
GFORCE SUCCESS STORY

 

GForce Life Sciences worked with the Quality Director and a Corporate PMO Director
for a pharmaceutical site remediation effort for a Fortune 500 company. The
stakeholders’ challenge was that they were far behind schedule and had little to no
ability to pull from existing resources to work on the program. They needed to execute
this remediation successfully before a
potential FDA audit.
 
We provided them with a Project Manager dedicated to the CAPA Remediation. 
Within a short 4-month timeframe, our consultant developed & executed a revised &
comprehensive project charter & led the charge to close out 25 CAPAs and SCARs that
were open over 180 days and 100% were late and not being addressed
 
Our consultant managed variable staff (consultants) and reported weekly status to
stakeholders and the Operating Committee. He was able to streamline processes, create
clarity and kick start the project to get all items on track for verification of
effectiveness or closed prior to an FDA audit.
 
Our client was able to close out this remediation 1 month ahead of schedule and
$300,000 under budget.
 
 

PROJECT MANAGER, PHARMACEUTICALS, REMEDIATION



GForce Life Sciences worked with the Global Regulatory Affairs Director for an
Orthopedic Medical Device manufacturer who wanted to focus on international
registration efforts from a recent merger. Internal resources within the various business
units were handling other critical project and, as a result, international re-registrations
were delayed. 
 
There was the potential for a lapse of international registrations (over 500). 
 
We provided a Subject Matter Expert in Global Regulatory Affairs to help lead this effort
and mentor a junior team of employees in this project.
 
A team was assembled to address the registration needs in three regions – Asia Pacific,
Americas (North, Central, and South America), and EMEA (Europe, Middle East, Africa).
The regional grouping was further separated by product design facilities. 
 
Country-specific requirements had to be addressed along with challenges in obtaining
current data. Communication with the various business units and in-country
representatives was established to strategically resolve delays, omissions, and other
issues. 
 
Within a short 5-month timeframe, the delayed registration requests were reduced from
greater than 70% to less than 5%. During this period, regular reporting was established
allowing the Global Regulatory Affairs Director visibility to critical issues and the team’s
progress. 
 
Clearing this backlog of delays has saved our client millions of dollars in potential and
unrealized costs related to product recalls.
 
 

SUBJECT MATTER EXPERT, INTERNATIONAL REGULATORY AFFAIRS,
REREGISTRATION



 

GForce Life Sciences worked with a surgical product manufacturing organization that
had received a 483 Observation from the Food and Drug Administration (FDA) as
Medical Device Remediation Complaints Specialists. 
 
The FDA Observation addressed examples of complaint files that did not consistently
document the nature and details of the complaint.  Therefore, a Corrective Action
Preventative Action (CAPA) was initiated. Our client pledged to perform a retrospective
review of all complaint files initiated since the previous FDA inspection at the site. 
 
GForce Life Sciences provided two (2) Complaint Specialists to join a Regulatory
Affairs Complaint Investigation team.
 
An Operation Project Plan was initiated to address the Complaint FDA Remediation.  This
included training of customer service staff, a template of questions required at time of
initial contact, specific template questions required for follow up calls, retrospective
review of reportable complaints to determine if any relevant information changed the
current MDR decision, review of root cause analysis and investigation summary was
conducted.
 
Our team identified 25 complaints that were created after a specific date that
contained insufficient information.  An additional 430 FDA reportable complaints were
singled out as having patient harm or potential for patient harm and remediated to
ensure that an appropriate risk assessment was conducted.  The process of
determining the appropriate risk line item was based on the reported complaint issue,
taking into consideration any additional information received/clarified during complaint
follow-up activities. Review of the complaint as well as various complaint activities in
the complaint process such as Decision Tree (MDT), Product Complaint Evaluation (PCE)
and Additional Information (ADDI) were conducted.  Review of the MedWatch and
Vigilance reports was conducted for accuracy and thoroughness. All root cause and
investigation inaccuracies were forwarded to appropriate regulatory staff in the form of
an Action Item and ADDI for final review. 
 
GForce Life Sciences provided the Regulatory Affairs investigators a solid retrospective
review using FDA Medical Device Reporting and Quality System Requirements (21 CFR
Part 803, 806, and 820), European Medical Device Directives and ISO standards (ISO
13485:2003) for all of these singled out complaints with vague descriptions.  We were
able to accurately document our work using MS Office & the
client’s complaint software, ETQ. 
 
This project was completed two months early and the Regulatory Affairs team was
able to close these complaints.  These complaints consist of solid documentation and
can stand alone in an FDA investigation.
 
 

MEDICAL DEVICE REMEDIATION, REGULATORY AFFAIRS COMPLAINT
INVESTIGATION


