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Cell Bank Production Submission (Form P)

Please print and complete this form and forward/fax to MDS.  We will contact you for a detailed quotation.

	Institution:      
	Investigator:     

	Email:     

	Billing Address:     

	Submitted by:      
	Date Submitted:  /  /  
	PO #:     

	Shipping Address:     

	Zip:     
	State:   
	City:     

	Fax:(   )    -    
	Phone:(   )    -    
	Ext::     



Note:  The authorized representative is the single named person to whom all communications would normally be addressed and is authorized to approve various documents throughout the project.  If more than one authorized representative is required (for example different persons for production and testing) please indicate the relevant details.  Sponsor signature on this document authorizes the release of up to two vials of the starting material (cell sample) for use in preparation of the cell bank.  Additionally, Sponsor signature on this document indicates approval of the vial label information on page 5.


1. Cell-Specific Information:

A.       



Actual Cell line designation


     














Cell line designation as it appears on vial (if different from above)

B. Species of origin       _____









C. Publication or other reference that describes the properties of the cell line:
      
D. Starting material for cell bank production (indicate one):
 FORMCHECKBOX 
Seed Cell
 FORMCHECKBOX 
Master Cell Bank (MCB)
 FORMCHECKBOX 
Working Cell Bank (WCB)

E. History of starting material (cell sample) to be used to prepare the cell bank:

     
F.      














Name of company producing cell bank(s)

G.
Please check off all safety testing that has been performed on the starting material to be used for production from the list below:

 FORMCHECKBOX 
HIV 1 

 FORMCHECKBOX 
HBV

 FORMCHECKBOX 
HCV

 FORMCHECKBOX 
EBV

 FORMCHECKBOX 
CMV

 FORMCHECKBOX 
HHV-6

 FORMCHECKBOX 
HTLV I 

 FORMCHECKBOX 
HTLV II 

 FORMCHECKBOX 
HSV-1

 FORMCHECKBOX 
EBV

 FORMCHECKBOX 
Other      


Note:  If the species of origin of the starting material is human or contains human component, please attach documentation of previous HIV testing or status (indicate below).


 FORMCHECKBOX 
See attached


 FORMCHECKBOX 
Not applicable

2. Cell Bank Production:

A.
Cell bank(s) to be produced and size:

 FORMCHECKBOX 
Master Cell Bank (MCB):      
vials
 FORMCHECKBOX 
Working Cell Bank (WCB):      
vials

B. Is the bank for gene therapy use:

 FORMCHECKBOX 
YES


 FORMCHECKBOX 
NO

C. Is the cell line/starting material producing a retrovirus for gene therapy use:

 FORMCHECKBOX 
YES

 FORMCHECKBOX 
NO

D. Cell culture medium to be used to prepare cell bank:  

	Culture Reagent
	Type
	Manufacturer
	Catalog Number
	Final Concentration in Culture Medium

	Medium
	     
	     
	     
	N/A

	Serum
	     
	     
	     
	     

	Additional Supplements
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


E. Incubation information:

1.
Temperature (if other than 36(C ( 2(C):      

(C

2.
CO2 (if other than 5% ( 2% CO2):      

%

F. Cells are grown as (indicate one):

 FORMCHECKBOX 
Adherent/anchorage dependent #
 FORMCHECKBOX 
Suspension
 FORMCHECKBOX 
Other:      


# Estimated amount of time required on trypsinization for detachment:
 minutes.  For anchorage dependent cell lines, we will supply trypsin.  All other trypsin will be tested for Mycoplasma, sterility, and porcine parvovirus at MDS list prices.

G. Usual seeding density:      

 cell/cm2;      

 cells/ml

H. Suggested split ratio:      









I. Frequency:
Cells split     


 times per week.

J. Cell culture vessels desired:

     













K. Special cell culture instructions/growth characteristics:

     
3.
Vialing of Cell Bank:

A. Type of vial (if other than Nalge-Nunc 1.8 mL cryovial):

     













B.
Number of Vials to be Delivered:      



*
*Additional vials will be frozen for post-bank certification (5% of total number of vials filled) and as QC retention/archive samples (2% of total).  Clients opposed to MDS retaining QC retention samples must submit a letter to our QC department releasing MDS of all responsibility for the bank.

C.
Volume/vial (if other than 1 mL/vial):      


mL

D.
Cell concentration (if other than 1 x 107 cells/mL):      


cells/mL

E. Cryopreservation medium supplied by (indicate one):

 FORMCHECKBOX 
MDS
 FORMCHECKBOX 
Sponsor
 FORMCHECKBOX 
Other:      



F.
Exact cell line designation (as it will appear on vial label):

Master Cell Bank:     











Working Cell Bank:     











Vial Label:

4. Shipping and Storage of Cell Bank

A.
Storage preference (indicate one):

 FORMCHECKBOX 
MDS
 FORMCHECKBOX 
Sponsor
 FORMCHECKBOX 
Other:      



Please provide shipping address if storage other than MDS:

     









     









     









     









     









5. Other Information:

In addition to the work detailed above, what services do you anticipate needing from MDS?

     
Cell Line Designation (from above), p.XX


 P/N:X.XXXXX,  L/N XXXX-XXXX Vial #


	mm/dd/yy	1 mL


	MDS		Store: Liq. N2
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