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Enrollment of Older Adults in Cancer Clinical 
Trials- A Continuing Conversation 

Comparison of 1992 Accrual  to NCI-Sponsored Cooperative Group Cancer 
Treatment Trials With 1990 SEER Incidence Data by  Sex and Cancer Site
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FDA Guidance & Perspectives
Year

1989 Guidance for the Study of Drugs Likely to Be Used in the 
Elderly  (FDA)

1994
2012

Guidance for Industry: E7 Studies in Support of Special 
Populations (FDA)

2016 Evaluation and Reporting of Age, Race, and Ethnicity Data 
in Medical Device Clinical Studies (FDA)

2016 Enrollment of Older Adults on Oncology  Trials: an FDA 
Perspective (Journal of Geriatric Oncology)
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Enrollment of Older Adults in Cancer Clinical Trials- U.S 
Food and Drug Administration Experience

Modified from Fig 1. Enrollment of Elderly Patients in Clinical Trials for Cancer Drug Registration: A 7-Year 
Experience by the US Food and Drug Administration Lilia Talarico, Gang Chen, Richard Pazdur

http://ascopubs.org/author/Talarico,+Lilia
http://ascopubs.org/author/Chen,+Gang
http://ascopubs.org/author/Pazdur,+Richard
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Elderly Cancer Patients Enrolled on Clinical Trials 
Supporting FDA Approval Compared with SEER Cancer 

Incidence by Age Group 
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25%
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Advanced Solid Tumors 
- early phase clinical trials
- multiple tumor types 

Hematologic Malignancies

Head and Neck Cancer 
Lung Cancer 
Melanoma

Genitourinary Malignancies
- prostate cancer 
- urothelial carcinoma 
- renal cell carcinoma

Gastrointestinal Malignancies 
- colorectal cancer 
- hepatocellular carcinoma
- pancreatic cancer 
- gastric cancer 

Breast Cancer 

Gynecologic Tumors
- cervical cancer 
- ovarian cancer 

Other 
- healthy volunteer 
- organ dysfunction 
- brain tumors 

- thyroid cancer 
- neuroendocrine tumors
- sarcomas/stromal tumors  

*Excludes pediatric studies included to support adult 
indications, biosimilars, supportive medications (n=176598) 
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Elderly Patients with Breast Cancer Enrolled on FDA Trials 
Compared with New Cases by Age Group 
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Elderly Patients with Colorectal Cancer Enrolled on FDA Trials 
Compared with New Cases by Age Group 
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Elderly Patients with Lung Cancer Enrolled on FDA Trials 
Compared with New Cases by Age Group 
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Elderly Patients with Prostate Cancer Enrolled on FDA Trials 
Compared with New Cases by Age Group 
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Labeling – Geriatric Use Section 
• Interest in including the most critical safety and 

efficacy information for older patients 
- descriptive information to better characterize drug and 
biological product use in older patients
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Example #1 – Urothelial Carcinoma
Of the 119 cisplatin-ineligible patients with urothelial carcinoma 
treated with Drug X in Study 4, 83% were 65 years or older and 
41% were 75 years or older. The overall response rate in patients 
65 years or older was 23% (23/99) and in patients 75 years or 
older was 29% (14/49). Grade 3 or 4 adverse reactions occurred 
in 53% (52/99) of patients 65 years or older and 51% (25/49) of 
patients 75 years or older. No overall differences in safety or 
efficacy were observed between patients ≥ 75 years of age and 
younger patients.
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Example #2 – Hematologic malignancies

Of the 905 patients in clinical studies of Drug X, 
62% were ≥ 65 years of age, while 21% were ≥75 
years of age. No overall differences in 
effectiveness were observed between younger 
and older patients. Anemia (all grades) and Grade 
3 or higher pneumonia occurred more frequently 
among older patients treated with Drug X.
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Example #3 – Melanoma 

Of the 559 patients with melanoma randomized to receive 
Drug X  plus Drug Y in Study 1, 24% were aged 65 years and 
older and 6% patients aged 75 years and older. No overall 
differences in the effectiveness of Drug X were observed in 
elderly patients as compared to younger patients. The 
incidences of peripheral edema (26% vs. 12%) and anorexia 
(21% vs. 9%) were increased in elderly patients as 
compared to younger patients. 



15

fda.gov/drug trials snapshot

15
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Drug Snapshot Example- IDHIFA

Subgroup Analyses of Adverse Events

Subgroup Analyses of Complete 
Response Rate by Age

Baseline Demographics by Age

https://www.fda.gov/Drugs/InformationOnDrugs/ucm571802.htm

https://www.fda.gov/Drugs/InformationOnDrugs/ucm571802.htm
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Conclusions

• Older cancer patients continue to be 
underrepresented in cancer clinical trials 

• Most striking in ≥75 age groups
• Product Label/clinical reviews/Drug Snapshots 

include information on safety and effectiveness 
in older adults 
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