
•	Confirmatory BBMs were clinically acceptable and operationally adaptable 
across diverse practice settings in this prospective, multi-site study.

•	Implementation was constrained by operational and system-level 
factors, including workflow capacity, financial navigation, reimbursement 
limitations, and regulatory gaps, rather than clinical uncertainty  
in BBM testing. 

•	Same-day testing with defined follow-up emerged as a key workflow 
enabler, particularly in settings with limited access to PET and CSF. 

•	Scalable implementation will require improved education and 
standardization, including clinician training and consistent assay platforms 
and interpretation frameworks. 

•	Findings indicate that successful BBM implementation depends  
on coordinated system, operational, and clinical readiness, rather than 
increased test availability alone.

•	Observed variability may not capture the range of clinical workflows, 
highlighting the need for broader representation to strengthen 
generalizability.
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Results
•	Blood-based biomarkers (BBMs) are reshaping AD  

diagnostic pathways by enabling earlier, more accessible 
amyloid confirmation.1

•	Alzheimer’s Association Clinical Practice Guidelines (CPGs) 
recommend BBM tests as triage tools and alternatives  
to amyloid PET/CSF testing when performance thresholds 
are met.2

•	Real-world implementation remains heterogeneous, with 
limited characterization of drivers across settings.3

•	An aim of this prospective, multi-site implementation 
science study was to explore barriers and facilitators of 
confirmatory BBM use in routine clinical practice and 
assess variation across settings. 

Clinical Setting Variation
•	Successful BBM implementation was associated with integrated clinical workflows, structured  

follow‑up, and standardized testing and interpretation. Implementation varied by site due to  
differences in infrastructure, access, and system complexity (Figure 3).

Priorities for Scalable Implementation
•	Key requirements for scalable implementation of confirmatory BBMs are summarized in Figure 4. 

Findings reflect qualitative participant perspectives and implementation experience (N=13); no causal or comparative conclusions should be inferred.

Figure 2. BBM Implementation: Pathway Facilitators and Barriers

Barriers Workflow stage Facilitators

None reported Initial evaluation BBMs can be incorporated into routine clinical 
assessment using existing clinic infrastructure

Institution complexity (contracting, lab 
routing, SOPs) may delay or redirect testing Ordering BBMs can be ordered through standard clinical 

workflows (e.g., EHR ordering systems)

Sample handling requirements need 
coordination across clinical and  

laboratory processes
BBM sample Same-day sample collection supports efficient 

workflow and reduces loss to follow-up

Results released to patient portal prior to 
clinician disclosure; lack of tracking systems 

may lead to delayed/missed results

Results  
processing/return

Standardized ordering and result-handling 
processes support consistency; defined  
workflows enable structured follow-up

Misalignment with other diagnostic steps 
(e.g., MRI) may delay decision-making

Diagnosis and clinical  
decision-making

Pre- and post-test counseling supports 
interpretation and patient understanding;  

defined follow-up times ensure  
continuity of care

•	Semi-structured interviews and focus groups were 
conducted with clinicians and support personnel across 
3 clinical settings (rural private, academic, and private 
neurology) to capture clinical, operational, and logistical 
perspectives on BBM implementation. 

•	Qualitative analysis was conducted using the Consolidated 
Framework for Implementation Research (CFIR v2) 
as a guiding structure to identify themes related to 
implementation barriers, facilitators, workflow integration, 
and operational processes.4

•	Confirmatory BBMs were defined as high‑performing tests 
meeting CEOi criteria for identifying amyloid pathology 
without the need for follow‑up testing, with results 
interpreted within the clinical context (per CPGs).2,5

Study Population
•	A total of 13 participants across rural (n=5), academic 

(n=5), and private neurology clinic (n=3) settings  
completed 1:1 interviews, and a subset participated in  
2 focus groups (September–November 2025).

•	Participants included clinicians (n=10) and clinical  
support personnel (n=3). 

BBM Implementation Themes
•	Across settings, convergence indicated that BBM 

implementation was primarily constrained by  
operational and system-level factors rather than  
clinical confidence in BBM testing (Figure 1). 

Implementation Drivers
•	Workflow design was a dominant driver of BBM 

implementation (Figure 2), while system-level factors,  
such as financial navigation, reimbursement limitations, 
and regulatory gaps were identified as key barriers.

Findings reflect qualitative participant perspectives and implementation experience (N=13); no causal or comparative 
conclusions should be inferred.

Figure 3. Variation in BBM Implementation Across Clinical Settings

Rural private 
practice

BBMs are adopted to offset limited access to PET and CSF
•	 Same-day testing is critical to reduce return visits and patient burden
•	 Implementation is constrained by sample management and logistics 
•	 Reliance on financial assistance programs to support patient access

Academic medical 
center

BBMs are widely adopted within specialist settings
•	 Implementation constrained by system complexity
•	 Variation between early adopters and less experienced clinicians
•	 Release of results via the portal requires proactive patient communication 

and defined disclosure timing

Private neurology 
clinic

BBMs are implemented rapidly within streamlined workflows
•	 On-site infrastructure supports efficient access and minimal barriers
•	 Cost and insurance considerations rarely limit use
•	 Strong primary-care referral relationships

Findings reflect qualitative participant perspectives and implementation experience (N=13); no causal or comparative 
conclusions should be inferred.

Figure 4. Key Requirements for Scalable Implementation of  
Confirmatory BBMs
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framework

Large-scale education

Standardization guidelines

Regulatory and reimbursement foundation

EHR-integrated workflows, financial navigation 
support/assistance programs, defined result 
disclosure, and reliable lab logistics

Focused education for general neurologists and 
PCPs on BBM interpretation and threshold use

Consistent use of assays and aligned thresholds 
to support interpretation of indeterminate 
results and confirmatory pathways

Diagnostic clearance and consistent 
payer coverage, including 
acceptance for treatment initiation

Figure 1. Agreement Across Key BBM Implementation Themes

Agreement reflects thematic coding of interview and focus group data (N=13), with themes quantified by participant counts and percentages. Agreement levels were 
defined as low (<50%), moderate (50–74%), and high (≥75%). Findings are descriptive and do not represent statistical comparisons.
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