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July 25, 2016
SUBMITTED ELECTRONICALLY

The Commonwealth of Massachusetts 
Board of Pharmacy 
Reg.Testimony@state.ma.us.
Re: 
Proposed Revisions to BOP: 247 CMR 18.00 non-sterile compounding
Dear Board:


The Nuclear Pharmacy Services (NPS) Business of Cardinal Health is pleased to submit comments to the Massachusetts Board of Pharmacy on the proposed revisions to 247 CMR 18.00 non-sterile compounding.

Cardinal Health can trace its lineage in the nuclear pharmacy industry back to the inception of centralized radiopharmacy practice in 1972.  From that simple beginning, we have become one of the industry’s leaders with 132 specialized radiopharmacies operating in 45 States, and employing over 550 nuclear pharmacists and more than 1,000 nuclear pharmacy technicians. With our broad footprint across the nation we prepare and dispense only Food and Drug Administration (FDA) approved commercially manufactured, time critical, rapidly decaying radiopharmaceuticals with the ability to serve approximately 92% of the U.S. population in 3 hours or less.  In addition to our nationwide reach with our pharmacies, we are also a commercial manufacturer and distributor of radiopharmaceuticals operating 33 FDA registered manufacturing sites.    


Cardinal Health continues to actively and closely engage industry trade associations and constituency groups such as the National Association of Nuclear Pharmacies (NANP), the American Pharmacists Association (APhA), the Council on Radionuclides and Radiopharmaceuticals (CORAR), and the Society of Nuclear Medicine and Molecular Imaging (SNMMI).  Cardinal Health and the industry work on issues involving radiopharmaceutical preparation, assuring quality and access for radiopharmaceuticals and nuclear medicine procedures to ensure beneficiary access and continued innovation. 

Nuclear medicine procedures are safe, painless and non-invasive ways to image the body through the use of computers and special cameras in conjunction with small amounts of radioactive substances that are introduced into the body. More than 40,000 U.S. patients per day benefit from nuclear medicine procedures. Nuclear medicine molecular imaging with radiopharmaceuticals goes an important step beyond other imaging tests such as X-rays and MRIs because, in addition to illustrating an organ’s anatomy, they can demonstrate how the organ functions.   This clinical information is essential to ensure (1) accurate diagnosis, (2) avoidance of unnecessary, more invasive surgical procedures, and (3) avoidance of cost via the ordering of additional expensive tests to arrive at accurate diagnosis.  These benefits are especially important for Medicare patients who may not tolerate more invasive diagnostic tests or surgery.  

We believe that the draft revisions to 247 CMR 18.00 were possibly undertaken without realizing how they would impact radiopharmaceutical practice.  In radiopharmacy practice today the sole non-sterile preparation prepared is 131I NaI sodium iodide capsules for hyperthyroid therapy or treatment of thyroid carcinoma.  These capsule and solution doses are prepared from an FDA approved commercially manufacture kit called HI-CON from DraxImage.  We have specific concerns with the following:
18.02 (5) “ 
A pharmacy shall maintain a written continuity of care plan that describes how

patient needs will be met in the event the pharmacy is unexpectedly unable to compound

or dispense patient prescriptions.”
· Other radiopharmacies can prepare the patient dosage consequently we recommend that the Board consider a continuity of care plan to encompass the transfer of a prescription to another pharmacy that can dispense a radiopharmaceutical.

18.02(6) “A pharmacy shall evaluate the dose, safety, and intended use of the non-sterile

compounded preparation for suitability. The evaluation shall include:

(a) the chemical and physical properties of the components;

(b) dosage form;

(c) therapeutic appropriateness and route of administration; and

(d) legal limitations, if any.
·  The preparation of 131I NaI sodium iodide capsules is prepared from an FDA approved kit and the preparation of such capsules would by its very nature encompass (a) through (d).
18.02(7) “A pharmacy shall maintain a written policy and procedure to confirm all

compounding ingredients used in a formulation have the expected identity, quality, and

purity.

· 131I NaI sodium iodide capsules are prepared from an FDA approved kit and the kit from the manufacturer would by its very nature meet these requirements, consequently a policy and procedure would be redundant.
18.03 (1),(2),(3),(4),(8), (10), and (12) “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.

(2) A pharmacy licensed as a retail complex non-sterile pharmacy pursuant to M.G.L.

c. 112, § 39H shall have a containment hood. A pharmacy shall vent the exhaust away

from the containment hood and shall filter the exhaust.

(3) A pharmacy that has a containment hood shall maintain the containment hood in

accordance with manufacturer specifications and shall ensure the containment hood is

certified at least one time per year.

(4) A pharmacy that performs simple or moderate level non-sterile compounding

shall have a designated compounding area that is at least 10 square feet and suitable for

its intended purpose. A pharmacy shall locate the designated compounding area in an

area that minimizes contact with water from a sink.
(5) A pharmacy shall ensure non-sterile compounding rooms and areas allow for the

orderly placement of equipment and materials to prevent confusion among ingredients,

containers, labels, in-process materials, and finished preparations and shall be designed,

ananged, and used to prevent cross-contamination.

(6) Non-sterile compounding rooms and areas shall be well lit.

(7) A pharmacy shall utilize purified water for non-sterile compounding when a

formulation requires the inclusion of water.

(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.

