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Activity Title: Adverse Reactions
Create and Manage Records
Description: How to Report and Prepare Case Reports for Adverse actions
and Fnrms jow to Report and Prepare Case Reports for Adverse Reactions
Category: Quality Assurance
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1.0 Purposea:
To establish a procedure if an Adverse Reaction is triggered by a customer complaint at (Mame of Facility/Company).
H & g - 2.0 Scope:
& Document Modifications Thiz procedure will apply to all adverse reactions at (Name of Facility/Company).

3.0 Responsibility:
List hera who is FESpCIﬂSIDIE for lmplemenﬂng and DE'TEI"I"I":I:"I;] his mllcyfﬂmu@.

TR 4.0 References:
Dlgltal Ac k“ﬂWlEdgemE nts List here in detail if references need 1o be made. This would include any references 1o a comesponding chapter in a quality manual, applicable
quallty system standard and/or regulation if applicable.
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