Plain Language Before and After Example

This before and after plain language example comes from the workgroup for one of the Center for Food Safety and Nutrition (CFSAN)’s proposed rules to implement the Food Safety Modernization Act (the proposed Preventive Controls rule):  

Listing Provisions in CGMP Regulations

FDA’s Current Good Manufacturing Practice (CGMP) regulations for manufacturing, packing, or holding human food are codified in 21 CFR Part 110.  Section 110.80 Processes and Controls begins with a lengthy paragraph outlining several separate requirements.  In a Federal Register notice published on January 16, 2013[1], FDA proposed to reorganize this paragraph to list (number) these separate provisions to make it easier to see the distinct requirements and to clearly identify each requirement with a paragraph citation.  See the current text below, as well as the proposed change.

(Old)

§ 110.80  Processes and controls.

All operations in the receiving, inspecting, transporting, segregating, preparing, manufacturing, packaging, and storing of food shall be conducted in accordance with adequate sanitation principles. Appropriate quality control operations shall be employed to ensure that food is suitable for human consumption and that food-packaging materials are safe and suitable. Overall sanitation of the plant shall be under the supervision of one or more competent individuals assigned responsibility for this function. All reasonable precautions shall be taken to ensure that production procedures do not contribute contamination from any source. Chemical, microbial, or extraneous-material testing procedures shall be used where necessary to identify sanitation failures or possible food contamination. All food that has become contaminated to the extent that it is adulterated within the meaning of the act shall be rejected, or if permissible, treated or processed to eliminate the contamination.

(New – proposed)

§ 117.80 Processes and controls.

(a) General. (1) All operations in the manufacturing, processing, packing and holding of food (including operations directed to receiving, inspecting, transporting, and segregating) must be conducted in accordance with adequate sanitation principles.

(2) Appropriate quality control operations must be employed to ensure that food is suitable for human consumption and that food-packaging materials are safe and suitable. 

(3) Overall sanitation of the plant must be under the supervision of one or more competent individuals assigned responsibility for this function.

(4) All reasonable precautions must be taken to ensure that production procedures do not contribute to cross-contact and contamination from any source.

(5) Chemical, microbial, or extraneous-material testing procedures must be used where necessary to identify sanitation failures or possible cross-contact and food contamination.

(6) All food that has become contaminated to the extent that it is adulterated must be rejected, or if permissible, treated or processed to eliminate the contamination.

[1] 78 FR 3646 at 3723 (part of Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Human Food – Proposed Rule (proposed amendment to modernize and revise CGMPs to implement new statutory FSMA provisions).  
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