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Situation: 
Human errors, instrument errors, method errors, and 
any variety of other errors can result in a quality incident. 
Incident management is critical to ensure products are 
produced to meet quality standards, but that’s just the 
beginning. The incident data, when shared appropriately 
within the organization can aid in proactive, preventative 
management in the future. 

However, challenges arise when incident data is captured 
with manual systems or confined to the quality department. 

Common challenges include:
• Lack of visibility into quality incidents
• Cumbersome paper-based document control
• Inability to trace the incidents’ progress
• Lack of insight into incidents’ tasks and  
 potential bottlenecks 

Quality Incidents
Identify, investigate, and manage incidents with 
transparency that benefits your entire organization.

Benefits: 
Merit for Life Science quality incidents provides the 
visibility you need to leverage all incident data, enabling 
the appropriate departments to proactively address 
issues while the entire organization gains: 

1. The compliance to standardize operating procedures 
(SOPs) while helping you achieve the appropriate levels 
of vigilance and compliance with the regulations.

2. The transparency for all quality issues, including who’s 
responsible and who’s taking action, to help identify 
bottlenecks. By making quality incident data visible to 
a broader audience, you are enabling more effective 
corrective action and preventative action prioritization 
across the entire organization.

3. The opportunity to leverage the information gathered  
to optimize the rest of the organization’s processes.

Understanding “why,” is just the beginning.
Incidents happen. Despite the care you take, they can still occur. And understanding why they happen is part 
of your process for handling incidents. But an untapped treasure of information lies in that incident data. 
When you manage quality incidents with Merit for Life Science, you can ensure you:

• Properly follow your SOPs for incident management
•  Capture the audit trail necessary to demonstrate adherence to SOPs
•  Gain visibility to trends that aren’t always apparent when investigating individual incidents
•  Can inform more strategic decisions that lead to improved quality and safety, 
 reduced incidents and lowered costs
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What transparency 
can look like for your 
organization.

Microsoft Cloud Platform
• Familiar user experiences
• Native application integration
• Microsoft Trust Center  

 (GAMP, SOCS, FDA, etc.)
• Disaster recovery and  

 system redundancy
• Zero trust foundation
• Secure hybrid workforce

Life Science Specialists
• More than 20 years’ experience 

implementing and developing ERP 
software for life science organizations

• Experts for the implementation  
and on-going support of your  
FDA-compliant solution

• Demonstrated proficiency,  
skill set and expertise

Cloud ERP 
• Advances Microsoft Dynamics 365  

 for life science
• Purposely tailored for biotech, pharma,  

 and medical device manufacturers
• Support for complex compliance     

 requirements including FDA, DEA, ISO,  
 OSHA, GAAP, Sarbanes Oxley
• Designed to connect and support external    

 partners like CDMOs, CMOs, CROs,  
 Cell Banks, Clinical Trial Sites, 3PLs, IV&V

Why Merit Solutions?

Imagine if:
• An engineer who identifies an 

equipment deviation could 
immediately look it up within the 
system and spot an incident trend 
tied to that equipment, speeding 
the investigation and correction.

• The materials manager who’s 
negotiating with a vendor could 
view incident history to better 
negotiate price, and impact 
the determination on vendor 
qualification or re-certification.

• A production supervisor could 
uncover that the root of an issue 
lies with an employee who needs 
more training or re-purposing.

We can help make that vision a reality. 
Visit meritsolutions.com or contact our customer 
success managers at info@meritsolutions.com.

Vendor Performance reports help you prioritize vendor 
engagement and spot vendors that may be a concern.

©2022 Merit Solutions


