Response #1


I agree with your categorization of the mitigation strategies because that is what is provided by the FDA in the section that you have referred to. Besides, it is only reasonable that monitoring is conducted in order to ensure that all safety measures are adhered to. Otherwise, the corrective measure should follow before verification which ensures that the mitigation strategies are properly implemented. Similarly, the FDA provided the three steps you have indicated. However, the three are the minimum requirement, and if necessary, more vulnerability assessments may be carried out. Also, this is provided in the title 21 CFR 121.130
and not in title 12 as you have indicated. Similarly, after going through the FDA proposed rule, I concur that the rule consists the actions that you have stated. However, though indirectly, the facility will incur the cost of training the supervisors, drafting and documenting the defense plan.
Response #2

I concur that the comprehension of food susceptibility is the first step towards the establishment of mitigation strategies. This is because; this step directs the mitigation strategies. Secondly, factors inherent to ingredients are an important aspect of the product vulnerability. This is evident from the China scandal where traces of melanin were added to boost the recommended percentage in dairy products. In the same line, if the product is traceable, the culprit can be traced along the value chain. Besides, factors such as demand and price fluctuation can tempt the producer to adulterate the products in order to meet the high demand or avoid loses respectively. In the same line, products are prone to a wide range of adulteration practices; some of which have not been identified. As such, as you have indicated it is not practical to cover all the threats. However, businesses need to be innovative in order to discover as many threats as possible and act against them.
