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Disclaimer

The speaker is a paid employee of Astellas. This presentation is intended for 
informational purposes only and does not replace independent professional 
judgment. This presentation is not intended to provide medical or legal advice. 
Statements of fact, positions taken and opinions expressed are those of the 
speaker individually and, unless expressly stated to the contrary, do not 
necessarily reflect the opinion or position of the speaker’s employer, Astellas, or 
any of its subsidiaries and/or related entities.



What is Drug Development?

https://www.fda.gov/drugs/cder-small-business-industry-assistance-sbia/new-drug-development-and-review-process



Natural Selection for becoming a 
Biostatistician

What made you become a biostatistician?

1. Math Nerd

2. Analytical 

3. Computer Skills

4. Ability to see patterns in data

5. Curiosity about more than just mathematics

6. Comfortable with uncertainty

7. Desire to be able to apply your skills and knowledge to medical problems

8. Want to make a difference

9. Wanted to get a good job?



What do you need to be able to 
succeed?

Think of yourself as a drug developer who brings statistical / analytical skills to 
the table!



What do you need?

1. Time / project Management

2. Self awareness / Confidence

3. Maintain your technical skills 

4. Industry knowledge

5. Teamwork & Collaboration

6. Think on your feet

7. Communication

1. Written 

2. Oral

3. Presentation Skills

4. Able to communicate statistical 
concepts to non-statisticians

8. Ethics 

9. Curiosity *

10. Influence * 

In addition to the skills you need to be a statistician, you need a combination of 
people skills and general knowledge

* - Dealt with in our other sessions



Time / Project Management 

https://www.amazon.com/Habits-Highly-Effective-People-Powerful/dp/1451639619
https://www.amazon.com/Eat-That-Frog-Great-Procrastinating/dp/B08NN397DN/ref=sr_1_6?crid=275FP6Y074NSZ&keywords=time+management+book&qid=1664135239&s=books&sprefix=time+management%2Cstripbooks%2C126&sr=1-6
https://www.amazon.com/Project-Management-Dummies-Stanley-Portny/dp/1119869811/ref=sr_1_16?crid=7RMSU5CCEFC7&keywords=project+management+book&qid=1664135343&s=books&sprefix=project+management+book%2Cstripbooks%2C119&sr=1-16
https://www.forbes.com/sites/danabrownlee/2019/07/14/project-management-isnt-just-for-project-managers-4-skills-you-need-to-know/?sh=4fb535a11a8e


Self awareness / Confidence

Know who you are 
and where you 
are going



Maintain your technical skills 

https://onlinelibrary.wiley.com/journal/15391612
https://ww2.amstat.org/meetings/jsm/2023/
https://www.amazon.com/Fundamentals-Causal-Inference-Chapman-Statistical/dp/0367705052/ref=sr_1_5?crid=YBVQZ73W7B9B&keywords=causal+inference&qid=1664136385&s=books&sprefix=causal+inference+%2Cstripbooks%2C173&sr=1-5&ufe=app_do%3Aamzn1.fos.08f69ac3-fd3d-4b88-bca2-8997e41410bb
https://www.coursera.org/search?query=statistics%20ai%20ml&index=prod_all_products_term_optimization_mzhang_coldstart_test&topic=Data%20Science


Industry knowledge

https://www.ich.org/page/ich-guidelines
https://www.diaglobal.org/
https://database.ich.org/sites/default/files/E9_Guideline.pdf
https://www.fda.gov/animal-veterinary/guidance-regulations/guidance-industry


Teamwork & Collaboration

"Teamwork is the ability to work together toward a 
common vision. The ability to direct individual 
accomplishments toward organizational objectives. It is 
the fuel that allows common people to attain uncommon 
results." – Andrew Carnegie

"It is the long history of humankind (and animal kind, too) 
that those who learned to collaborate and improvise most 
effectively have prevailed." – Charles Darwin



Think on your feet

https://www.thinkonyourfeet.com/
https://www.ted.com/talks/susan_cain_the_power_of_introverts?language=en


Communication

 Written 

 Email

 Reports

 Response to Health Authorities

 Oral

 Presentation Skills

 Able to communicate statistical concepts to non-statisticians



Ethics

https://www.fiercepharma.com/pharma/novartis-appears-to-have-a-systemic-ethics-problem-what-can-it-do-make-amends
https://investor.fibrogen.com/news-releases/news-release-details/fibrogen-provides-additional-information-roxadustat
https://www.amstat.org/your-career/ethical-guidelines-for-statistical-practice


Curiosity



Influence

https://www.amazon.com/Influence-New-Expanded-Psychology-Persuasion-dp-0062937650/dp/0062937650/ref=dp_ob_image_bk


Some useful websites to investigate

 https://stattrak.amstat.org/2012/06/01/successfulstatistician/

 https://theeffectivestatistician.com/

 https://www.fda.gov/patients/learn-about-drug-and-device-approvals/drug-development-process

 https://phrma.org/

 https://www.ich.org/

 https://www.amstat.org/your-career/ethical-guidelines-for-statistical-practice

 https://onlinedegrees.mtu.edu/news/top-skills-needed-statisticians

https://stattrak.amstat.org/2012/06/01/successfulstatistician/
https://theeffectivestatistician.com/
https://www.fda.gov/patients/learn-about-drug-and-device-approvals/drug-development-process
https://phrma.org/
https://www.ich.org/
https://www.amstat.org/your-career/ethical-guidelines-for-statistical-practice
https://onlinedegrees.mtu.edu/news/top-skills-needed-statisticians


Thanks for your attention
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