
Supriya Mohile

A Geriatric Assessment (GA) intervention to 
reduce treatment toxicity in older patients 
with advanced cancer:  A University of 
Rochester Cancer Center NCI Community 
Oncology Research Program cluster 
randomized controlled trial (CRCT)
Supriya G. Mohile, Mostafa Mohamed, Eva Culakova, Huiwen Xu, Kah Poh Loh, Allison 
Magnuson, Marie Flannery, Erika Ramsdale, Richard Dunne, Nikesha Gilmore, Spencer 
Obrecht, Amita Patil, Sandy Plumb, Lisa M. Lowenstein, Michelle Janelsins, Karen 
Mustian, Judy Hopkins, Rakesh Gaur, Jeffrey Berenberg, William Dale

1



Supriya Mohile

Benefits of the Geriatric Assessment
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• Predicts toxicity and mortality
• Guides decisions and care management
• Fosters communication
• Improves clinical outcomes

Improves Communication About 
Age-Related Concerns
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Soto-Perez-de-Celis et al. The Lancet 2018;Hurria et al. JCO 2016
Mohile et al. JAMA Onc 2019
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Aims of this University of Rochester 
NCI Community Oncology Research (NCORP) Study

• Primary Aim:  
• To evaluate if providing a GA summary 

with recommendations for 
management to oncologists reduces 
grade 3-5 toxicity (CTCAE v4) in 
patients aged 70+ starting a new 
regimen with chemotherapy and/or 
other agents which cause toxicity for 
advanced cancer 

• Secondary Aims:
• Survival at 6 months 
• Treatment decisions
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Study Schema 
Geriatric Assessment for Patients 70+  

R
A
N
D
O
M
I 
Z
E 

S
I
T
E 
S

Oncology physician provided with 
GA summary and GA-guided 
recommendations for each 
enrolled participant prior to 

starting a new 
chemotherapy/agents with 

similar prevalence of toxicity

Usual care

• Clinician-rated grade 3-5 toxicity
• Survival at 6 months 
• Treatment decisions
• Functional and physical decline
• Patient-reported toxicities

GA Intervention Arm

Endpoints
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GA-Guided Communication

• Intervention prompted for communication about impairments
• Weigh risks and benefits of treatment in the context of GA domain impairments
• Consider less aggressive therapy or less complex regimens
• Consider safety for treatment

• Treating oncologist ultimately made the decision for treatment plan
• Treatment plan was captured prospectively 
• A blinded oncology team reviewed if intensity of treatment was reduced
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GA Intervention Summary Example
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Management Recommendations
Example: Physical Performance

GA Intervention
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GAP70: CONSORT Diagram 
107 Practice Site Clusters  

17 Practice Sites allocated to 
GA Intervention 

(349 Pts)

24 Practice Sites allocated to 
Usual Care 
(369 Pts)

Baseline: 349 Pts

23 Withdrew 
23 on Hospice
33 Expired 

Baseline:  369 Pts

3 months: 270 Pts 3 months:  287 Pts

41  Practice Site 
Clusters
(718 Pts)

Cancer Treatment 
Toxicity & Survival

20 Withdrew
52 on Hospice
10 Expired
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Patient Eligibility

• Aged 70+
• Incurable stage III or IV cancer 
• >1 GA domain impaired other than 
polypharmacy
• Starting a new regimen chemotherapy 
or other agents with similar prevalence of 
toxicity
• Not on ‘best supportive care’ or hospice
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GA Intervention Usual Care

N or Mean (% or SD) N or Mean (% or SD) P value

Age 77.2 (5.7) 77.2 (5.2) 0.98

Female 145 (41.5%) 166 (45.0%) 0.35

Race/Ethnicity <0.01

Non-Hispanic White 281(80.5%) 347 (94.0%)

African American 40 (11.5%) 12 (3.3%)

Cancer Type <0.01

Gastrointestinal 133 (38.1%) 114 (30.9%)

Genitourinary 56 (16.0%) 53.0 (14.4%)

Lung 63 (18.1%) 116 (31.4%)

Stage IV 304 (87.1%) 324 (87.8%) 0.11

Cancer Treatments 0.53

Chemotherapy                                      305(87.4%) 328 (88.1%)

Non-chemotherapy 44(12.6) 41(11.1%)

Prior chemotherapy 104 (30.8%) 81 (22.7%) 0.02 
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Adverse Outcome Prevalence

Grade 3-5 toxicity within 3 months 60.9% 

Dose modification within 3 months 50.0% 

Discontinuation of treatment within 3 
months 17.7% 

Entered into Hospice within 3 months 15.9% 

Death (due to all causes) within 6 months 26.5% 

Prevalence of Adverse Outcomes (n=718)
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Prevalence of GA Domain Impairments by Study Arm
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*P value <0.05 for Physical performance, Cognition, and Social Support.
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Any Grade 3-5 CTCAE Toxicity in 3 Months

• Any Grade 3-5 Toxicity
Adjusted Risk Ratio: 0.74

95% CI: (0.63-0.87), P < 0.01  
Clustering effect: P = 0.15

• Any Grade 3-5 Hematologic Toxicity

Adjusted Risk Ratio: 0.85
95%CI: (0.69-1.05), P = 0.13   
Clustering effect: P = 0.30

• Any Grade 3-5 Non-hematologic Toxicity
Adjusted Risk Ratio: 0.73
95% CI: (0.53-0.996), P = 0.047

Clustering effect: P < 0.01
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Survival at 6 Months 
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• Survival at 6 month based on Kaplan 
Meier Estimates
GA Intervention: 71.3% (66.2%- 75.9%)
Usual Care: 74.3% (69.5%-78.6%)
P = 0.33

• Adjusted Hazard Ratio: 0.87
95% CI: (0.65-1.15), P = 0.33
Clustering effect: P = 0.04
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Treatment Intensity
• Adjusted Risk Ratio=0.85

95% CI: (0.67-1.08), P=0.190
Clustering effect: P<0.01

48.7%

35.0%

0%

20%

40%

60%

GA Intervention Usual Care

42.1%

57.5%

0%

20%

40%

60%

80%

GA Intervention Usual Care

Dose modification at 3 months Related to ToxicityReduced Dose Intensity at Cycle 1 

• Adjusted Risk Ratio=1.37
95% CI: (1.06-1.76), P=0.016
Clustering effect: P=0.03
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Conclusions
• A GA summary with management recommendations provided to the 

oncologist prior to the start of a new treatment regimen
• reduces clinician-rated grade 3-5 toxicity over 3 months
• without significantly lowering survival at 6 months

• May be due to reduced treatment intensity provided at cycle 1
• Effect of GA-guided management recommendations will be further evaluated 

• This large cluster randomized study is the first show that a GA intervention 
for patients aged 70+ with advanced cancer and >1 GA domain impairment 
improves clinical outcomes

• Lends further support to the ASCO geriatric oncology guideline which recommends 
GA for older adults undergoing chemotherapy

• PRO outcomes will be presented in the future
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