
02.05.01 – Rules Governing Produce Safety

000.
xe "Legal Authority"Legal Authority.

Section 22-5404, Idaho Code.

001.
xe "Title & Scope" Scope.


01.
Scope. The purpose of these rules is to establish standards for growing, harvesting, packing, and holding of safe and unadulterated produce for human consumption.
(3-31-22)

002.
xe "Incorporation By Reference"Incorporation By Reference.



01.
Code of Federal Regulations, Title 21, Part 112, January 1, 2018. Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption. This document can be viewed online at https://www.ecfr.gov/cgi-bin/text-idx?SID=7f8ab876ff3e20c6cdd06c9de9141296&mc=true&node=pt21.2.112&rgn
=div5.
   

(3-31-22)

003. – 009.
(Reserved)







012.
xe "Variance"Variance.




01.
Submission of Variance

The petitioner must submit the petition and all attached documents to the Department via the Department’s food safety email at fsma@isda.idaho.gov or mailed or hand delivered to the Department at


a.
Within thirty (30) days of receiving a petition, the Department will complete a review of a petition. If the Department determines the petition meets all relevant requirements, the Department will submit the petition to the FDA within ten (10) days of that determination.




b.
If the Department determines that the initial petition or any subsequent version is deficient, the Department will notify the petitioner and return the petition for correction. After correcting the deficiencies, the petitioner must resubmit the petition to the Department for evaluation pursuant to subsection 2 of this section.




02.
xe "Variance: Support & Withdrawal of Petitions"Support and Withdrawal of Petitions.
(3-31-22)


a.
When the Department submits a petition to the FDA, the petitioner who prepared the petition, or an individual, business, group, association, or entity that supports the petition, shall assist the Department in responding to inquiries or directions from the FDA regarding the petition. If neither the petitioner nor an individual, business, group, association, or entity that supports the petition provides this assistance to the Department within thirty (30) days, the Department may withdraw the petition.
(3-31-22)


b.
If the FDA takes action to modify or revoke a variance previously granted to the Department, the Department may waive the opportunity for a hearing unless a petitioner or an interested person adequately supports the Department in defending the variance in whole or in part from modification or revocation by FDA.
(3-31-22)

013. – 999.
(Reserved)

�This seems unnecessary to define. 


�21 CFR 112.172, which we IBR, already states this requirement that is has to be in alignment with 21 CFR 10.30


�Already required by the incorporated rules. 


�21 CFR 10.30(b) : A petition (including any attachments) must be submitted in accordance with �HYPERLINK "https://www.ecfr.gov/current/title-21/section-10.20"��§ 10.20� and, if applicable, �HYPERLINK "https://www.ecfr.gov/current/title-21/section-10.31"��§ 10.31�. The certification requirement in this section does not apply to petitions subject to the certification requirement of �HYPERLINK "https://www.ecfr.gov/current/title-21/section-10.31"��§ 10.31�. The petition must also be submitted in accordance with the following paragraphs, as applicable: 


�Consolidated into above. 


�Consolidated into above. 
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