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Precision Medicine

New drugs and treatment approaches

De-escalation of therapy

Focus on toxicities and impact of treatment on the patient

Equity, diversity, and inclusion 

COVID-19 pandemic-related changes

Innovations in clinical trials design



Precision 
Medicine

The Cancer Genome Atlas

Next Gen 
Sequencing

Liquid Biopsies
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Somatic Genomic Testing 
in Patients With Metastatic 
or Advanced Cancer

ASCO Provisional Clinical 
Opinion

• Patients with metastatic cancer should undergo 
genomic sequencing if presence of >1 genomic 
alteration has regulatory approval to guide use of (or 
exclusion from) treatments 

• Multigene panel-based assays should be used if 
>1 biomarker-linked therapy is approved for the 
patient’s disease

• Site-agnostic approvals for any cancer with high 
TMB, MMR deficiency, NTRK fusions, RET fusions*, 
BRAF V600E mutations*, FGFR alterations* provide 
a rationale for genomic testing for all solid 
tumors

Chakravarty D et al. JCO 40:1231-1258, 2022 *Approved post publication
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New Drugs 
and 
Treatment 
Approaches

U.S.
Int’l

U.S.
Int’l

60%
40%

67%
33%

Immune Checkpoint 
Inhibitors CAR-T Cell Therapy

Antibody-drug Conjugates

Targeted Therapies



Number of FDA Oncologic Approvals 
Between 2016-2021 by Tumor Organ System

(n=207)
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Benjamin DJ et al, JAMA Netw Open. 2022 Mar; 5(3): e222265

Olivier T  et al, JAMA Netw Open 2021;4(12):e2138793

Anticancer Drugs Approved by FDA 
2009-2020 by Mechanism of Action

2009
8 approvals

2020
57 approvals

Total # Anticancer Drugs Approved by FDA

Mechanism of Action of 332 Anticancer Drug Approvals 2009-2020

1st approval of a drug, new 
mechanism of action (53)

New mechanism of action, 
new tumor type (123)

4 approvals tumor 
agnostic



De-escalation 
of Therapy

Less Radiation
Less Surgery

Less Chemo



De-escalation 
of Therapy

Using less aggressive or 
less toxic treatment 
while maintaining or 
improving therapeutic 
outcomes

Systemic Therapy
 Advances in genomics and molecular profiling
o Multigene assays to determine which early-stage breast 

cancer patients do not benefit from chemotherapy 
o Targeted therapies

 Use of neoadjuvant therapy response
o Pathologic Complete Response  (pCR) to determine post-

op therapy

Surgery
 Minimally Invasive Surgery
o Robotic and laparoscopic surgical techniques - improved 

precision and reduced invasiveness 
 Organ Preservation
o Functional preservation of breast, rectum, larynx, etc

Radiation Therapy
 Intensity-Modulated Radiation Therapy
 Hypofractionation
 Stereotactic body radiation therapy (SBRT)
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Focus On 
Toxicities and 
Impact of 
Treatment on 
the Patient

Symptoms, Quality of Life, PROs, 
Financial and Time Toxicity, Survivorship

Cancer Survivorship

Patient-Reported Outcomes

Schneider BJ et al, JCO 2021

New drug classes 
= new toxicities



Equity, 
Diversity, 
and 
Inclusion

Patel MI et al, JCO 2020

2021



COVID-19
Pandemic-
related 
Changes

ASCO Road to Recovery Report: Learning From the 
COVID-19 Experience to Improve Clinical Research and 
Cancer Care
Pennell NA et al. J Clin Oncol, 2020
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ASCO Road to Recovery Report Recommendations: 
Cancer Care Delivery Goals

Promote and Protect Equitable Access to High-quality Cancer Care

Support Safe Delivery of High-Quality Cancer Care

Advance Policies to Ensure Oncology Providers Have Sufficient 
Resources to Provide High-Quality Patient Care

Recognize and Address Threats to Clinician, Provider, and Patient Well-
Being

Improve Patient Access to High-Quality Cancer Care via Telemedicine

1

2

3

4

5

Equity and 
Accessibility

Quality Care

Clinician Well-
being and Burnout

Pennell, Dillmon, Levit, et al. American Society of Clinical Oncology Road to Recovery Report: Learning form the 
COVID-19 Experience to Improve Clinical Research and Cancer Care. Journal of Clinical Oncology. 2020. 39:2, 155-169. 

https://ascopubs.org/doi/full/10.1200/JCO.20.02953


Innovations 
in Clinical 
Trial Design

U.S.
Int’l

U.S.
Int’l

60%
40%

67%
33%• Expanded eligibility

• Patient-centric
• Decentralized
• Pragmatic design
• Umbrella and basket 

studies
• Real World Data
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Can changes made during the COVID-19 
pandemic be incorporated into standard 

clinical trials practice?

Minimizing 
amount of 

data collected

Sending study 
drugs and 

materials to 
homes of 

participants

Visits and 
procedures at 

local clinics

Remote 
visits 

through 
telehealth

Reducing 
number of 

clinic visits and 
procedures

Leveraging 
technology –
remote and 
automated 
interactions 

Unger JM et al, JCO Oncol Practice 2023

CONCLUSION
• Nearly all sponsors observed a temporary increase 

in protocol deviations during the pandemic
• Most reported minimal/no impact on overall data 

integrity
• The pandemic accelerated an emerging trend 

toward greater flexibility in trial conduct, with 
potential benefits of reduced burden on trial 
participants and sites and improved patient 
access to research

ASCO-Friends of Cancer Research Task Force Survey
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