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Leaders Engaged on Alzheimer’s Disease (LEAD) is a diverse and growing
coalition of 57 member organizations including patient advocacy and voluntary
health non-profits, philanthropies and foundations, trade and professional
associations, academic research and clinical institutions, and biotechnology and
pharmaceutical companies. LEAD works collaboratively to focus the nation’s
strategic attention on Alzheimer’s disease and related disorders and to
accelerate transformational progress in care and support, detection and
diagnosis, and research leading to prevention, effective treatment and eventual
cure.

LEAD supports adoption of FDA’s “Draft Guidance for Industry on
Alzheimer’s Disease: Developing Drugs for the Treatment of Early Stage
Disease.”

LEAD joins the Food and Drug Administration (FDA) in recognizing the urgency
of moving diagnosis and intervention earlier in the Alzheimer’s disease process.
This is necessary in terms of efficacy for better symptomatic treatments, disease-
modifying interventions and social interventions aimed at reducing stigma,
facilitating planning (care, financial, and legal), and enabling people with the
disease to become self-advocates prior to, or at the earliest possible stages of,
symptomatic onset.

LEAD applauds FDA for accepting very sensitive cognitive measures as primary



endpoints for certain subsets of people with early signs of Alzheimer’s disease
without requiring demonstration of functional measures prior to overt dementia
symptoms. As FDA is aware, researchers supported by the National Institutes of
Health (NIH) and industry are moving forward aggressively to expand the study
of people at the earliest stages of the disease; as the science moves in this

direction, so must the regulatory framework.

It is no secret that the current drug development process is too long, too slow
and too uncertain. FDA'’s proposed guidance begins to correct these burdens
while scrupulously maintaining strict safety requirements for patients and

rigorous efficacy standards for treatments.

LEAD concurs with the comment being submitted by the Alzheimer's Disease
Neuroimaging Initiative (ADNI) citing the consensus view that measurements of
brain amyloid and measurement of cerebrospinal fluid (CSF) tau/phospho-tau are
biomarkers that reflect the neurobiology of Alzheimer's disease and whose
changes indicate disease modification in treatment trials. LEAD recommends
that FDA provide additional clarity about the evidence it would require to accept
the use of a biomarker as a surrogate endpoint for Alzheimer’s disease.

Thank you for the opportunity to offer comment and for FDA’s thoughtful
approach to these guidelines. We share your hope that focusing drug
development at the earliest stages of Alzheimer’s disease will accelerate
meaningful progress toward effective treatments.

Should you have questions or require additional information, please contact lan
Kremer, LEAD’s executive director, at ikremer@leadcoalition.org or (571) 383-
9916. We look forward to working with you on this important effort.
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