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July 19, 2016
Catrice C. Williams
Office of the General Counsel

Department of Public Health

250 Washington Street

Boston, MA 02108

Re:  BOP: 247 CMR 18.00 Written Testimony

Dear Ms. Williams,

Thank you for the opportunity to provide written comments to the proposed new regulation from the Massachusetts Board of Pharmacy titled 247 CMR 18.00, Non-Sterile Compounding per the Notice of Public Hearing.
As a bit of background, Triad Isotopes, Inc., is a nationwide nuclear pharmacy company. The company’s national network of over 50 pharmacies serves 4 million patients each year, making Triad Isotopes the nation’s second-largest radiopharmaceutical provider in the US. These specialized pharmacies provide the medication used by hospitals and nuclear medicine operators to help diagnose and treat patients, primarily those with cardiac and cancer concerns. Triad operates a Massachusetts pharmacy located at 65 Shawmut Road in Canton, MA 02021 MABOP ## NU00019.

1. Per 18.02 (1), it states A pharmacy shall comply with USP <795> and other applicable USP standards except as otherwise provided herein. and gives no exclusion for nuclear pharmacy, even though USP <795> specifically states: Specialty areas such as radiopharmaceuticals require special training and are beyond the scope of this chapter.  In light of the USP <795> wording, we would ask for an exclusion for nuclear pharmacy be placed in these rules.

2. We feel there should be some language in the rules to prohibit the compounding of commercially available FDA approved products or at a minimum only do so when a shortage is very clearly documented.

3. We feel all non-sterile compounding should be exempt from these rules if you are compounding using a FDA approved compounding [e.g. HICON Kit for the preparation of sodium Iodide I-131 Capsules and Solution USP Therapeutic-Oral from Jubilant DraxImage Inc. NDC 65174-880-25 (for 250 mCi vial size), NDC 65174-880-50 (for 500 mCi vial size) and, NDC 65174-880-00 (for 1,000 mCi vial size)]  The compounding of this preparation has already been approved by the FDA when using the kit materials and has gone through the FDA’s rigorous testing and approval process.  It is different from the extemporaneous compounding we feel this rule is targeted to and having all the policies and procedures and records when using a FDA approved compounded kit does not help increase the protection of the safety of the patients of Massachusetts but does put undue burden on the nuclear pharmacy.
4. Per 18.03: Non-Sterile Compounding Facility (1), A pharmacy licensed as a retail complex non-sterile pharmacy pursuant to M.G.L. c. 112, § 39H shall have a designated compounding room that is least 100 square feet.  We feel this is too restrictive.  When performing Iodide compounding, we do so in a small of a room as possible to ensure the negative pressure of the room to the outside of the area and need the airflow at a certain flow rate.  Increasing the space of the room increases the power needed for the negative pressure and increases costs with no added benefit to the patient, but a higher financial and engineering burden to the pharmacy.  We would ask for nuclear pharmacy compounding of iodide be excluded from this rule.
5. There are many references to simple, moderate, and complex levels of non-sterile compounding in this chapter.  We feel there should be a definition section in this rule to better help understand the wording in this chapter.

