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L abeling Issues

@ L abd Changes Not Highlighted
@ Label Ingredient Statement Does Not Match CSF
@ Product Name on Label Does Not Match CSF

@ Graphic Description on Draft Labels (Helpful)




Confidential Statement of Formula
(CSF) Issues

& CSF with Original Signature Not Sent

@ Manufacturing Use Product Used in End-
Use Product Needs to Parenthetically Note
the Pure Active Ingredient; e.g. 50% Pure
10 Ibs = 5 Ibs Pure in End-Use Product




Confidential Statement of Formula
(CSF) Issues Continued

& CSF for Microhial Does Not Include
Viability Measure, e.g., CFU/g

@ CSF for Microbial Lacks Nationally
Recognized Culture Collection Number

@ CSF Lists Source as Commodity Rather
than Specific Source




Forms & Administrative | ssues

@ Incomplete Data Matrix - Narrative Describing How Data
is Satisfied Helpful

€ Missing Forms; e.g., Formulator=s Exemption and Data
Compensation

€ Formatting 86-5 Deficiencies; e.qg., GLP Statements and
Study Director=s Signature

@ Duplicate Data Submission Rather than Citation




Forms & Administrative | ssues
Continued

@ Signatures and Dates Missing Where

Needed

@ Packaging Information is Missing on

Application Form

€ \Written Request for
Submitted

Ime Extension Not



Data | ssues

@® Scientific Rationale for Data Waiver
Requests Missing

@ | nappropriate Test Material (TGAI vs. EP)
and Test Levels

€ QA/QC Data Lacking for Microbid
Products

@ No Pre-Submission Meeting
# Citations Without Copies of Literature




