei sued Chao Liu
for making drug development
decisions
based
solely
on
extrapolated
predictions.
Specifically,
Chao
had
recommended a clinical dose for
Formulation Y based on an
exposure-response model for
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Formulation X and a PK model for
Formulations X and Y. Judge Kowalski
dismissed the case given then the Chao
was using well-established pharmacometric approaches. However, he
reminded
Chao
to
explicitly
acknowledge his assumptions when
making extrapolated predictions.
• In The Case of the Not So Confirmatory
Conclusion, Brian Smith sued Nag
Chematuri for overstating the
significance of covariate effects in a
population pharmacokinetic analysis
(using p-values for exploratory
analysis). Nag had tested 34 covariates
on all of the structural parameters in
his PK model, without any adjustment
for multiple testing. Judge Kowalski
found Nag guilty, but the case was
appealed to the Supreme Court where
Justice Brian Corrigan overruled with a
resounding GUILTY verdict…. When
Judge Kowalski pointed out that his
verdict was actually the same, Justice
Corrigan got a big laugh by saying “I
know, but I’ve been wanting to
overrule you for 25 years!!”
After this hilarious finale, Judge Kowalski
made his closing remarks: “Stay out of
trouble, stay in school… and don’t make
the same statistical mistakes that your
colleagues have. I don’t want to see any of
you in my courtroom in the future!” All
participants were called up to the stage to
take a bow, and the final credits rolled.
Are you disappointed that you missed this
entertaining and informative session?
Don’t worry, thanks to Michelle Johnson,
the entire session was captured on video!
Mike Smith kindly knitted the videos and
slides together, and they are posted at
https://community.amstat.org/sxp/home
along with the slides.
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The conference will be held at the
University of Konstanz, Germany. The
City of Konstanz is located directly at
the Lake of Constance and is close to
the Swiss Alps (approximately a 1.5
hour ride to > 2500 meter mountains).

We hope that this session helped our PMX
colleagues gain a better appreciation for
statistical
language,
principles,
and
methods, and allowed our statistical friends
to get some gripes off their chest- all in the
name of better collaboration and
cooperation between our fields going
forward!!
Interested in becoming a part of the SxP?
Click
https://community.amstat.org/sxp/home
for more information and to sign up.

Local ISoP event Optimal Control
in Pharmaceutical Sciences: The
state of the art way to
personalized medicine

The conference is organized by
members of the Mathematical and
Computational Special Interest Group
(MCS SIG) Johannes Schropp
(Mathematical
Department,
University of Konstanz, Germany) and
Gilbert Koch (Pediatric Pharmacology
and Pharmacometrics, University
Children’s
Hospital
Basel,
Switzerland). Participation is free but
registration is required. More
information regarding the conference
program, possible accommodation
and registration will be available soon
at the website www.mathematik.unikonstanz.de/opticonf2020/ or by
sending
an
email
to
gilbert.koch@ukbb.ch.

