APPENDIX A: Defect Reporting Form

Information required when reporting defects in Medicinal Products send to pharmacypublichealth@ggc.scot.nhs.uk
	Origin of report: 
Name of Reporting Pharmacist / Technician / Ward Staff
	

	Position and Status
	

	Name of Ward Pharmacist if appropriate
	

	Department / Hospital / Community Pharmacy 
	

	Name of Lead Clinical Pharmacist 
	

	Product: 
Name (Approved and Brand) 
	

	Manufacturer 
	

	Dosage Form / Strength / Route of Administration
	

	Container Type and Size 
	

	Batch/Lot No(s). 
	

	Expiry Date 
	

	a) Clinical observations: 
· Incident(s) leading to the suspicion the product is defective
	

	· Clinical implication(s) and consideration whether the defect is minor, major or hazardous
	

	· Name of doctor/nurse involved
	

	· Location of Incident 
	

	· Date of Incident 
	

	· Has incident been recorded on DATIX? (ward staff should be promoted to complete) 
	

	b) Pharmaceutical observations: 
· Is the product available locally or nationally? (PDC to complete)
	

	· Is distribution of product batch known to NHS Board? (PDC to complete)
	

	· Is the item on national contract?  If yes, has report to NP been sent? (PDC to complete) 
	

	· Has the pharmacy a stockholding of other batches of the same product?
	

	· Approximate length of time during which the suspect batch of material has been in use?
	

	· Information on storage /reconstitution of the product?
	

	c) Actions: 
· Summary of action taken.  
· Please complete all details as fully as possible and to note: sample of affected product should be forwarded to QA for investigation.
	

	· Has the manufacturer been informed? (QA to complete) 
	

	Recommendation: Caution in Use * / Quarantine / Immediate Withdrawal / Replacement (PPH to complete) 
	

	For PPH use only: Ref Number:
	


Note: * Caution in use means no particular action is required other than encouraging a raised level of awareness and 

prompt reporting of any future incidents.  











































