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The Challenges 
of Abuse Liability



How We Help You Meet the Challenges of Abuse Potential

Site relationships are critical to successful patient 
recruitment. At Syneos Health™, we’re positively 
engaged with sites from day one.

We have conducted more evaluations for new chemical 
entities and abuse deterrent formulations than anyone else.

Our Ph.D. pharmacologists, neuroscientists and 
neuropsychologists have published and presented 
extensively in this area.

Our standardized and customized subject training programs 
ensure comprehension and consistency for our studies.

We Have Proven Methods to 
Successfully Recruit and Retain the 
Subjects You Need
At Syneos Health, we know the specific needs of abuse 
potential studies. When it comes to enrollment, our 
large in-house database, which includes over 13,000 
recreational drug users, enables us to swiftly find  
the study subjects needed.

We know that relationships are critical to successful 
patient recruitment. At Syneos Health, we engage with 
our subjects from day one, and are well-known for the 
extensive support that we give them. Our clinic is 
operated by a highly experienced staff with low 
turnover.

Outcome: With our databases and our loyal 
volunteers, we’ll help you find the right subjects  
for your studies

We Have Experience With a Wide  
Range of Abuse Potential Studies
As the first CRO to perform abuse potential studies 
under Good Clinical Practice (GCP), we have conducted 
more evaluations of new chemical entities and abuse 
deterrent formulations than any other.

Our key opinion leaders can help determine if your 
product requires abuse liability assessment and how to 
strategically meet regulatory requirements. We provide 
expertise in human abuse potential studies, abuse 
potential in methadone-maintained subjects, physical 
dependence/withdrawal studies and 8-Factor Analysis 
for NDA submission.

Our experience includes:

• Study designs in accordance with current FDA and 
Health Canada guidelines

• Selecting appropriate comparators

• Addressing unique study considerations, such as 
qualification of subjects

• Pharmacodynamics training and assessment

• Pharmacy coordination of scheduled drug imports

• Full clinical conduct and data analysis  
(Clinical Study Report)

• White Paper and Manuscript Development

Outcome: We have experience in all types of  
abuse potential evaluation

All the Expertise You Need,  
Under One Roof
The last thing you want is a CRO that outsources 
expertise, leaving you with an unsatisfactory,  
fragmented service. All our experts are part of our 
in-house team. We even have on-site addiction 
specialists, a service unique to Syneos Health. Our 
Principal Investigators have the longest standing 
expertise and oversight of abuse potential studies  
in the industry, and the greatest number of studies 
conducted and reviewed by regulatory agencies.

Our Ph.D. pharmacologists, neuroscientists and 
neuropsychologists have published and presented 
extensively in this area, and can help you with any  
aspect of abuse potential, from study design and 
implementation to regulatory reporting.

With our extensive background in assessing abuse 
deterrent products, we can provide you with the  
best strategy for developing and executing robust 
programs to support labeling claims. We can complete 
an 8-Factor analysis of your data to support your drug 
scheduling proposal at the time of NDA filing. In fact,  
we are the CRO with the most NDA submissions in  
abuse potential studies.

Outcome: With Syneos Health, you can let our  
team of in-house experts guide and assist you

Reliable Assessments and Data  
Capture Techniques
Abuse potential studies include multiple subjective  
and objective assessments to evaluate drug effects. 
Training subjects is critical to ensure consistency and 
study integrity. At the heart of our service is a validated,  
21 CFR Part 11 compliant, computerized system,  
which implements our specialized behavioral measures, 
questionnaires and neurocognitive test batteries to 
evaluate abuse deterrent formulations; potential for 
abuse; withdrawal and dependency; and adverse events. 
Our standardized and customized subject training 
programs ensure comprehension and consistency.

Our services include:

• Programs for evaluating abuse potential of new molecular 
entities across drug classes (opioids, stimulants, ketamine, 
cannabinoids, benzodiazepines, hypnotics)

• Programs for evaluating abuse deterrent formulations

• Proof-of-concept studies in substance abuse 
pharmacotherapy (using our methadone-maintained 
and cocaine-dependent volunteer populations)

• Generating regulatory strategies and assisting with 
regulatory communications

• Participating at regulatory meetings, including Advisory 
Committees and Advisory Board meetings

• Managing adverse event collection, coding and reporting

• Preparing regulatory submissions (NDA, MAA, NDS), 8-Factor 
analyses, briefing documents and response packages

• Creating post-marketing surveillance strategies

• “Focus groups” for tampering methods

• Conducting assessments of in vitro and in vivo  
tamper resistance

Outcome: Syneos Health is your portal to 
comprehensive abuse potential services



About Syneos Health
Syneos Health™ (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization. 
Our company, including a Contract Research Organization (CRO) and Contract Commercial 
Organization (CCO), is purpose-built to accelerate customer performance to address modern market 
realities. Created through the merger of two industry leading companies – INC Research and inVentiv 
Health – we bring together more than 21,000 clinical and commercial minds with the ability to support 
customers in more than 110 countries. Together we share insights, use the latest technologies and 
apply advanced business practices to speed our customers’ delivery of important therapies to patients. 
To learn more about how we are shortening the distance from lab to life™ visit SyneosHealth.com.
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We have conducted 
more abuse potential 
evaluations for new 
chemical entities 
and abuse deterrent 
formulations than  
anyone else.

For more information about our abuse liability expertise, 
please contact us on one of the telephone numbers 
listed below:

Corporate Headquarters
3201 Beechleaf Court
Suite 600
Raleigh, NC 27604-1547

Phone: +1 919 876 9300
Fax: +1 919 876 9360
Toll-Free: +1 866 462 7373

syneoshealth.com


