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1. CONTROL DESCRIPTION  

DATE  VERSION  

2. FORM OF CONTROL 

2.1 Form of Control Liquid  Lyophilized  (Check One) 

2.2 Storage Conditions  

3. QUANTITY OF CONTROLS 

3.1 The fill volume per vial/bottle: mL/ vial/bottle 

3.2 Does each vial/bottle contain the same volume:  YES  NO  (If Not, Explain) 

 

3.3 The number of vials/bottles per level  

3.4 Are there the same number of vials/bottles per 
level? 

YES  NO   (If Not, Explain) 

3.5 Is a pilot lot required? YES  NO   Qty  

4. APPEARANCE OF CONTROLS 

4.1 Vial/bottle description and Part # if known  

4.2 Stopper description (include colors if applicable 
and Part # if known) 

 

4.3 Cap/seal description (include colors if applicable 
and Part # if known) 

 

4.4 Are these vials/bottles to be labeled? YES  NO  (Check One) 

4.5 Will labels be provided? YES  NO  (Check One) 

4.6 Information and specifications for labeling  

5. STABILITY OF CONTROLS 

5.1 Shelf life under storage conditions  

5.2 Stability requirement for reconstituted or thawed 
control 

 

5.3 Other stability testing required  

6. BASE MATRIX OF CONTROLS 

6.1 What is the matrix?  

6.2 What viral testing is required on the matrix?  

6.3 Other specifications for the matrix  

6.4 Preservative Concentration 
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7. TESTING AND DOCUMENTATION FOR CONTROLS 

7.1 How will final value testing be performed? SINGLE VALUE       (3 VIAL AVERAGE) 
SLI STD (3 runs, 3 samples in duplicate) 
OTHER: (explain) 

7.2 Lot to match? YES  NO  (Check One) 
If yes Lot # 

7.3 Testing information to be on Data Sheet (check 
requested, include additional requests) 

Target Values   pH  
Bioburden   Moisture   
Turbidity at 546 nm   

7.4 Testing information to be sent (check requested, 
include additional requests) 

Stability  Homogeneity  
Filling Precision     

7.5 Other information regarding control:  
 

8. LEVELS OF ANALYTES LEVEL  LEVEL  LEVEL  

ANALYTE UNIT METHOD VALUE RANGE VALUE RANGE VALUE RANGE 
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