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Major learning’s from internship
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expected because of a lack of digital approvals that are delayed
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1 Cross-Functional Coordination: 1. Include QC at the Outset of the TT Process To prevent AMV
Timely collaboration across QA, QC. RA and Manufacturing is key to delays and resource bottlenecks, include the QC team In the
y 9 y
avoiding delays early stages of planning.
STRENGTH WEAKNESS - : : : . 2. Put in place centralized project dashboards To increase
2.Effective Timeline Planning: ity track milest e it I
: : : : visibility, track milestones, and close coordination gaps, use real-
Global CDMO Delayed QC Gantt charting with buffer time ensures smoother, more predictable , Y Jap
leadership involvement oiect flo time trackers.
Regulatory track Manual | Yi)ldj - - elbed red 4t v 20 3. Standardize Templates & Documents To expedite reviews,
S f;f?ur;i?fatm & MPL : Oentlﬂ/mg systemic issues helped reduce turnaround time by 30— develop standardized SOPs and checklists for regulatory, AMV.
40% and BMR submissions
OPPORTUNITIES THREATS
SO: For quicker tracking, use dashboards and skilled QC.
Digital 1.Delays in QC Involvement Extended timelines and repeated AMVs

dashboards. Al Escalating costs resulted from QC teams being looped in late.
: due to delay

risk tracking 2.Backlogs of documentation Slow approvals and handovers were
caused by manual reviews and non-standard formats

WO: Reduce delays by automating AMYV steps.

ST:. Coordinate QC with regulatory schedules.

WT: Standardize documents and include QC as soon as possible.
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