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the firm receiving the seed are not separate and apart from the production facility, 
permission to receive the isolate should be requested, as per 9 CFR 103.1.  The firm 
receiving the isolate also has the responsibility to ensure any applicable NCIE permits to 
receive the isolate are obtained.  General Department of Transportation shipping 
regulations (e.g. hazardous goods, select agents) apply to all shipments, regardless of 
destination or use.  No CVB notification is required for isolates to be transferred to 
research facilities separate and apart from licensed production facilities.   
 
Although CVB notification is not required for isolates transferred to facilities separate 
and apart from licensed production facilities, CVB may be notified by a letter from the 
firm of intention to transfer.  The letter should include details regarding what is to be 
moved, the amount, locations, the recipient, the preparation, shipping conditions, and 
purpose of the shipment.  In many cases, it may be in the best interest of the firm to tell 
CVB what is going on, especially for select agents or high profile seeds/killed antigens.  
It may also be helpful to let the firm know that maintaining an inventory could make it 
easier to demonstrate compliance with any applicable NCIE permits.  Although CVB 
approval is not required, the recipient is responsible for complying with NCIE 
requirements regarding the receipt of animal pathogens. 
 
In general, shipment of killed antigens may be handled in a similar way.  Verification of 
inactivation may be required. 
 
5.  Conversion of a seed obtained under a NCIE Permit to a Master Seed for use in 

biologics preparation. 
 
Imported seed material is under the jurisdiction of NCIE and subject to the permit 
restrictions this program has placed on the material.  Some restrictions may make specific 
reference to CVB and CVB authorizations that would negate them.  Some of these 
restrictions do not make reference to CVB but are not compatible with the use of the seed 
material to prepare a master seed for biologics production.   
If a firm wishes to use the seed material to produce a veterinary biologic, a Master Seed 
Lot is prepared and the jurisdiction is transferred to CVB.  At that time, the restrictions 
are reviewed to determine which no longer apply or should be modified.  Specific 
wording is usually supplied in the letter supplying the results of confirmatory testing 
indicating that the seed material may be used for the production of biologics.  A firm may 
request to move the master seed material into production for the purpose of making 
working seed.  Such authorization may be provided but wording in the letter will indicate 
that the transfer is at their own risk should any extraneous agents be identified. 
 
 
 




