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FIELD COMPLAINT REPORT FORM
	Complaint Reported by: [image: image2.wmf]
Date Reported: [image: image3.wmf]


Important:
Any/all written, electronic or oral communication that alleges deficiencies related to the identity, quality, durability, reliability, safety, effectiveness or performance of a LifeCell product after it is released for distribution is to be reported to Customer Solutions:
Phone: (800) 367-5737, Fax: (800) 367-5737 or (908) 947-1089
Customer Information Section: (do NOT include patient name)
Complainant Name:[image: image4.wmf]


Phone No: [image: image5.wmf]
Email Contact Information:[image: image6.wmf]
Institution Name:[image: image7.wmf]
Phone No. (If diff.): [image: image8.wmf] Fax No. [image: image9.wmf]
Address: [image: image10.wmf]


City: [image: image11.wmf]
State: [image: image12.wmf]
Zip:  [image: image13.wmf]
Product Information Section:
Product Name:[image: image14.wmf]


Distributor (If other than LifeCell):[image: image15.wmf]


Lot / Serial No.:[image: image16.wmf]
Reorder No.: [image: image17.wmf]
If more than one piece involved in complaint:

Lot / Serial No.:[image: image18.wmf]


Reorder No.: [image: image19.wmf]
Event/Complaint Description:
Original Procedure:[image: image20.wmf]
Original Procedure Date: [image: image21.wmf]
Event/Complaint Description: (if applicable, include signs & symptoms; time from implant, complications, etc.)
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FIELD COMPLAINT REPORT FORM
	Complaint Reported by: [image: image23.wmf]
Date Reported: [image: image24.wmf]


If Patient Involved, Indicate the Following:
Patient Description:   FORMCHECKBOX 
 Male
 FORMCHECKBOX 
 Female
Age:  [image: image25.wmf]


Contributing/related conditions:   FORMCHECKBOX 
 Diabetes   FORMCHECKBOX 
 Smoker   FORMCHECKBOX 
 Obese   FORMCHECKBOX 
 Other
If Other, describe: (e.g. multiple abdominal surgeries; prior MRSA infection, etc.):
	     


Treatment:
	     


Was Death or Injury Involved?  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
Current Condition/Outcome of Patient:
	     


Product Explanted?   FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
Will Product/Clinical Specimen Returned to LifeCell?  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
If Yes, notify Customer Solutions for MRA
Product Replacement Required?   FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
If Yes, notify Customer Solutions
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