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Roadmap to 2030.for New Drug

Evaluation for Older Adults:
The Problem Statement

I have no disclosures related to this workshop. The views presented in this presentation represent the personalopinion of the q
speaker and do not reflect the official positions of the United States Food and Drug Administration (FDA).
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An Aging Nation From Pyramid to Pillar:
Projected Number of Children A century of Change

and Older Adults
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Physiologic Changes with Age Alter
Pharmacokinetics and Pharmacodynamics
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Chronic Health
Conditions and
Multimorbidity
Increase with
Age

https://www.ncoa.org/blog/10-common-
chronic-diseases-prevention-tips/

1. O common Chronic Conditions for Adults 65+
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High Cholesterol

Hypertension
(High Blood Pressure)

589% 47%

Chronic Kidney

Disease 0
18% 14%
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Heart Failure

80%
have have at

least 1 chronic
condition

Arthritis

31%

Depression

14%
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Ischemic Heart
Disease
(or Coronary Heart
Disease)

29%

and Dementia

11%
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68%

have 2 or more
chronic
conditions
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Diabetes

27%

Alzheimer’'s Disease Chronic Obstructive
Pulmonary Disease

11%
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Polypharmacy is
Increasing

From 1994 to 2014, the proportion of
older adults taking five or more drugs

tripled, from 13.8 percent to 42.4 percent.

This Photo by Unknown Author is licensed under CC BY-SA-NC

https://www.cdc.gov/nchs/data/hus/hus18.pdf

1994

14% took 5 or more drugs

60% took 1 to 4 drugs
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2014

42% took 5 or more drugs
49% took 1to 4 drugs
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https://lowninstitute.org/wp-content/uploads/2019/08/medication-

overload-lown-web.pdf



http://geriatricsforcaregivers.net/how-to-find-geriatrics-medication-review
https://creativecommons.org/licenses/by-nc-sa/3.0/
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Frailty Table 1.

i n C r e a S e S Prevalence of Frail Status by Demographic Subgroups: National Health and Aging Trends Study, 2011; n=7,439

W it h a e Characteristic Subgroup Prevalence (%) Frail Status Prevalence Within Subgroup (%)
9
- Robust Prefrail Frail
Age*** 28.1 51.6 39.5 8.9

65-69 25.0 44.2 45.1 10.7
70-74 19.1 37.2 49.3 13.5
75-79 14.6 29.3 50.6 20.1
80-84 9.0 19.3 47.4 33.3
85-89 4.2 13.4 48.7 37.9
90+

The Journals of Gerontology: Series A, Volume 70, Issue 11, November
2015, Pages 1427-1434, https://doiorg/10.1093/geronal/glvi33
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Medications: The Right Bala
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care technology in
preventing illness and
disability in the older
population.”

“Medications are G\()
probably the single
most important health ' —

— <&

Avorn J. Health Affairs, Spring 1996; J Gurwitz, M Monane, S Monane, J Avorn.
Care Quality Letter 1995

NCE

"Any symptom in an elderly
patient should be considered a
drug side effect until proven
otherwise."

Brown University Long-term



Improving medication therapy for older
persons is complex

 Physiology changes  Healthcare provider training
 Multimorbidity * Uncoordinated healthcare
 Polypharmacy delivery

e Patient and caregiver
expectations

« Many other factors!

e Frailty

e VVulnerable functional and
cognitive status

Our Evidence Base Is Insufficient



Who are the stakeholders in improving
medication therapy forolder persons?

 Older persons and their caregivers

 Health care providers and health care delivery organizations
« Academic institutions

e NIH,PCORI, AHRQ and others

« CMS, Department of Veterans Affairs and other payers

« Pharmaceutical industry

 Professionalsocieties

 Advocacy organizations

 Providers of tertiary medical databases

« FDA



Session I--Objectives

 Review the history and current guidances for older adults iIn
evaluation of new drugs

e Review the current enrollment of older adults in clinical trials of new
drugs in the U.S.

 Review international perspectives on enrollment of older adults iIn
evaluation of medications

e Define the problems/gaps
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