
Five inspiring 

examples…  

 

but also one oncologist 



Clinical Perspective: 
Bringing the Community Care 

Setting Into the Learning 

Versus Confirming Paradigm  

Michael Maitland, MD, PhD 
Director of Therapeutics, Inova Center for Personalized Health 

Professor of Internal Medicine, Virginia Commonwealth University 

Assoc. Director for Cancer Therapeutics, Inova Schar Cancer Institute 



A nearby health system… 

NIH IAD 

DCA 

FDA 



A HOSPITAL/HEALTH SYSTEM NEWLY 

COMMITTED TO SCIENCE/INNOVATION 



CENTER FOR PERSONALIZED 

HEALTH (ICPH)- 2019 

Inova Schar 

Cancer Institute 

Care Center 

Inova/UVA Global 

Genomics and 

Bioinformatics 

Institute 

(wet & dry labs) 

Biotech/ 

Health IT 

Accelerator 



Research in community medical practice 



Molecular pathology as destiny 

Pt 1 

• 30’s yo presented w/ 

prolonged menses, 

endometrial bx 09/14 with 

endometrioid 

adenocarcinoma 

T2N2M0= IIIC2 

• Adj. cddp/doxo->RT/prog. 

• 03/16 cbcda/pac 

 

• 11/16 procedure 

 

 

Pt 2 

• 30’s yo presented abnl 

screening cytology, then 

developed sx, d&c 01/14 

with endometrioid 

adenocarcinoma  

T3bN1M0= IIIC1 

• Adj. cbcda/pac-> RT 

• 10/15 cbcda/lipo-dox 

• 12/15 doce/gem 

• 09/16 bevacizumab 



Molecular pathology as destiny 

Pt 1 

• 08/17 nodal  recurrence 

MLH1 M587fs*6 

TP53 R175H 

"Additional findings" 

High tumor mutation burden 

21 Muts/Mb 

 

 

Pt 2 

• 09/17 progressive 

disease on bevacizumab 

PIK3CA R88Q 

CTNNB1 S37C 

PTEN  N323fs 

PTEN  C.1026+1G>C 

MSI testing not performed 

Overall mutation burden 

intermediate 

 

 

 



Professional Society (ASCO)-sponsored trial 



Molecular pathology as destiny 

Pt 1 

• 05/23/17 

Keytruda/pembrolizumab 

indication for advanced 

MSI-H/dMMR solid 

tumors that have 

progressed following prior 

treatment and who have 

no satisfactory alternative 

treatment options 

• 08/17 begins 

pembrolizumab 

Pt 2 

• No FDA-approved PI3Ki 

• NRG GY008 A Phase II 

Evaluation of Copanlisib 

(BAY 80-6946), a 

Selective Inhibitor of 

PI3KCA, in Patients With 

Persistent or Recurrent 

Endometrial Carcinoma 

Harboring PIK3CA 

Hotspot Mutations 

• 09/17 begins paclitaxel 

 

 

 



Molecular pathology as destiny 

Pt 1 

• 10/17 CT imaging reveals 

decreased retroperitoneal 

adenopathy 

• Had elevation of liver 

enzymes associated with 

fatigue now resolved 

• Had changes in TSH, but 

no symptoms 

• Works full time 

Pt 2 

• 10/17 vaginal bleeding 

controlled, pain persists 

• Develops progressive, 

manageable peripheral 

neuropathy 

• Pain/fatigue continue 

• 11/17 NRG copanlisib 

study still on hold, team 

pursues single pt IND 





inspiration 

 







21 FDA-

APPROVED 

MEDICINES 

 

 Our near future… 



Brawley, Cancer Letter Oct. ‘16 

With 20 agents, 803 Trials, and 166,736 Patient 

Slots, Is Pharma Investing Too Heavily in PD-1 

Drug Development? 



REMOVED TO PRESERVE 
COPYRIGHT 



Better data in the context of routine care? 



Better quality of pilot study assessments? 



21 FDA-

APPROVED 

MEDICINES 

 

1. Increased accessibility 

2.Better generalizability 

3.New era of life-cycle 

management 

4.New era of regulatory 

management 

5.Better capacity to 

enhance/extend value 

More learning and innovative confirming… 





Sheiner- “What does the physician need to know?”  

• What is an appropriate initial dose for my particular 

patient? 

• How soon will intended effect start? 

• How long will it last? 

• Will tolerance develop? 

• What happens if my patient misses some doses? 

• What are the chances that the initial dose will have to be 

altered? 

• What do I follow to see if it needs to be altered? 

• How do I alter it? Do I wait 1 week, 2 weeks, 3? Do I 

then suggest a big increment or a small one? 



“It’s all immunotherapy these days…” 

• PEMBROLIZUMAB- Case Example I: Characterization of Post-progression 

Outcomes as a Function of Time on Treatment – David Turner, Ph.D.  

 

• DURVALUMAB- Case Example II:  Durvalumab in NSCLC and mUC – 

Yanan Zheng, Ph.D. 

 

• IPILIMUMAB- Case Example III: Tumor Growth Dynamic-Overall Survival 

Modeling with Ipilimumab in Melanoma – Amit Roy, Ph.D. 

 

• ATEZOLIZUMAB- Case Example IV: Applications of Tumor Growth 

Inhibition-Overall Survival Models to Support Atezolizumab Combination 

Studies – René Bruno, Ph.D. 

 

• AVELUMAB- Case Example V: Using Modeling Approach to Inform the 

Decision at Early Drug Development Stage – Jenny Zheng, Ph.D. 

 