6. Per 18.03 (10) A pharmacy licensed as a retail complex non-sterile pharmacy pursuant to M.G.L. c. 112, § 39H shall maintain a temperature of 65-77ºF (18-25ºC) and a humidity of not more than 65% in the compounding room.  We respectfully ask that the lower limit of the temperature is removed.  When appropriate gowning and garbing is performed, it can get quite hot and can induce sweating.  There is no evidence that lower temperatures are detrimental to the ingredients and USP <795> doesn’t even have these limits.  It specifically states: All components used in the compounding of preparations must be stored as directed by the manufacturer, or according to USP, NF, or FCC monograph requirements, in a clean area, and under appropriate temperature and humidity conditions (controlled room temperature, refrigerator, or freezer)..  We feel the wording should be amended not have a lower limit to encourage comfort for the compounder that would also help with unsanitary sweating and would better ensure a quality preparation for the patients of Massachusetts.
7. Per 18.03 (7) A pharmacy shall utilize purified water for non-sterile compounding when a formulation requires the inclusion of water.  When using water, most times we use sterile water and would like to see that wording also included as an option.  It is technically different from purified water and would not want any misunderstanding to occur that using sterile water is approved to use as well.
8. Per 18.03 (8) A pharmacy shall have a potable water supply in the non-sterile compounding area or room in order to wash hands and equipment. The sink shall have hot and cold water, soap or detergent, and single-use towels.  This is not advised in a room when compounding radioactive compounds because we would not want the radioactive components to accidentally contaminate the sewer system and pipes.  Our good hand hygiene and washing of hands occurs before we enter the doors of the negative pressure compounding room.  In order to help ensure the safety of the citizens of Massachusetts and comply with good radiation safety practices, we would ask that nuclear pharmacies be excluded from this rule.
9. Per 18.04: Non-Sterile Compounding Equipment (1) Non-sterile compounding equipment, utensils, and glassware shall be clean, properly maintained, and appropriate for compounding non-sterile preparations. Compounding personnel shall clean non-sterile compounding equipment, utensils, and glassware before and after each use and shall use purified water during a final rinse. Compounding personnel shall inspect equipment, utensils, and glassware for suitability prior to use.  Cleaning the DraxFil I-131 compounding system from the manufacturer each time it is used is not in the manufacturer’s guidance and it is an immense safety risk to the compounder.  There are exposed needles in the unit that are not changed until the lot of the I-131 solution is changed and presents a needle stick risk.  Also, to clean after every capsule or solution is compounded also increases the radiation burden to the compounder as well and poses that health and hazard risk.  Cleaning certain pipettes after use may damage the instrument when they use disposable tips.  We would ask that the wording also include “or manufacturer’s guidance” if using a device.  We would also ask that equipment not be mandated to be cleaned after each compound if they are not in contact with the ingredients unless they are visibly dirty.  This would pose no additional risk to the patients of Massachusetts but increase the safety to the health care professionals and their staff and protect the equipment they use.
10. Per 18:05: Non-Sterile compounding Ingredient Selection, Handling, and Storage (3) A pharmacy shall maintain a certificate of analysis for each active pharmaceutical ingredient (“API”). The certificates of analysis shall be readily retrievable.  We believe that if the ingredients are an FDA approved drug, than the COA should not be required since the FDA has already performed all the verification on the ingredient and would like that exemption stated.  This does not increase the risk to the patient and in fact, encourages the use of using FDA approved products as ingredients by lowering the workload and documentation.
11. Per 18.06: Packaging and Preparation Containers In addition to standard prescription labeling requirements, a pharmacy shall include the following information on the label or container for each non-sterile compounded preparation: (a) the Beyond Use Date (“BUD”); (b) storage and handling information; and (c) the statement, “This is a non-sterile compounded drug preparation.”  We would respectfully ask that any storage and handling information only be included if they are abnormal e.g. protect for light or keep refrigerated.  Having additional information to keep at room temperature and can store protected or in light, etc. is a distraction and can be confusing on the label.  This is consistent with typical pharmacy labeling practices and help protect the patient by only giving them the information they need and not distracting them with information they don’t need.  Also, we would like an exemption for nuclear pharmacy for (c) since the nuclear medicine physician is prescribing and receiving this compounded preparation and is fully aware of the details of the compounded preparation.  Since the prescription drug is not going directly to a patient there is no benefit to adding this language to the unit dose.  Further, due to all of the already mandated language required from the Board of Pharmacy as well as the Massachusetts Health and Human Services Radiation Control Program, the labeling is already full of information and adding further information is of no help and may be distracting.  This was also confirmed by some physicians that we asked about adding additional labeling to the unit doses.
12. Per 18.07: Stability and Beyond Use Dating (“BUD”) (1) A pharmacy may not assign a BUD to a non-liquid formulation that exceeds the earliest expiration date of any ingredient or six months, whichever is earlier.  We would like to see this language amended to state “unless a manufacturer of the FDA approved kit for compounding states differently”.  Per DraxImage’s direction, I-131 capsules compounded with their FDA approved kit will have a seven day BUD regardless of when their I-131 expires, even if it expires before the end of the seven days of the compounded preparation.  Or you can adjust the wording in 18.07 (4) to also include FDA manufacturer’s direction as an extended BUD option.
13. Per 18.08: Non-Sterile Compounding Documentation (1) A pharmacy shall follow a master formulation record each time it prepares a non-sterile compounded preparation that includes:  We would ask for an exemption if the PI for a manufacturer’s FDA approved compounded kit is generally followed.  The FDA would have approved this wording and developing a pharmacy master formulation in addition to the directions in the PI seems redundant.  We state the word “generally” to account for minor deviations that would not affect the quality or safety of the preparation to the patient, but makes sense to help the compounding pharmacy more appropriately compound the preparation such as drawing up 151uL of solution when the PI states a maximum of 150uL.  This allows the patient to receive one capsule instead of two and is better for patient safety reasons as well.
14. Per 18.08 (2) Compounding personnel shall complete a compounding record each time he/she prepares a non-sterile compounded medication that includes: We would ask that the record does not necessarily need to be on one form, but just to allow traceability for all for all ingredients and information included in this section.  Many pharmacies use electronic recordkeeping now and it is much safer and easier to keep track of this in an electronic format that has a database of all requested information.  Having everything mandated to be on one physical age limits the font size of the information and may require additional programming to produce the log, but gives no real benefit to the safety of the patient and makes it burdensome and possibly even detrimental to push all required information on one page of paper.  Knowing responsible organizations are trying to reduce their paper usage, the allowing of the use of electronic recordkeeping and data basing is the best option especially when even more data can be kept this way.
15. There should be a general exclusion for nuclear pharmacies or any pharmacy from 18.10: Patient Counseling that dispenses directly to a health care professional and does not dispense at all to any patients.

16. Per 18.12: Compounding for Veterinary Patients (1) Non-sterile compounded preparations for veterinary patients shall comply with USP <795> and 247 CMR 18.00.  We feel that similar to our first statement, nuclear pharmacies should be exempt from following USP <795> due to the practice being out of scope of the chapter as stated as such.
Again, I appreciate the ability to comment on the proposed rules and your willingness to read and review my comments.  If you have any further questions, need further documentation, or would like to discuss further, feel free to contact me at the pharmacy by phone, email, or letter.

Sincerely, 

Jeffrey S. Cone RPh.

MA BOP License# PH 19191 and NP19191
Pharmacy Manager

JCone@triadisotopes.com