A local ISoP event on Optimal Control in
Pharmaceutical Sciences will be held in
Konstanz, Germany on September 24-25,
2020. The event consists of a combination of
presentations highlighting the needs for
computing optimal individual dosing
regimens with a special focus on clinical
pediatrics, and the available mathematical
optimal control solutions. Its main objective
is to make methods, well known in optimal
control, applicable to pharmacometrics.
The speaker list is fairly inter-disciplinary
and international, consisting of clinicians,
pharmacometrics
scientists
and
mathematicians. Hence, if you are
interested in pharmaceutical dosing
questions in general or daily clinical
(pediatric) questions in particular and
mathematical optimal control solutions,
this conference is for you.
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Members Meeting
Announcement
Our next General Members'
Meeting webinar is scheduled to
take place on Wednesday 4
March at 05.00 EST / 10.00 GMT /
11.00 CET / 13.00 MST / 15.30 IST
/ 18.00 CST / 19.00 JST / 21.00
AEDT / 23.00 NZDT.
We believe it’s very important to
provide regular feedback to you,
our members, about ISoP’s
activities, how we spend our
money, and who our officers are
and how they’re elected – and
allow you the response to get to
know us, ask us questions, and
provide us with feedback. All
ISoP members are welcome to
join. We’ll be talking about our
finances, recent and upcoming
activities by the Society and its
SIGs,
Committees
and
Communities, and a range of
other topics we think will be of
interest. This time, we have
scheduled the meeting to be
convenient for our Eastern
Hemisphere members; this time
may not be convenient for
everyone, so we’ll be recording
the meeting and making it
available online. We'll hold
another GMM a week or two later
which will take place at a time
better suited to North and South
America.
We hope you’ll be able to join us!
Information will be added to the
GMM page at http://goisop.org/general-membersmeeting/ as it becomes available.
The webinar details are as follows
(we use Zoom – if you don’t have
it, please allow a few minutes
beforehand to set it up):
https://zoom.us/j/697895939
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In Memoriam: H. Tom Banks (1940-2019) of North Carolina State University
By Helen Moore
Tom Banks was scheduled to give the featured presentation at the MCS SIG luncheon
at ACoP in October 2019. A week before ACoP, he sent a photo of himself badly
bruised from a fall while hiking in California, saying he hoped he would still be able to
make it to ACoP and give his talk. A few days later, he called CJ Musante, his former
PhD student and the ISoP Board liaison to MCS, to break the news that he could not
make it. Denise Kirschner of the University of Michigan happened to be near Orlando,
Florida that week, and kindly agreed to take time away from her family to step in and
present some of her tuberculosis systems modeling work (see the interview with
Denise Kirschner in this newsletter).
Soon after ACoP, Tom was diagnosed with glioblastoma multiforme. In characteristic
style, he let people know that he very much wanted to come to ACoP in Colorado in
October 2020 to give his postponed talk. It was a sad day when we learned that Tom
had passed away of brain cancer early the morning of December 31, 2019. In this
memorial article, we hope to give the ISoP community some insight into Tom’s life and
the work he so strongly wished to share with modelers in the biopharma industry.
Tom Banks wrote over 500 peer-reviewed papers and books, which have been cited more than 17,000 times. He personally advised
50 students who received their PhDs, and was a Fellow of IEEE, SIAM, and AAAS. He broke down old stereotypes with his
mathematical research and achievements, presented in a thick Southern drawl. His intellect and his enthusiasm attracted bright
students, including a number of successful women and under-represented minorities. In an interview from 2017, Tom said that
“seeing the growth [of students and postdocs] is probably the most rewarding thing I do”.
Tom spent his career in academia, and left his mark on three separate universities. His background was in control theory and
dynamical systems (systems of ordinary differential equations, or ODEs). He spent 22 years at Brown University helping strengthen
the Applied Mathematics department with new hires and his tireless energy, collaborating with colleagues in the new Brown
University Medical School. He then went to University of Southern California for three years to found their Center for Applied
Mathematical Sciences. North Carolina State University (NCSU) was able to lure him away from Southern California because Tom
was from North Carolina, and had graduated from NCSU. In 1992, Tom revived the Center for Research in Scientific Computation
and created the Industrial Applied Mathematics Program at NCSU. He was one of the founding directors of the Statistical and
Applied Mathematical Sciences Institute (SAMSI) in North Carolina, one of the National Science Foundation institutes in the
mathematical sciences.
We thought it would be a fitting tribute to Tom if we shared a few of his ideas from optimal control and dynamical systems analysis,
which he had planned to present in his featured talk at the Mathematical and Computational Sciences luncheon.
Organ transplantation is a quintessential control theory problem, as is the administration of most drugs. To keep a patient’s body
from rejecting the transplanted organ, we need to suppress their immune system. But if we suppress too much, the patient can
succumb to infections. How do we administer an immune-suppressing regimen to stay in this “sweet spot” of suppressed, but not
suppressed too much? Because of the narrow therapeutic index, periodic monitoring of immune status and infected cell levels is
used to make dose adjustments. Tom was planning to present his recent work in this area at ACoP, applied to kidney transplants.
He had used control theory to individualize therapy even when data were missing, by using Kalman filtering techniques. He had
used optimal control to optimize patient regimens, also in the setting of imperfect data. His plans for future work included
incorporating more detail into the mathematical model, and refining the regimens further.
At the speed he was moving, we all thought Tom had at least another 10 years of ideas and collaborations in him. Although he never
got to deliver his presentation at ACoP, we hope this article gives readers a taste of his ideas. A number of his highly-regarded
papers were theoretical, but he was also known for his applications, such as this work optimizing therapy for HIV+ patients:
https://www.sciencedirect.com/science/article/pii/S0377042705000592. We end with one of Tom’s beliefs and something he
mentioned on the phone in 2019: it’s important to enjoy what you do. Certainly, if he was an example, enjoying what one does
leads to prolific research, memorable mentoring, and an extraordinary life.
Anyone wishing to help further the legacy of Tom Banks’ efforts to encourage and support students can donate to the H. Thomas
Banks Graduate Award Endowment at NCSU, Campus Box 8118, 4211 Broughton Hall, Raleigh, NC. A remembrance of Tom Banks
by his colleagues is here: https://math.sciences.ncsu.edu/remembering-tom-banks/ . An interview with Tom appeared in the
September 2019 ISoP Newsletter: http://go-isop.org/wp-content/uploads/2019/09/ISOP-Newsletter-September-2019-V1a.pdf.
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Empathy is Key for Data
Science Initiative
By Mango Solutions
When we think of empathy in a career,
we perhaps think of a nurse with a
good bedside manner, or perhaps a
particularly astute manager or HR
professional. Data science is probably
one of the last disciplines where
empathy would seem to be important.
However, this misconception is one
that frequently leads to the failure of
data science projects – a solution that
technically works but doesn’t consider
the problem from the business’ point
of view. After all, empathy isn’t just
about compassion or sympathy, it’s
the ability to see a situation from
someone else’s frame of reference.

