FDA 21 CFR Ch.1, Subchapter B – Food for Human Consumption, Part 100.

QUESTIONS
1.     
Define preemption.
2.      
The FDA will consider a petition for exemption from preemption on its merits only if the petition demonstrates that ____, _____, _____, _______.

3.      
Which type(s) of information should be included in the petition?

a. 
An explanation of why compliance with the State requirement and its rationale, and a comparison of State and Federal requirements to show differences.

b. 
An explanation of why compliance with the State requirement would not cause a food to be in violation of any applicable requirement under Federal law.

c. 
Information on the effect that granting the State petition will have on interstate commerce.

d. 
Identification of a particular need for information that the State requirement is designed to meet, which need is not met by Federal law

e. 
All of the above.

4.      
Within _____ days of the date of filing the petition the FDA will furnish a response to the petitioner?
5.      
What are the possibilities for the response?

6.      
What types of actions are considered informal enforcement?

7.      
Define Formal enforcement actions.

8.      
A food shall be deemed misbranded if  _________________________________.

9.      
Define slack-fill.

10.     
The label for iodized salt or iodized table salt must include what statement?

ANSWERS

1.      
Preemption is the rule of law that if the federal government through Congress has enacted legislation on a subject matter it shall be controlling over state laws and/or preclude the state from enacting laws on the same subject if Congress has specifically stated it has "occupied the field." If Congress has not clearly claimed preemption, a federal or state court may decide the issue on the basis of history of the legislation (debate in Congress) and practice. Example: federal standards of meat or other products have preempted state laws. However, federal and state legislation on narcotics control may parallel each other. Source -    http://www.thelawencyclopedia.com/term/preemption

2.      
1) The State requirement was enacted or was issued as a final rule by an authorized official of the State and is in effect or would be in effect but for the provisions of section 403A of this act.  

2) The State requirement is subject to preemption under section 403A(a) of the act because of a statutory provision listed in that section or because of a Federal standard or other Federal regulation that is in effect, or that has been published as a final rule with a designated effective date, and that was issued under the authority of a statutory provision listed in that section.

3) The petitioner is an official of a State having authority to act for, or on behalf of, the Government in applying for an exemption of State requirements from preemption.  
4) The State requirement is subject to preemption under section 403A(a) of the act because it is not identical to the requirement of the preemptive Federal statutory provision or regulation including a standard of identity, quality, and fill. ‘‘Not identical to’’ does not refer to the specific words in the requirement but instead means that the State requirement directly or indirectly imposes obligations or contains provisions concerning the composition or labeling of food, or concerning a food container, that: (i) Are not imposed by or contained in the applicable provision (including any implementing regulation) of section 401 or 403 of the act; or (ii) Differ from those specifically imposed by or contained in the applicable provision (including any implementing regulation) of section 401 or 403 of the act.

3.      
D. All of the above.

4.      
90 days

5.     
 i) State that the agency has tentatively determined that the petition merits the granting of an exemption and that it intends to publish in the Federal Register a proposal to the exemption through rulemaking (ii) Deny the petition and state the reasons for such denial; or (iii) Provide a tentative response indicating why the agency has been unable to reach a decision on the petition, e.g., because of other agency priorities or a need for additional information.


6.     
Informal enforcement actions include warning letters, recalls, detentions, or other administrative enforcement actions that pertain to the food in question.

7.      
Formal enforcement actions include seizures, injunctions, or other civil judicial enforcement actions that pertain to the food in question.

8.      
A food shall be deemed misbranded if its container is made, formed, or filled as to be misleading.

9.      Slack-fill is the difference between the actual capacity of a container and the volume of the product contained therein.

10.     “This salt supplies iodide, a necessary nutrient”




