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QUESTIONS:

1.
Biologic product includes:

a.
virus

b.
toxin 

c.
anti-toxin

d.
therapeutic serum

e.
All of the above.

2.  
True or False.  Persons may not enter live vaccine processing area after having worked with other infectious agents in any other laboratory during the same working day.  

3.
The gold standard for sterilization techniques is:

a.
100(C for 15 minutes with saturated steam

b.
121.5(C for 20 minutes with saturated steam

c.
170(C for 2 hours with dry heat

d.
134(C for 2hours with saturated steam

e.
b and c

4.
The quarantine period for animals used in processing is:

a.
no less than 5 days

b.
no less than 7 days 

c.
no less than 14 days

d.
no less than 28 days

5.
During quarantine of equine species it is critical to detect and reject animals with:

a.
glanders

b.
EIA

c.
Tetanus

d.
TB

e.
a and d

6.
True or False.  Monkeys used as a source of tissue in vaccine manufacture must undergo a quarantine of at least 6 weeks.  
7.
When injecting a horse, the injection cannot be within____   inches of a bleeding site:

a.  
4

b. 
5

c.  
6

d.  
8

e.  
12

8.
Blood from injected with viable microorganisms SHALL NOT be used if injection was within  ____ days of blood harvest:

a.
1

b.
3

c.
5

d.
7

e.
14

9.
List 3 diseases of NHP's which would disallow use of its tissue if the animal was found to have them.

10.
True or False.  A necropsy record must be kept on each animal which a biological product will be obtained and which dies or is euthanized in the process.  

11.
Unless otherwise specified, manufacturers must retain a quantity of material from 6 months of:

a.
expiration date

b.
mill date

c.
manufacturer's licensing

d.
3 years of patent

12.
How much time does a company have to report a biological production deviation:

a.
14 days

b.
45 days

c.
6 months

13.
How often are licensed manufacturing establishments and their additional locations to be inspected?

a.
at least semi-annually

b.
at least yearly

c.
at least every 2 years

d.
at least every 3 years

14.
Define the following:  adverse experience, serious adverse experience, and unexpected adverse experience.

15.
How much time does a manufacturer have to report an adverse experience which is both serious and unexpected?

a.
As soon as possible

b.
within 24 hours

c.
within 5 working days

d.
within 15 calendar days

e.
a and c

f.
a and  d

16.
True or False.  Manufacturers are required to file periodic adverse experience reports quarterly for the 3 years from the date of issuance of the biologics license, then annually after that.      
17.
Periodic adverse experience reports should include the following:

a.  
a narrative summary 

b.  
a form designated for Adverse Experience Reporting by the FDA for each incident.

c.  
a history of the actions taken since the last report

d.  
All of the above.

Answers:

1.
e.  All of the above.

2.
True.

3.
e. b and c

4.
b.  no less than 7 days

5.
e.  a and d

6.
True.

7.
c.  6

8.
c.  5

9.
TB, Herpes B, conjunctivitis, any significant tissue lesions

10.
 True.

11.
 a.  expiration date

12.
 c.  6 months

13.
 c.  at least every 2 years

14.
Adverse experience - any adverse event associated with the use of a biological product in humans, whether or not considered product related.


Serious adverse experience - any adverse experience occurring at any dose that results in any one of the following:  death, life-threatening adverse experience, inpatient hospitalization, persistent or significant disability/incapacity or congenital anomaly/birth defect.


Unexpected adverse experience - any adverse experience that is not listed in the current labeling for the biological product.

15.
f. a and d

16.
True.

17.
All of the above.

