BIOL1414 Introduction to Biotechnology

Chapter 12 Guided Notes

Biotechnology Regulations

  

1. What did the 1974 Asilomar Conference accomplish for the field of biotechnology?  Who participated and how were its guidelines enforced?

a. Describe the responsibilities of the RAC (Recombinant DNA Advisory Committee) of the NIH and how it monitored compliance with safety guidelines.

b. How did the 1984 Coordinated Framework for Regulation of Biotechnology report divide responsibilities for regulating the biotechnology industry?
2. Make a table listing the 3 agencies are primarily responsible for regulating biotechnology in the U.S., similar Table 12.1 on p. 273.  In separate columns, the mission of the agency, the types of permits that each agency issues, how products are given approval by the agency, and how products are given an exempt status from that agency’s regulation.  
3. What is APHIS, and why are recombinant insects and plants under its jurisdiction

a. What precautions are taken during field trials of engineered plants to genetically contain them?

b. How does APHIS enforce its regulations?

c. What are 3 criteria used by APHIS while evaluating a petition for deregulation of an engineered plant?

d. What is the “notification” process for deregulating new ag products through APHIS?

e. What are 6 criteria used by APHIS while evaluating a notification petition?

f. By what factor can a notification process fast-track the approval by APHIS? 
4. What types of biotech products does the EPA regulate and why?

a. In 1985, Advanced Genetic Sciences, Inc., applied for the 1st “experimental use permit” involving genetically modified organisms.  This was the first deliberate release of a recombinant organism into the environment.  Describe this recombinant organism and explain why one might consider them a threat to the environment.

b. How were the effects of ice-minus bacteria on the environment monitored?  What was the result?

c. What are the 4 general areas of concern that the EPA addresses while reviewing field data for deregulation of a new chemical or biologic? 
5. In what capacity does the FDA control the introduction of new food products or additives? What types of recombinant foods are currently being required to be labeled? 
6. What were GLPs and GCPs designed by the FDA to oversee? 
7. Approximately how much money is spent by biotech companies to get a new biological product approved by the FDA?  Approximately how long does the FDA approval process take?

a. Make a table listing the steps that a new drug must go through in order to be approved by the FDA for marketing in the U.S.  In separate columns, describe the purpose(s) of each step and the approximate amount of time each step takes.

b. What types of drugs and biologics are not required to undergo the full clinical trials outlined above, and why? 
8. Approximately how many patents have been issued by the USPTO for genes since 1980?

a. How long can patent rights be upheld in the U.S.?

b. In what 3 ways must a DNA sequence prove its usefulness before it can be patented?
9. What is the mission of the EMEA?  In what important way does it differ from the FDA in its deliberations?

 

 

 

 

