After reading 21 CFR Part 11 think about its applicability. FDA has conducted some cursory inspections of companies using automated functions, but they are not as thorough as they should be. Why do you suppose that both industry and the FDA compliance officers are still struggling to standardize electronic signatures and data management systems audits and inspections? 

Electronic signature is basically legally binding equivalent of a person’s handwritten signature (FDA, 2017). They may also be expressed as a computer data compilation of various types. They are used on any electronic records as identified in 21 CFR Part 1. One of the major applications of the electronic signature is drawn from the fact that they cannot be forged. This is because; they are mostly based on biometric identification, or the users’ identification and password. Despite its applicability, the FDA compliance officers are still struggling to standardize electronic signatures and data management systems audits and inspections. This is mainly due lack of consistency in electronic data of various firms. The FDA requires that all electronic data meet similar fundamental aspects of data in various scopes such as originality, accuracy, integrity, among others (Ayalew, n.d). However, not all companies have the ability to meet these fundamental aspects. In the same manner, sometimes the FDA may find it hard to verify the quality and integrity of electronic data, especially from clinical trials. In the same manner, most firms are not able to maintain adequate validation, adequate staff training, and adequate access controls. For instance, most firms use machine specific computers that are not distinctive to each user (Ayalew, n.d).
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