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This project replaced a manual,
compliance process with an automated Power Bl dashboard integrated
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This project was Initiated to address critical inefficiencies in the
Inefficiencies that posed regulatory and operational risks. Compliance
personnel manually extracted data from the Learning Management
System (LMS) and maintained Excel-based trackers to monitor
employee training status. This reactive, non-integrated approach lacked
system-driven alerts, real-time data synchronization, and centralized
visibility. The resulting delays in identifying overdue trainings led to
escalations, deviation reports, and increased administrative workload.
In the context of FDA 21 CFR Part 820 and ISO 13485 requirements

Sustaining Monitoring System

Figure 1: Project Timeline for Training Compliance Dashboard Project following
DMAIC Methodology

‘Table 1: DMAIC Phase Summary
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DMAIC Phase Description

DEFINE Define the training compliance tracking problem
and project objectives.

Figure 4: Training Overdue Trend (YTD) — 2024

ANALYZE PHASE

Compliance staft
export and manage
data Excel files

Escalation procedures
added extra work after

with the LMS. Using the DMAIC methodology, systemic gaps were
Identified and resolved through real-time metrics, automated alerts, and

role-based visibility. The solution achieved a 99.5% on-time

completion rate and reduced analyst workload by 80—-90%. It improved
audit preparedness and shifted the site's compliance approach from
reactive to proactive—demonstrating how business intelligence tools
can enhance regulatory performance and operational accountability In
quality systems.

o ) o ) _ _ MEASURE Collect and measure data from the existing manual the issue occurred. not —_ \
for documented training and effectiveness verification, this project was tracking system. before deadlines { \
: _Ari : Analyze the data to identify inefficiencies and root | Overdue
launched to implement a data-driven, automated solution that would ANALYZE Analyze the data o dentify inefficiencies and roo —— Ty ) Future Work
SO automat !
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» Extend the dashboard framework to monitor other quality systems
such as CAPAs and NCMRs

» Incorporate feedback from end users to Improve dashboard
navigation and filter functionality

solution. teams to view
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compliance improvements.
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Background

Limited Visibility

Maintaining accurate and timely training records Is a regulatory
expectation Iin medical device manufacturing, directly impacting audit
readiness and product quality. Agencies such as the FDA (21 CFR Part
820) and 1SO 13485:2016 require documented evidence of employee
competence and ongoing training effectiveness. However, many
manufacturing sites continue to depend on manual tracking systems,

Results and Discussion

Figure 5: Root Cause Analysis - Training Compliance
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Heavy administrative workload on Compliance analysts
These issues led to frequent escalations and a reactive compliance
environment.
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strengthen compliance infrastructures. Tools like Microsoft Power Bl
enable organizations to centralize training data, automate oversight, and
enhance data accessibility. These platforms are consistent with 1SO
9001:2015 principles, promoting continual improvement and
operational transparency. By replacing manual compliance tracking
with real-time dashboards, companies can reduce administrative burden
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Late Assessments Overview

Project Goal: To develop an automated dashboard that could track e
. - - - - Late Assessments - Product Impact
training compliance In real-time and reduce overdue cases and manual p N )
- | CI4- 14 days R
Multiple selections 1172025

Manager Name

Pending Product Impact Assessment

edr
Mutiplz selections v E 3 : : : g
burden. — :

2. International Organization for Standardization (ISO), ISO 13485:2016 — Medical devices
— Quality management systems — Requirements for regulatory purposes, 2016.

and proactively address training gaps, aligning both with regulatory e R S
demands and modern quality system standards. ] —— —— o N

MEASURE PHASE

. : 3. U. S. Food and Drug Administration (FDA) Warning Letters Database. (2024).
Table 2: Training Compliance Summary — March to December 2024 g ( ) 9 ( )

Compliance and Enforcement Information [Online]. Available: https://www.fda.gov/

Month Overdue YTD Completed On-time Overdue (%) Complete On-time (%)
Mar-24 130 13905 0.93% 99.1% R S O IR R R _ Inspections-compliance-enforcement-and-criminal-investi  gations/compliance-actions-
- - = - - - -2 O 22 O 00 98.900 Ecc:f:';'::im mmom;msﬁan 12273328 57-0092 Manufacturing Procedure, Rework: :l::n:ctmpmd“ﬁ 0/22/25 é"” WWMMM: e n 71t -
The training compliance process at the site lacked integration vy - e > — e ey e s and-activities/warning-letters,
between the Le‘f"mi_ng Manager_nent SyStem_ (LMS) anc_l any form of Jun-24 184 8291 2.17% 97.8% e DU mman e e e ——— = 4. Microsoft.  (2024).  Introduction to  Power Bl  [Online].  Available:
automated monitoring or alerting mechanism. Compliance analysts i“"2244 1:2 12‘5‘;‘; 128? zzgj Figure 6: Training Compliance Dashboard Overview — Power Bl Implementation (Displays https://learn.microsoft.com/en-us/power-bi/ fundamentals/power-bi-overview.
. . ug- .69% 3%
manually exported data, calculated due dates, and maintained Excel- Son-22 - 12489 L o1% %9 0% real-time data by department, role, and training category) . . . .
: . C ey S . : : 5. H. J. Watson, “Tutorial: Business Intelligence — Past, Present, and Future,” in
based trackers, introducing variability and risk into a process subject to e = = . — Communications of the Association for Information Systems, vol. 34, no. 1, pp. 1-25
. -~ . - Nov-24 157 14586 1.06% 98.9% ! ) , " e
FDA and ISO scrutiny. Overdue training instances routinely exceeded —— — v v o 2014,

1,000 cases in 2024, triggering formal deviations and requiring Product
Impact Assessments. 6. International Organization for Standardization (1SO), ISO 9001:2015 - Quality

management systems — Requirements, 2015.



	Slide 1