In short, empathy factors in throughout
every stage of the process, helping create
an idea of what success looks like and the
business context behind that. Without
this, a data scientist will not be able to
understand the data in context, including
some of the technical aspects such as
what defines an outlier and subsequent
treatment in data cleaning. The business
process, even with less technical
understanding, will have far better insight
into why data may look “wrong” than a
data scientist alone could ever guess at.

problems – we want to solve. For each
stakeholder, the data science function needs
to consider what type of user they represent,
what their goals are and why they want this –
all in order to ensure they understand the
context in which the solution needs to work.
By ensuring that a solution addresses each of
these users’ “stories”, data scientists are
empathetically working to recognize the
business context in their approach.

How are we going to achieve it?
Then it’s a case of how to go about achieving
a successful outcome. One helpful way to
think about it is to imagine that we are
writing a function in our code: given our
desired output, what are the necessary
inputs? What operation does our function
need to perform in order to turn one into the

To examine the role of empathy in
data science, let’s take a step back and
think about the goal of data science in
general. At its core, data science in the
enterprise context is aimed at
empowering the business to make
better, evidence-based decisions.
Success with a data science project
isn’t just about finding a solution that
works, it’s about finding one that
meets the following criteria:
• The project is completed on time,
on budget, and with the features it
originally set out to create
• The project meets business goals in
an implementable and measurable
way
• The project is used frequently by
its intended audience, with the
right support and information
available
None of these are outcomes that can
be achieved by a technical solution in
isolation; instead, they require data
scientists to approach the problem
empathetically.
Why?
Because
successful data science outcomes rely
on actually understanding the
business problem being solved, and
having strong collaboration between
the technical and business team to
ensure everyone is on the same page –
all of which is essential, and a key
resource
for
getting
senior
stakeholder buy-in.
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Finally, empathy helps build trust –
critically in getting the support of
stakeholders early in the process, but
then also in the deployment and
evaluation stage.
Given the benefits, empathy is key in data
science. To develop this skill, there are
some simple techniques to drive more
empathetic
communication
and
successful outcomes. The three key
questions that data scientists should be
looking to answer are: “What do we want
to achieve?” “How are we going to
achieve it?” and “How can we make sure
we deliver?”

What do we want to achieve?
For the first point, one approach is to
apply agile development method-ology to
the different users of a potential solution
and iterate to find the core problem – or
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other? Yes, the “function” approach does not
only apply to data, but also to the process of
creating a solution. Data scientists should be
looking at an input of “the things I need for a
successful solution” a function for “how to do
it” and then an output of the desired goal. For
example, if the goal is to build a successful
churn model, we need to consider high level
inputs such as sign-off from relevant
stakeholders, available resources and even
budget agreements that might contain the
project. Then, in the function stage, it may be
time to discuss the budget and scope with
senior figures, work out if additional
resources need to be hired and any other
items needed to drive the right output at the
end. This can then be broken down into more
detailed individual input-function-output
processes to get desired outcomes. For
example, working out if additional resources
need to be hired can become a function out-
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put that will now have a new set of
relevant inputs and actions driving the
solution.

How can we make sure we
deliver?
Finally, there are questions that need to
be asked in every data science project, no
matter what the scope or objective. In
order to ensure that none of them are
omitted, stakeholders should form a
checklist, a strategy that has been
successfully used in aviation or medical
surgery to reduce failure. For example,
preparing to build a solution that suits the
target environment shouldn’t be a final
consideration, but instead a foundational
part of the planning of any data science
project. Thus, a good checklist that data
scientists could consider in the planning
stage could include:

News from CPT:PSP
By France Mentre
CPT: Pharmacometrics & Systems Pharmacology (PSP) is pleased to announce that
Daniela J. Conrado, PhD, and Daniel Scholes Rosenbloom, PhD, have accepted Editor
in Training positions for the journal. In this new role in the journal, they will assist the
editorial team in maintaining the high-quality review and selection process readers
have come to expect from PSP as well as assist with promoting the journal and its
published research on various social media channels. Throughout their term, they will
continue to increase their knowledge of journal policies and procedures as well as
their understanding of the entire ASCPT organization, its policies, and its goals.

