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Subject: BOP: 247 CMR 18 Draft Sterile Compounding Regulations Comments

Massachusetts General Hospital, Department of Radiology employs Massachusetts Board of Pharmacy licensed, authorized nuclear pharmacists to prepare radiopharmaceuticals for use within the hospital under the supervision of authorized nuclear medicine physicians per 105 CMR 120.500, Use of Radionuclides in the Healing Arts.  

We are submitting comments on 247 CMR 18, Non-Sterile Compounding Regulations, as some of the radiopharmaceuticals prepared for use at MGH, are non-sterile radioactive solutions used in diagnostic uptake studies as well as in therapeutic procedures.  These non-sterile radioactive solutions include Sodium Iodide I 123, USP and Sodium Iodide I 131, USP.  Both of these Sodium Iodide radioisotopes are FDA approved drug for diagnostic uptake nuclear medicine studies.  Sodium Iodide I 131 is also FDA approved for therapeutic procedures.  Sodium Iodide I 131 oral solution FDA approved package insert describes the preparation of oral solution and capsules for diagnostic and therapy procedures.  
Sodium Iodide I 123 is FDA approved to be delivered in an oral capsule.  In some instances, where a patient may not be able to tolerate a capsule, the supervising nuclear medicine physician may deem it to be medically necessary to dissolve the capsule to provide Sodium Iodide I 123 oral solution.  This procedure is performed as Sodium Iodide I 123 provides lower radiation dose to the patient as well imaging procedure benefits.
Therefore, we propose the following questions to the Board of Pharmacy on the 247 CMR 18 draft Sterile Compounding Regulations:

1. Would 247 CMR 18 assume regulatory authority for the preparation of non-sterile radiopharmaceuticals even though they are currently regulated under 247 CMR 13 and/or 105 CMR 120.500 depending on the practice area?

2. As the preparation of Sodium Iodine I 131 oral solution and capsules are described in a FDA approved package insert, would they be subject to these regulations?
3. Would the preparation of Sodium Iodide I 123 oral solution per authorized nuclear medicine physician user direction and supervision under 105 CMR 120.500 now be considered non-sterile compounding regulated under 247 CMR 18?

4. Would nuclear pharmacists who engage in the preparation of non-sterile radiopharmaceuticals according to the FDA approved package insert and/or under 105 CMR 120.500 be required to fulfill the non-sterile compounding continuing education requirement? 
Sincerely,
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Daniel L Yokell, Pharm.D., RPh

Director, Radioactive Drug Regulatory Affairs, Gordon Center for Medical Imaging

Massachusetts General Hospital
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