
Beat AML® 
Master Trial
Selected to provide full-service clinical to help 
expedite development of innovative therapies 
for Acute Myeloid Leukemia Patients
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In 2016, the Leukemia & Lymphoma Society (LLS) in partnership with the FDA, leading leukemia doctors in 
North America, and several biopharmaceutical companies finalized plans for a groundbreaking platform 
“umbrella” trial—Beat AML—with an ambitious goal to speed development of targeted therapies for newly 
diagnosed patients with acute myeloid leukemia (AML). Within a single Master Trial built to initially support 
up to 12 protocols activated, researchers aim to identify subsets of treatment-naïve AML patients based 
on next generation sequencing (NGS) testing for known key mutational drivers and target them with novel 
agents directed against those mutations. For patients with multiple mutations, advanced analytics including 
variant allele frequency and a predetermined prioritization schema then steers each patient to the  
best substudy.

  The Oncology team at Syneos Health is delighted to be engaged with this 
Beat AML initiative, providing full-service clinical development support, and  
is thrilled to see the progress reported to date.

Pressure to be nimble and responsive is mirrored at each of the trial sites. Given the urgent needs of patients—
and thanks to LLS’s hands-on partnering with the FDA—positive data can move the drug straight to registration. 
This means all the data must be clean from the get-go, and some traditional steps must be compressed. For 
example, Syneos Health and its partners are testing a novel clinical data “pipe” that can funnel information 
directly from patients’ electronic records into the main database, skipping a traditional transcription step that’s 
both time-consuming and vulnerable to errors. Accommodating and pioneering, the operational innovation 
during the conduct of this trial presents challenges and opportunities. Each partner or team has to bring a 
whole organization into the mission, which is getting drugs to the patient.

As of October 20, 
2022, we have 
screened  
1321 patients  
across 19 sites.
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Our team is delighted to convert that hard-won knowledge to 
support the LLS with a groundbreaking targeted therapy trial 
in frontline AML. This collaboration started with the following 
objectives, and the successful achievement of these objectives 
has been the foundation of our collective success in managing 
this groundbreaking umbrella/Master Trial:

 •  One vision and mission shared across all stakeholders on the trial

 •  Maintain stable core teams across all partner organizations involved

 •  Produce a trial designed for the patient, not the patient for the trial

 •  Develop a targeted therapy model for AML

 •  Design a trial to facilitate FDA approval of new drugs

 •  Integrate NGS screening in the patient flow process to take no more than seven days

 •   Implement an innovative approach to constantly look for ways to improve efficiencies and 
effectiveness to drive faster timelines while maintaining quality

For the clinical team at Syneos Health, this has been a wonderful opportunity to be directly involved in an 
important, new patient-centric novel design clinical trial. Umbrella trials present multiple operational and 
logistical challenges, and our team has been able to work with LLS and other providers to deliver practical 
and innovative solutions.



About Syneos Health

Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical 
solutions organization purpose-built to accelerate customer success. We  
lead with a product development mindset, strategically blending clinical 
development, medical affairs and commercial capabilities to address  
modern market realities.

Together we share insights, use the latest technologies and apply advanced 
business practices to speed our customers’ delivery of important therapies  
to patients. We support a diverse, equitable and inclusive culture.

To learn more about how we are Shortening the distance from lab to life®, 
visit syneoshealth.com or subscribe to our podcast.

Contact us
Syneos Health
1030 Sync Street
Morrisville, NC 27560

http://syneoshealth.com
https://www.buzzsprout.com/85116#%20%3Chttp://www.buzzsprout.com/85116