• Why is this solution important?
• How would you use it?
• What does your current solution look
like?
• What other solutions have you tried?
• Who are the end-users?
• Who else would benefit from this
solution?
Only with this input can data scientists
build a deployable model or data tool that
will actually work in context, designed for
its eventual users rather than for use
purely in a theoretical context.
Empathy may seem an unusual skill for a
data scientist, however embracing this
value fits into a wider need for a culture
of data science within organisations,
linking business and data science teams
rather than keeping them in siloes. By
encouraging dialogue and ensuring all
data science projects are undertaken with
the stakeholders in mind, data scientists
have the best chance of building the most
effective solutions for their businesses.
This article was reprinted courtesy of
Mango Solutions and can be found at
https://www.mangosolutions.com/resource/empathy-iskey-for-data-science-initiatives/

Daniela is a pharmacist with more than
15 years of research experience in preclinical or clinical pharmacology and
pharmacometrics, with special expertise
in neuroscience. She has worked on
Phase 1 through Phase 4 stages
supporting
model-informed
drug
development activities and is currently
Associate Director Pharmacometrics at
Alnylam and the Chief Scientist at eQuantify, a company that seeks to help
drug sponsors fulfill unmet medical
needs by assisting with model-informed
drug
development
strategy
and
pharmacometric analysis. Prior to
founding e-Quantify, Daniela served as a
Fellow at the US Food and Drug
Administration (FDA), as a Clinical
Pharmacology Lead at Pfizer, and as a
pharmacometrician at Metrum and
Critical Path Institute. She has received
20 scientific awards or fellowships and
has published approximately 60 journal
articles and conference proceedings. She
received a PhD in Clinical Pharmacology
and
Pharmacometrics
from
the
University of Florida in 2012.

Daniel is Associate Principal Scientist,
Quantitative
Pharmacology
&
Pharmacometrics at Merck & Co. During
his time with the company, he has
initiated collaborations with HIV
researchers at Johns Hopkins University
and Vitalant Research Institute and
facilitated sharing of knowledge about
novel clinical biomarkers with the aim of
improving analysis tools being used for
clinical trials. This work has led to recent
publications in PLoS Computational
Biology and Immunological Reviews.
Before joining Merck, Daniel held
positions at Columbia University Medical
Center, Vitalant Research Institute, and
Accelevir Diagnostics. To date, he has
contributed to more than 20 peerreviewed publications and received 6
grants, fellowships, and awards. Daniel
pursued his education at New England
Complex Systems Institute, Johns
Hopkins University School of Medicine,
and Harvard University, from which he
received a PhD in Organismic and
Evolutionary Biology in 2013.

Welcome Daniela and Daniel!
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Announcing the New MBMA Sub-SIG (part of SxP SIG)!!
The new MBMA Sub-SIG has now been officially established within the SxP SIG. Its mission is to promote Model-Based
Meta-Analysis and its application in drug development, to raise awareness and interest, and to support the
development of new talent.
The MBMA Sub-SIG is in the process of developing a roadmap with five key workstreams. We are looking for volunteers
to help lead the development of this Sub-SIG and to help promote awareness of this important topic. The main
objectives of the MBMA Sub-SIG are:
•

•

•

Create and maintain a forum for communication and collaboration between scientists interested in MBMA
-

Facilitate interactions between subject matter experts

-

Interact with software developers to create “fit-for-purpose” application/toolboxes

Promote research and train practitioners
-

Develop courses to educate the Pharmacometrics and Statistics communities and raise awareness in
Academia

-

Explore novel methodological research tools and applications (e.g., combining Individual Patient Data
and Aggregate-level data, MBMA of survival data, etc…)

-

Develop and publish a document for best practices in MBMA

Increase awareness and promote MBMA to increase its utility and impact in drug development
-

Build bridges with pharmacometricians, statisticians, epidemiologists, clinicians, HEOR, Market Access,
etc.

