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Background 

 

The following regulations are fundamental elements that aid the establishment 

consistently preparing a quality product. 

 

 9 CFR 114.8 describes the requirements for the Outline of Production. Part 

114.8(d) dictates that each licensee is required to review each Outline of 

Production for accuracy and sufficiency at least once a year. Both Outlines of 

Production and Special Outlines fall under this category. The revisions necessary 

to bring a reviewed Outline of Production/Special Outline into compliance with 

the regulations are required to be submitted to the CVB for review and approval. 

 

 9 CFR 102.5(c)(1) requires the establishment to prepare the product as required 

by the regulations and in accordance with a filed Outline of Production. The 

establishment must adhere to the regulations in 9 CFR unless specifically 

exempted in the Outline of Production.  

 

o Product can be prepared outside the parameters of the Outline, with the 

intent to submit a filed Outline change if: 

 The product contains CVB approved organisms/vectors, etc. 

 The product has been properly quarantined prior to the CVB 

approval of the change. 

 The product has not been distributed or an APHIS 2008 submitted 

prior to the CVB approval (filing of the Outline) of the change. 

 

 

Inspection Techniques 9 CFR 114.8 

 

1.  Documentation must be available to substantiate the Outline of Production/Special 

Outline has been reviewed for accuracy and sufficiency on a yearly basis. This means 

that each filed Outline of Production and Special Outline must be reviewed within the last 

12 months by individuals who are familiar with the procedures. 

 

2.  The inspector may ask how the firm complies with the requirements dictated under 9 

CFR 114.8(d). This can include asking how the firm involves personnel responsible for 

the preparation of licensed/permitted product preparation in such a review.  

 

3.  Do the Manufacturing Directives/SOP and production records accurately capture the 

critical steps in the Outline of Production/Special Outline? The requirements in the 

Manufacturing Directives/SOP may be more precise but cannot be outside the 

requirements detailed in the Outline of Production/Special Outline. 
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Some examples if an Outline of Production/Special Outline is inaccurate or 

insufficient: 

 

 Manufacturing directives or SOPs that contain critical details that are not listed in 

the Outline of Production/Special Outline.  

o Critical details are determined to be those that the outcome is to continue 

or discontinue operations or if marketing decisions are made based on 

specific steps in the preparation of licensed/permitted product.  

o Critical details may be those that are of a Yes/No nature. Will the 

preparation of product proceed or not proceed if this operation is not 

performed? 

o Critical details are those operating procedures that are performed 

consistently in the preparation of the product and if deleted, may affect the 

quality of the product. 

 

 If the process described in the Outline of Production/Special Outline is ambiguous 

or can be interpreted differently than intended. 

 

 If the Policy, Evaluation and Licensing Reviewer has changed the Outline through 

Pen and Ink corrections, or requested changes on the APHIS Form 2015, and the 

Establishment has not incorporated those changes to the Outline at the yearly 

review or deadline stipulated by the Reviewer (see PEL Manual, Work Instruction 

4.1 or current instruction). 

 

Inspection Techniques 9 CFR 102.5(c)(1) 

 

1.  Documentation must be available to substantiate that the preparation of product has 

been performed according to the Outline of Production/Special Outline. If the event is not 

sufficiently documented, there is no direct evidence the event occurred. 

 

2.  All the conditions in the Outline of Production/Special Outline must be adequately 

recorded.  

 

Some examples if documentation of the conditions of the Outline is insufficient: 

 

 The details of who, what, when, where (if applicable), and how is not adequately 

documented. 

 The Outline requires a large volume mixing step at a specific temperature range 

and time constraint where the vessel, room, temperature, mixing rate, or time is 

not recorded.  

Note: May also require agitator size.  
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 The Outline requires an inactivation step using a specific concentration of 

inactivant, and the documentation does not adequately detail the lot of inactivant 

used or the dilution specifics if required. 

 

 

Inspection Report Citation of the Violation 

 

1.  9 CFR 114.8: 

 

If the Outline is not sufficient or accurate based on audits, documentation, or 

observations made during the inspection. The risk to the product must be evaluated by 

the inspector to determine categorization of the violation  (see ICWI0105,  

Compliance Policy for Issuing Regulatory Actions). 

 

2.  9 CFR 102.5(c)(1) 

 

 If the establishment is not adhering to the Outline. The risk to the product must be 

evaluated by the inspector to determine categorization of the violation (see 

ICWI0105). 

 

 If the establishment cannot substantiate that the Outline is being complied with. 

This is also a violation of 9 CFR 116 if the inspector determines the step had a 

good probability of occurring. The risk to the product must be evaluated by the 

inspector to determine categorization of the violation (see ICWI0105).  

 

 


