
Quality is crucial to customer satisfaction and public 
trust. Quality regulations continually grow more 
complex, and it can be easy to overlook some critical 
quality components.1 FDA inspections correlate with 
improved product quality,  which positively impacts the 
bottom line.2
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• Sponsor’s responsibilities go beyond auditing and  weekly 

production updates

• Waiting too late in development is dangerous to patient 
safety and poor business practices.

synergbiopharma.com

�����

���������������� ���������­��
������
�� ­��������������
• Do not duplicate processes of vendors.

• Do not contradict Vendors.

• Are specific to in-house processes.

• Provide key instructions for oversight and details for 
in-house processes.

• Vendor risk assessments are needed to justify 
oversight levels.
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• Due diligence must include assessing quality systems 

and communication.

• Assess sites’ regulatory track record.

• Will this be your commercial partner?
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• ELT must be engaged in quality-related activities.

• Develop a mindset that quality is everyone’s job.

• Develop key performance indicators for vendor quality.

• Develop tools that allow you to continual assess risk.
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• Provides flexibility. 

• Augment internal resources.3

• Review quality systems and remediation plans.4 

• Keep projects on schedule and within budget.5
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