-

Interactions with regulatory agencies and academics

The current vision of the MBMA Sub-SIG roadmap consists of five key workstreams.
1. Software: Maintaining current documentation of available MBMA-related tools and developing specialized
tools to streamline MBMA analyses.
2. Methodologies: Documenting wide range of MBMA methodologies in published literature and presentations,
and preparation of a best practices document to guide future analysts.
3. Education: Develop, maintain, and promote training materials to educate pharmacometricians, statisticians,
and senior leaders about MBMA methodologies and applications.
4. Awareness: Promoting the benefits of MBMA within and beyond Pharmacometricians and Statisticians by
engaging in industry outreach and organizing regular discussions on MBMA-related topics.
5. Website: Developing and maintaining a website to facilitate the objectives of the MBMA Sub-SIG.
We are looking for individuals who would be interested in contributing to these workstreams or could even propose
additional workstream topics.
Please join us if you are interested in contributing or learning more about MBMA! Just send us an email at:
MBMAsig@gmail.com.
Co-Chairs:
Marion Bouillon-Pichault, Senior Principal Scientist, Quantitative Clinical Pharmacology, Bristol-Myers Squibb
Matt Zierhut, Scientific Director, Statistics & Decision Sciences, Janssen Pharmaceuticals
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A Conversation with Professor
Denise Kirschner
MCS SIG Luncheon Speaker at
ACOP10
By Anna Sher, Pfizer and Helen Moore, Applied BioMath
“…I can use mathematics and computation, which I am good at, to study
applications that I am interested in …”
Denise Kirschner, 23 October 2019
Dr. Kirschner received her Bachelors,
Masters and PhD in applied mathematics
from Tulane University. She did graduate
work also at Los Alamos National Labs and
a postdoctoral fellowship at Vanderbilt
University joint with the Departments of
Mathematics and Infectious Diseases.
Over the past 25 years Dr. Kirschner has
focused on questions related to modeling
host-pathogen interactions in infectious
diseases. Her main focus has been to build
models of persistent infections (e.g.
Helicobacter pylori and Mycobacterium
tuberculosis and HIV-1). Her goal is to
understand the complex dynamics
involved,
together
with
how
perturbations to this interaction (via
treatment with chemotherapies or
immunotherapies) can lead to prolonged
or permanent health.
For the past 20 years, her research focus
has been on building multi-scale models
to describe the host immune response to
M. tuberculosis at multiple spatial and
time scales and in multiple physiological
compartments including lung, lymph
nodes and blood. She served as president
of the Society for Mathematical Biology
2017-2019 and is the Editor in Chief for
the Journal of Theoretical Biology.
Denise’s passion for mentoring students,
postdoctoral fellows and junior faculty
has been a major focus of her career, and
her key mission is to promote both
mathematics and family values in the
scientific community.
For more details on Prof. Kirschner’s Lab
research, please visit
http://malthus.micro.med.umich.edu/.
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What got you interested in mathematics
and infectious disease?

The planned featured speaker, Prof. H.T.
Banks of North Carolina State University,
was unable to join us at the time of the
ACoP10 conference. Prof. Banks sent his
sincere apologies and hopes to attend
ACoP next year.
Prof. Denise Kirschner - who was recently
invited to join the MCS SIG Steering
Committee to further MCS SIG efforts to
connect
with
mathematical
and
engineering communities in academia kindly agreed to present her research on
complex systems models of tuberculosis.

I double majored in Pre-med and
Mathematics. I spent time at Los Alamos
National Labs at the time HIV-1 appeared
and worked on both epidemiology of, and
immune response to, infection.
Does your lab do any experimental work to
support mathematical modeling and
simulation studies?
I strongly believe in collaboration.
Everybody should do what they are good at
as two heads are better than one. I closely
collaborate, and choose to work with
world-renowned experts in TB.

Prof. Denise Kirschner, MCS SIG speaker (left);
Dr. Helen Moore, MCS SIG Chair (right)

Could you please comment on being a
woman mathematician.

Abstract: Tuberculosis (TB) is one of the
world’s deadliest infectious diseases.
Caused by infection with Mycobacterium
tuberculosis, treatment of drugsusceptible TB often requires greater
than six months of therapy with multiple
antibiotics. The main pathological
feature of TB is the formation of a
granuloma in infected lung tissue, which
serves as an immunological response to
contain the infection, but also presents a
physiological barrier to antibiotic
diffusion.
Using
a
multi-scale,
computational model of granuloma
formation
and
antibiotic
pharmacokinetics
(PK)
and
pharmacodynamics, we simulate how
antibiotic therapy assists in granuloma
sterilization. We discuss a method for
modeling the PK of the first line TB
antibiotics that captures the variability in
plasma PK among patients, as well as the
variability in tissue PK that exists
between granulomas within a patient.
We also use new optimization tools to
identify optimal treatment regimens. By
capturing the appropriate variability in
these treatment simulations, we
generate a more complete prediction of
how antibiotic therapy can sterilize
granulomas and helps control TB disease.

