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General Comment

- The estimates of time required for all activities described in this document are inaccurate. The amount
of time required to perform any regulatory paperwork should be increased by a minimum of a factor of
2.5 to 4, depending on the task. For example, the estimate that a Master Batch Record (MBR) only
requires 8 working hours to complete is completely inaccurate. This number should be closer to a total of
40 working hours and may be more. This is due to the regulatory burden that has been placed on facilities
producing under cGMP. This burden includes creation of Change Control Documents, pre-approval of the
change control, QA review of the change control, creation of draft MBR, review of MBR, approval of
MBR, QA review of MBR, completion of Change Control documents associated with the creation of the
MBR and finally QA review of the change control. In total, a minimum of three different personnel are
required for the creation, modification, review and approval of any given document. With each person
devoting one hour to each process, this 9 step process requires a minimum of 27 hours of working time to
complete. With MBRs being a complex document, this process requires more time at each step. This
should be accounted for in each of the estimates of time required for all documents.

- A crucial aspect of record keeping appears to have been ignored in this review. This aspect is the filing,
scanning and relocation to secondary storage of paperwork. This requires a large amount of working
hours and should be accounted for.

- The final conclusion that the increase in working hours (which is off by a factor of 3 to 4) and records is
due to external control testing laboratories is not the major contributing factor to the increase. The major
contributing factor to the increase in a PET facilities' record keeping burden is the increased regulatory
requirements placed on facilities by the FDA. The creation of change control procedures, multiple levels
of review for any document creation or modification, and QA oversight throughout the entire
recordkeeping process is the major contributing factor to any increase.
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