(9) A pharmacy shall maintain a plumbing system that is free of defects that could

contribute to contamination of any non-sterile compounded preparation.

(10) A pharmacy licensed as a retail complex non-sterile pharmacy pursuant to M.G.L.

c. 112, § 39H shall maintain a temperature of 65-77°F (18-25°C) and a humidity of not

more than 65% in the compounding room.

(11) A pharmacy shall store all non-sterile compounding ingredients, equipment,

utensils, glassware, and containers off the floor, in a manner to prevent contamination,

and in a manner to permit inspection and cleaning.

(12) A pharmacy shall separate internal use compounding ingredients from external

use compounding ingredients during storage. Storage areas shall be clearly labeled for

internal use or external use ingredients.
· A radioiodine handling room approved by the MA Radiation Control Agency may be less than100 square feet.

· All 131I NaI handling is performed in an exhaust hood approved by the MA Radiation Control Agency.  The hood is not a containment hood, but an exhaust hood.  The effluent is not filtered.

· An exhaust hood is not certified.  

· The surface area of a radioiodine exhaust hood may not be 10 square feet.

· There is no potable water supply in the iodine handling room of a radiopharmacy to wash hands.  Because iodine is potentially damaging to the operator’s thryoid if skin contamination should occur, it is performed under negative pressure while wearing shoulder length plastic gloves.  Equipment is not washed – it is single use.  

· How are temperature and humidity ranges applicable to the preparation of oral radioiodine 131I capsules?   

· There are no internal use ingredients

· Therefore we recommend that for the proposed rule specifically exempt the preparation of  131I NaI sodium iodide capsules

18.05(3) “A pharmacy shall maintain a certificate of analysis for each active pharmaceutical

ingredient ("API"). The certificates of analysis shall be readily retrievable.”

· 131I NaI sodium iodide capsules for hyperthyroid therapy or treatment of thyroid carcinoma are prepared from an FDA approved commercially manufacture kit called HI-CON from DraxImage.  There is no COA provided by the manufacturer.  Therefore we recommend that for the proposed rule specifically exempt the preparation of  131I NaI sodium iodide capsules

18.05(5) “A pharmacy shall maintain written documentation demonstrating that any

compounding ingredient derived from ruminant animals complies with federal laws and

regulations governing the processing, use, and importation requirements for these

materials.” 

· 131I NaI sodium iodide capsules for hyperthyroid therapy or treatment of thyroid carcinoma are prepared from an FDA approved commercially manufacture kit called HI-CON from DraxImage.  The gelatin capsules are a part of the kit.  Therefore we recommend that for the proposed rule specifically exempt the preparation of  131I NaI sodium iodide capsules

18.06: “(3) 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."

· 131I NaI sodium iodide capsules for hyperthyroid therapy or treatment of thyroid carcinoma are prepared from an FDA approved commercially manufacture kit called HI-CON from DraxImage.  Patients and caregivers should have a clear understanding that this is an FDA approved drug and was not “prepared from scratch” as is alluded to be the required statement. Therefore we recommend that for the proposed rule specifically exempt the preparation of  131I NaI sodium iodide capsules

18.08(5) “A pharmacist shall verify the compounding record followed the master

formulation record to ensure that errors did not occur in the compounding process and

that the preparation is suitable for use.”

· It is an FDA approved kit. The creation of a master formulation record would be unnecessary as the preparation of 131I NaI sodium iodide capsules follows the package insert.

18.09 (7) “Dosage forms of non-sterile compounded preparations as defined in USP <1111>

must meet acceptance criteria for microbiological quality.”

· The preparation of  131I NaI sodium iodide capsules comes from

 an FDA approved kit and would not or should not be subject to this requirement.  

18.10 (2) “A pharmacist or pharmacy intern shall counsel each patient or patient's agent that

receives a non-sterile compounded preparation. In addition to the counseling described

in M.G.L. c. 94C, § 21A, counseling on a non-sterile compounded preparation may

include the use, storage, handling, and disposal of the medication.
· By law radioactive drugs may not be provided to the patient nor the patients’ agent for self administration.  Radiopharmaceuticals may only be administered by an Authorized User physician or their delegate, a nuclear medicine technologist.  These licensed nuclear medicine professionals are providing direct patient care. Therefore we recommend that for the proposed rule specifically exempt the preparation of  131I NaI sodium iodide capsules


We would like to reiterate the value of nuclear medicine procedures in patient care.  The majority of the nuclear pharmacy community prepares radiopharmaceutical doses from conventionally manufactured products and requires a fully trained and recognized nuclear pharmacist to prepare the radiopharmaceutical for rapid distribution.  

The unique practice of nuclear pharmacy was the first pharmacy specialty practice recognized in 1978 by the Board of Pharmaceutical Specialties (BPS) and for a decade it remained the only recognized specialty practice setting.    Given the short half-lives of medical isotopes, special shielding and equipment is required to keep exposures ALARA and detect, manage inventory, use and store isotopes with accuracy.  Specialized training in the safe handling of radioactive materials is required for nuclear pharmacists as specified by the NRC to become Authorized Nuclear Pharmacists (ANPs)
.  As such, many state Boards of Pharmacy have separate requirements for the practice of nuclear pharmacy in their state.    

Sincerely, 
Richard L. Green, RPh, BCNP
Director of Radiopharmacy Practice
cc:  Michael A. Moné, BSPharm, J.D., FAPhA
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