Yes, you could say that I have been paving
the road for you! I remember in 1991 being
the only female at a conference of 200
mathematicians. We have come a long way,
but there is more to do.
Please tell us a fun fact about yourself?
This is hard! Well, I knew my times tables
when I was 4 as I had twin aunts who were
math teachers. I also love to workout and
do yoga.
What advice would you give to the
younger generation of graduate students
and the early-career researchers?
When all students and postdoctoral fellows
join my group I give them three pieces of
advice: 1) Make choices regarding your
personal life first, and profession second;
otherwise you will never be happy; 2) You
can get more work done in 11 months than
12: Make sure to take time off to be fresher
and have a clearer focus; 3) Work hard at
what you do and always do your best.
Prof. Kirschner’s mission statement is: “To
educate others and promote women,
math and family values in the scientific
community.”
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Talk title: Tools for predicting optimal
regimens for treatment of tuberculosis
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What do you see as current challenges in
the Mathematical Biology or the
Quantitative Systems Pharmacology field?
Currently, government and private agencies
are recognizing the importance of
quantitative approaches. However, there
are challenges we face including limited
funding and limited computational
resources. For example, I believe that
whenever NIH gives computational biology
research grants they need to provide access
to the national clusters or other facilities.
There are also currently sub-optimal
opportunities to establish collaborations
with physicians, biologists, pharmacologists
who haven’t been exposed to modeling, or
are not necessarily designing experiments
or treatment regimens in an optimized way
and are often sceptic or unaware of the role
of mathematics.

Did You Know?
In 2019 the Center for Drug
Evaluation and Research
(CDER) at the FDA approved
48 new drugs and biologics,
down from 59 in 2018

News from
the Journal
of PK & PD

Wojciech Krzyzanski,
Associate Editor of JPKPD

After 13 years as Editor-in-Chief of
JPKPD, Bill Jusko has stepped down.
Under his leadership the Journal has
continued its place as the premier
journal
for
publication
of
pharmacometric research. Stepping in
as new Editor-in-Chief is Peter Bonate,
ISoP board member and current
Treasurer, from Astellas Pharma. Mats
Karlsson from Uppsala University will
continue as Associate Editor, along with
two new Associate Editors: Stephen
Duffull, ISoP Board member, from the
University of Otago and Wojciech
Krzyzanski from the State University of
New York, Buffalo.

Stephen Duffull,
Associate Editor of JPKPD

Mats Karlsson,
Associate Editor of JPKPD

Expect to see some changes to the journal
in the next year as we work to modernize
it and make it more reader-friendly.

Peter Bonate,
Editor-in-Chief of JPKPD
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Pharmacometrics Japan Conference 2020
Yusuke Tanigawara
The Pharmacometrics Japan Conference (PJC) 2020 was held on January 22 and 23, 2020 at Keio Mita Campus in Tokyo,
Japan. The Conference was organized by Yusuke Tanigawara, Keio University, in support of Japan Science and
Technology Agency (JST), and with auspice of International Society of Pharmacometrics (ISoP) and Japan Pharmaceutical
Manufacturers Association (JPMA).
PJC is an international conference on pharmacometrics fully communicated in English. The scientific program this year
was composed of state-of-the-art lectures by Larry Lesko and other international experts, introduction of ISoP by the
past President, Justin Wilkins, regulatory perspective by PMDA and general oral and poster presentations of submitted
abstracts. The topics covered a wide range including Methodology, Regulatory, Clinical applications and Applications to
MIDD. The website is https://pharmacometrics.jp/2020/.
The number of participants was 137 from 16 countries/region (Japan, Thailand, Malaysia, USA, South Korea, India,
Pakistan, China, Australia, Nigeria, Greece, Russia, Netherlands, Germany, Hong Kong, Indonesia). Eleven speakers gave
fascinating talks. Oral and poster presentations showed high quality of research from around the world. PJC2020
provided the International Travel Grant for encouraging young scientists (not older than 40 years) who study
pharmacometrics outside Japan, which supported their travel expense up to 130,000 JPY/person (approx. 1200 USD).
A total of 16 young scientists or students were granted this year. Conference participants also enjoyed conversation
and networking at the Reception.
PJC2020 was thoroughly inspiring and enjoyable conference and it is expect to stimulate further research and education
in pharmacometrics in Asia. ISoP is happy to support the PJC as an important opportunity in Asia. Next PJC2021 will be
held on January 20-22, 2021 in Tokyo, Japan. Please stay tuned.

