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ADRD Trials

* Key to the US National Plan to Address
ADRD will be clinical trials of therapies that
can slow or prevent the onset of symptoms

* Critical need to increase the pipeline of
qgualified investigators to design and
conduct clinical trials in ADRD

e Equally critical is for the makeup of this
pool of investigators to be diversified

* ADRD study designs are complex,
multidisciplinary, and unique

NIH Professional Judgment Budget for Alzheimer’s Disease
and Related Dementias for Fiscal Year 2022



* A comprehensive, interactive, modern training course intended to
provide the necessary skills and training for promising investigators to
take their careers in ADRD trials to the next level

* Leverage the collective expertise of the NIA-funded Alzheimer’s
Clinical Trial Consortium (ACTC)
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Course Objectives

* position trainees to secure IRB approval, funding, or other
necessary milestones toward performance of a clinical trial;

e facilitate career choices toward ADRD research for
Investigators; anc

* increase the pipeline of qualified investigators of diverse

professional and demographic backgrounds for the future of
ADRD research.



IMPACT-AD has 2 Tracks

* Professional Track
* Any clinical trials professional
e 2.5 days
* N=20
* Fellowship Track
* Future Clinical Trials Investigators

e 4.5 days

* Small group mentorship on protocol development
e 3 trainees; 3 mentors (2 clinical, 1 biostatistics)

* N=15



IMPACT-AD Curriculum Sessions

Didactics Protocol Development (Fellowship Track)
1. AD trial designs 1. Design choices

2. Participant-related issues 2. Populations, indications, and

3. Trial ethics outcomes

4. Design and analysis: Nuts and bolts 3. Statistical considerations

5. Design choices 4. Study management: Serving as PI

6. Populations, indications, and 5. Securing funding

outcomes
7. Statistical considerations
8. Study management: Serving as Pl

9. Securing funding

1-4, both tracks; 5-9 Fellowship track only



2020 IMPACT-AD

* Virtual format
* Reduced days/length of days
 Maintained curriculum content,
including active learning workshops
e Diversity and inclusion
* Publications
e Scientific communication
* Protocol development



2020 Feedback



2021 Applications

RFA Outreach Application
( Components
Alzheimer’s Association’s International )
Society to Advance Alzheimer's Research
and Treatment (ISTAART) mailing list Career Statement ]

National Institute on Aging’s (NIA) mailing
list to FY 2019 grantees

Letter of Support ]

National Alzheimer’s Coordinating Center’s
mailing list

NIH Biosketch ]

awardees list (Fellowship Track only)

ACTC steering committee members and
investigative teams for numerous studies
coordinated by ATRI

Alzheimer’s Association’s active research ] Protocol Synopsis




Other Key Learnings

* Applicants may apply to only one track

* Letters of support matter

* Only letter per track for a PI/mentor
e Letters should align with the IMPACT-AD goals and objectives

* Fellowship track applicants should propose a trial (see NIH definition)
* Non-pharmacological trials outnumbered drug trials
* Observational and cohort studies not as well received

e Diversity means many things
* Professional background, expertise, demographics, geography



Key Dates

* RFA dissemination
* Application portal opens
* Application portal closes

* Application review committees meet
* Decision notifications
* IMPACT-AD 2021

January 2021
January 2021
March 2021
April 2021

May 2021
September 2021



https://impact-ad.org



See you in 2021!



