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This construction should be avoided. Providing other Agency Guidance documents. Shorter 
guidance in the form of “you should” is also odd and section titles would be more beneficial and easier 

to scan and use. 

. In lines 40-41 and lines 98-99, GMP-type 
characteristics appear to apply to drug 

n It is unclear if lines 476-520 refer mainly to 
biological drug substances or also to the 
products made from them, and how the 
SUPAC Guidances (drug product 
processing) would be applied 

I. 33-34 FDA Draft notes that “should” (in the text) indicates 
an Agency recommendation, rather than a 
requirement. Please add a clarification indicating the 
wording that will be used for required elements. 

Clarification of required elements 
“must” vs. “should” vs. “may” 
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