Speakers and Presenters at the Pharmacometrics Japan Conference 2020 (in front of the library at Keio University, Tokyo Japan)
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ISoP Awards Call for Nominations Opens February
Chris Penland & Brenda Cirincione

Each year, the International Society of Pharmacometrics (ISoP) honors outstanding individuals for their scientific merit and service
achievements in the field of Pharmacometrics and related scientific disciplines. In 2019, we honored Rene Bruno, PhD, Brian
Corrigan, PhD and Matthew Riggs, PhD as ISoP Fellows, recognizing their career-spanning contributions to pharmacometrics and
the Society. Furthermore, recognized deserving colleagues in the following categories

2019 ISoP Award Recipients
Lewis B. Sheiner Lecturer

William J. Jusko, PhD

Innovation

Matthew Riggs, PhD and Mark Peterson, PhD

Leadership

Brian Corrigan, PhD

Outstanding Research Manuscript

Yoshida K, Guo C, Sane R for "Quantitative
Prediction of OATP-Mediated Drug-Drug
Interactions With Model-Based Analysis of
Endogenous Biomarker Kinetics." CPT PSP. 2018,
Aug 7(8):517-524.

ISoP Emerging Scientist

Elin Svensson, PhD

ISoP Unsung Hero

Navin Goyal, PhD, Mike Heathman, PhD, and
Kenta Yoshida, PhD

Beginning in mid-February, we will call for nominations for all ISoP Awards and Fellowships.
What can you do?
Great awards start with great nominations! We encourage everyone to consider nominating worthy candidates in one or more
award categories. Reach out to your network and prepare to answer this call!
Please note that current members of the ISoP Board of Directors and the Awards Committee are not eligible for any of these Awards.
The nomination process will be detailed in the forthcoming announcement. If there are questions, feel free to contact Chris Penland
(chris.penland@astrazeneca.com), ISoP Awards Committee Chair.
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Putting the ‘and’ back in the SIG
name is not really an option in this
case because the argument can be
made
that
Quantitative
Pharmacology is really just another
name for pharmacometrics. That
leaves dropping the ‘Q’. It’s time for
us to drop the Q from QSP and
change to the simpler, cleaner,
clearer
name
of
‘Systems
Pharmacology’.

Opinion is a new column
in the ISoP Newsletter
that is meant to be like
the Op-Ed section of the
newspaper. Each piece
expresses the views of
the author(s) and do not
reflect the opinion of the
ISoP Board of Directors
or the Communications
Committee,
which
organizes the newsletter.
These views are solely
those of the author(s).
If you have an opinion
piece you would like to
submit, please send it to
peter.bonate@astellas.com.
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Let’s Get Rid of the Q in QSP
by Peter Bonate

ISoP has four special interest groups (SIGs),
one of which is the Quantitative Systems
Pharmacology (QSP) SIG. It’s a very active SIG
and contributes much to the society. The
incoming ISoP president, C.J. Musante, is one
of the current Steering Committee members.
But it’s time for a name change. We should
drop the ‘Q’ in QSP and change the name of
the SIG to simply ‘Systems Pharmacology’.
I have two main arguments for such a change.
First, having the Q in its name is redundant.
Systems Biology, which is where Systems
Pharmacology originated, does not call itself
Quantitative Systems Biology. Systems Biology
by its very nature is quantitative. None of our
other SIGs use the word ‘Quantitative’ in their
names – because it’s not necessary. Think of
how silly it would be if the Mathematical and
Computational Science SIG called itself the
Quantitative
Mathematical
and
Computational Science SIG.
My second argument goes back to the origins
of the name QSP. In 2011, a group of
prominent pharmacometricians and systems
biologists met at the NIH and held two
workshops. The outcome of these workshops
was formalization of the name QSP, along with
some recommendations for how to jump-start
the field. However, the QSP in their white
paper stands for Quantitative and Systems
Pharmacology, not Quantitative Systems
Pharmacology. Somewhere in the past
decade, we as a discipline have lost the ‘and’.
Even Wikipedia has QSP defined without the
‘and’. This loss is significant because it
delineates Systems Pharmacology and
Quantitative Pharmacology as two separate
entities.
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R Hints
Beware of Unused
Arguments
If you type
> sum(1,2,3,4,5)
into the R console you get
the correct answer of 15,
but if you type
> mean(1,2,3,4,5)
you get the incorrect
answer of 1. Why?
Because sum uses … to
represent
its
input
arguments and hence it
“sees” all the values
inputted to it. In contrast,
mean uses an R object as
its input vector. Hence,
only the first value is seen
as the input argument and
all other values are
treated
as
optional
arguments, like na.rm. So,
beware, of how optional
arguments are treated by
the functions you use.
Check out the ellipsis
package for working with
… arguments in R.
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Communication Corner
By Peter Bonate

