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12 Critical Regulatory Red Flags to Check
Before Acquiring a Medical Device Company
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e Missing or outdated CERs

e Incomplete DHFs

e Weak risk management documentation
 Invalid regulatory pathway assumptions
* PMS deficiencies

e Labeling compliance concerns

e Audit readiness gaps

e Missing design controls

* Incomplete technical documentation

* Weak supplier controls

e Regulatory submission deficiencies

e Market access risks
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