Today I attended the open hearing on proposed regulations for non-sterile compounding regulations.  I feel that the proposed regulations were clear, reasonable, and complete, perhaps one reason for the lack of comments.  Congratulations.

However, my primary reason for writing is to offer a couple of suggestions for the waiver process.  These would be helpful with respect to the proposed sterile compounding regulations.

Suggestions:

1.  Develop a formal Board from for a Waiver Request Form.

          - A pre-printed Form would lead the requestor to include all of the information that the Board would need to consider.

          - A requestor would have to give a rationale for the proposed waiver, assuring the Board that patient care would not be compromised.

          - The Form could have a bottom section that the Board could use to document their decision

          - A copy of the Form could be returned to the requestor as evidence that the waiver request had been approved. 

2.  Consider two types of waivers, permanent and temporary.  Requlations might mandate physical changes which would require planning DPH approval, and reconstruction.

          - A requestor could check "Permanent" or "Temporary" on the Waiver Request Form.  

          - A requestor checking "Temporary" would have to propose a length of time (e.g., 6 months) that the Board could consider.

          - A copy of the Form, once approved, could act as a reminder for Board inspectors

I hope this is helpful.  

Joe

Joseph M. Sceppa, RPh, MS, MBA