What We Can Learn From the Government
There are times in life, whether at work or
home, we have ideas, sometimes crazy
ideas. At work we may want to build some
over-the-top QSP model to understand
the pharmacodynamics of a drug. Or at
home we decide we want to tear down
and remodel a bathroom. But to
implement those ideas we often need
someone else’s approval, maybe our
boss, maybe our spouse. How do you
convince them? How do you show them
this is a great idea and one that should be
implemented. To answer this, let’s take a
look at an agency of the U.S. military –
DARPA.
Why would we care what some military
group has to say about innovation? Let
me give you an example. The other day,
my car broke down and I needed to have
it towed to the nearest dealer. I spoke to
Siri on my iPhone, “Siri – what is the
address of the nearest Toyota dealer?”
Siri then gave me the address. This simple
act, which is done over and over by
thousands around the world, involves
many pieces of technology: voice
recognition that converts my commands
to computer instructions, GPS to
triangulate my location, and the internet
to find all the locations of dealers near
me. None of these technologies were
developed by private industry or in Silicon
Valley. They were all initially funded by
DARPA.
Founded in 1958 in response to Russia’s
launch of Sputnik, DARPA is the Defense
Advanced Research Projects Agency, an
agency of the US Department of Defense,
that is responsible for the development of
new technologies for use by the military.
DARPA invests in pivotal breakthrough
technologies for national security.
Through
DARPA’s
funding,
they
influenced everything from the internet
to drones, from GPS satellites to
computer networks. Today we know
DARPA has funded research in robot
insect spies, smart bullets, and human
brain-computer interfaces. Whether or
not you agree with their mission or what
they’ve done, as scientists we can learn
from DARPA’s innovation process.
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DARPA’s guiding principle is that to reap
big rewards requires big risks. But when is
a risk too big? When do the risks
outweight
the
rewards?
George
Heilmeier (shown below in the photo),
spent much of the 1970s at DARPA and
was its director from 1975 to 1977. He
proposed a set of questions, called the
Heilmeier Catechism, to ask of every
research proposal:
1.
2.
3.
4.
5.
6.
7.
8.

What are you trying to do?
Articulate your objectives with
absolutely no jargon.
How is it done today, and what are
the limits of current practice?
What is new in your approach and
why do you think it will be
successful?
Who cares? If you are successful,
what difference will it make?
What are the risks?
How much will it cost?
How long will it take?
What are the mid-term and final
“exams” to check for success?

None of these questions are original or
are magic bullets designed to determine
whether a project will succeed. Mostly
they address the who, what, where,
when, and how of a project. A well
thought out business proposal would
address all these questions. Some of
these questions should look familiar and
are business-aligned, like the cost and
timeline questions, and some are aligned
with the sales side of the job, like the why
should I care and what are you trying to
do questions. What they are designed to
do is cut through the baloney and in plainspeak terms get to the heart of the
proposal.
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The first four questions I find particularly
relevant as a communicator because
when you think about it, these questions
should be addressed during any
presentation of results of the project. How
is it done today is like the background of a
presentation. What are you trying to do is
your methods section. What is new in your
approach and who cares are the main
discussion points of any presentation. The
one question every member in the
audience asks, whether they realize it or
not, is “What’s in it for me? Why should I
care about this presentation?” Your
presentation needs to answer that
question and it should be done early in
your presentation, not at the end, which
by then you may have already lost their
attention.
As a manager I find the last question
particularly useful and one that is not
often asked. What does success look like?
How will you know when to cut your losses
and move on by either terminating a
project or maybe out-source it to another
group?
There are two other questions I think
might be worth considering. One is
whether in 3 years, or 5 years, will the
project still be worthwhile? For example,
if you decide to build some immunology
platform model and next year the
company moves out of the immunology
space then you have wasted resources
that could have gone elsewhere. The
other question has to do with how would
the resources have been spent if you don’t
go forward with a project? For instance, if
you do go forward with the immunology
platform, maybe then you can’t develop a
metabolic and cardiovascular platform
that might be needed in another
therapeutic area. However, maybe that
immunology platform could be applied to
vaccines,
and
immuno-oncology,
autoimmune diseases making its worth
increase if it succeeds. The Heilmeier
Catechism doesn’t operate in a vacuum,
the totality of potential projects must be
considered.
It’s hard to argue with the success of
DARPA. Over the years its investments
have had a huge impact on society. When
looking at what are the keys to its success,
time and again the Heilmeier Catechism is
mentioned. It’s time we started using the
Catechism as well.
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