[image: ]Product Complaint Reporting Form
Send completed form to the Product Complaints Team within one (1) business day of awareness for Ocaliva and within 24 hours of awareness for Lynavoy.
Email the completed form to productcomplaint@alfasigma.com.
	Date of initial complaint reported:
	[bookmark: Text1]     

	Date complaint received:
	     

	Receiving person’s full name:
	     

	Receiving person’s organization (Vendor Name):
	     

	Receiving person’s phone number:
	     

	Receiving person’s email address:
	     

	Vendor ID Number (assigned tracking number):
	     

	Product Type:  |_| Commercial  |_| Clinical Trial Material*
	Study # or |_| N/A:       

	*If product type is Clinical Trial Material, please report the product complaint to the Clinical Investigator.

	Product Source:  |_| Prescription  |_| Physician Sample  |_| Other, specify:       

	Product Name:       
	Expiration Date:       

	Dosage Strength:       
	Dosage Form:       
	Product Quantity:       

	Lot #/CTM Bottle #:       
	Product Serialization #:       

	NDC #:       
	Product available for return?  |_| Yes  |_| No

	Description of complaint with product issue or failure:
     

	Complaint Type (check all that apply as assessed upon intake of information):

	|_| Broken/Chipped Tablets 
|_| Damaged Bottle/Packaging 
|_| Documentation
|_| Labeling
	|_| Lack of Effect
|_| Non-US Market Source
|_| Odor
|_| Potential Falsified or Counterfeit Product**
	|_| Product Quantity
|_| Tablet Appearance
|_| Taste 
|_| Other Type (not listed)

	**Location of potential falsified or counterfeit product or |_| N/A:       

	Product with issue or failure used by patient?  |_| Yes  |_| No
If yes, start date or duration of product use:       

	Product issue or failure associated with an adverse event (AE)?    |_| Yes   |_| No
If yes, complaint must also be reported as an AE using an Adverse Event/Adverse Drug Reaction Report Form, FRM-GVP-ICSR-0006.

	Reporter of complaint is:
	|_|  Patient
|_|  Healthcare Provider, specify:      
|_|  Pharmacy
|_|  Internal Complainant
|_|  Other, specify:      

	If reporter is not the patient, enter the reporter’s information below.

	Reporter’s full name:
	     

	Reporter’s organization (if applicable):
	     

	Reporter’s phone number:
	     

	Reporter’s email address:
	     

	Reporter’s address:
	     

	Enter the patient’s information below, if available and applicable.  |_| Not available  |_| N/A

	Patient’s full name (enter initials if name is unknown):
	      

	Patient’s gender:
	     

	Patient’s age:
	     

	Patient’s date of birth:
	     

	Patient’s medical record number:
	     

	Patient’s phone number:
	     

	Patient’s email address:
	     

	Patient’s address:
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