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1. A domestic dental laboratory that imports 
directly from a foreign dental laboratory 
with no intermediary should register as 
an initial importer. 

a. True 
b. False 

 
2. A dental laboratory that imports directly 

from a foreign dental laboratory should 
register as a repacker/relabeler. 

a. True 
b. False 

 
3. A dentist must register with the FDA 

because they deliver services to patients.  
a. True 
b. False 

 
4. A domestic dental laboratory ordering an 

imported device from a U.S. Service 
Center may be acting as a 
repacker/relabeler. 

a. True 
b. False 

 
5. The FDA’s exemptions for dental 

laboratories apply to all activities they 
perform, regardless of the activity. 

a. True 
b. False 

 
6. A U.S. Service Center may be affiliated 

with a foreign dental laboratory or have 
only a regular business agreement with 
it. 

a. True 
b. False 

 
 
 
 
 
 

 
 

7. In Question 3, the first domestic dental 
laboratory delivers the restoration to the 
dentist in its own package with its own 
label. 

a. True 
b. False 

 
8. In the third scenario, all three dental 

laboratories have some form of corporate 
affiliation. 

a. True 
b. False 

 
9. In the third scenario, the second 

domestic dental laboratory outsources 
the manufacture of the device to a 
foreign dental laboratory. 

a. True 
b. False 

 
10. According to the answer to Question 3, if 

the second laboratory does not 
repackage but merely imports and sends 
the device to the first laboratory, it 
should register as a repacker/relabeler. 

a. True 
b. False 
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