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Please complete this form in full and email to: Carmela Archual (carmela.archual@duke.edu).
Immunology Quality Assessment (IQA) Investigational Review Form
Date:                                                                     Site/LDMS#:
Site Name:
                                                      Test Cycle:   
Completed by
:




Date:

Phone number:  
Email:  

FBS Information: (Fetal Bovine Serum)
Manufacturer:                              
Lot Number:                            
Expiration Date: 
Area of Focus (check all that apply):

· Poor viability percentage
· High viable recovery percentage

· Low viable recovery percentage

· Disagree with results

Investigation Steps (check all that have been done):

· All reagents used were within expiration date.
· All equipment used were functioning properly and were up to date on any maintenance.
· All pipettors used have been calibrated and are using well-fitting pipette tips.
· All required quality controls were ran and passed prior to use.
· All samples were well-mixed, as applicable.
· All calculations were confirmed as correct.
· PBMC processing time was within allowable timeframe.
· Personnel training/competency were reviewed.
· Staff education or re-training was conducted.
· Back up vials were thawed and assessed for viability and viable recovery in-house.
· Back up vial results:
· Additional investigation steps taken:
Background/ Summary of Incident:
Please briefly state what you believe is the primary cause of this incident. 
Plan of Action:
Please briefly discuss below how your site will prevent this problem from occurring in the future. 

For IQA USE ONLY:

IQA Review: Acceptable and complete investigation:          _ 

           Investigation is incomplete; see comments:          _

Comments:

Name:

Date:

Signature:
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