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April 12, 2007

Mr. Albert Hawkins

Executive Commissioner

Texas Health.and Human Services Commission
P.O. Box 13247

Austin, TX 78711-3247

Dear Commissioner Hawkins:

As is customary for the TRAB, I am sending you the justification for the Board’s decision to not
recommend proposal of the repeal and new issue of 25 TAC 289.256, “Medical and Veterinary
Use of Radioactive Material.” The attached basis and justification was developed by Dr. Darlene
Metter of the TRAB and approved by Dr. Kim Howard, TRAB Medical Committee Chair.

While we understand your staff’s concern with regard to maintaining a compatible program with
the Nuclear Regulatory Commission, the NRC’s own policy on program adequacy and
compatibility provides sufficient latitude for the agreement state, with proper justification, to
maintain a program that possesses more stringent requirements than what the NRC requires.

The NRC’s primary basis for this change is to enable physicians to move freely across state
boundaries by enacting a consistent set of requirements. The TRAB’s justification for opposing
this change centers principally on the strongly-held belief that the safety of the patient, the public
and the health care team should trump interstate commerce every day of the week.

We look forward to working with Dr. Lakey and Ms. Perkins and her staff to formulate the best
solution for Texas. If you have any questions regarding the TRAB’s position on this matter,
please contact Dr. Kim Howard at 903-315-2072.

Sincerely,

Michael S. Ford, CHP
Chair

Attachment

CC: David Lakey, M.D., Commissioner, Texas Department of State Health Services
Kathy Perkins, Assistant Commissioner, Regulatory Services, DSHS
TRAB Members
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TEXAS RADIATION ADVISORY BOARD
Medical Committee

Reasons for denial of proposed rule change to 25 TAC 289.256, Medical and Veterinary Use of
Radioactive Material (Repeal and Reissue):

Discussion

The training requirements (10 CFR 35.392) for individuals who desire the use I-131 for
therapeutic purposes requiring a written directive and who are not engaged in other nuclear -
medicine procedures are 80 hours of training and experience in addition to oral
administration to 3 patients or research subjects of <= 33 mCi (1.22 GBq) of I-131.

The training requirements (10 CFR 35.394) for individuals who desire the use I-131 for
therapeutic purposes requiring a written directive and who aré not engaged in other nuclear
medicine procedures are 80 hours of training and experience in addition to oral
‘administration to 3 patients or research subjects of >33 mCi (1.22 GBq) of [-131.

This training content includes: radiation physics, instrumentation, radiation protection,
mathematics pertaining to the measurement of radioactivity, radiopharmaceutical chemistry
of byproduct material for medical use, radiation biology, supervised work experience under
an authorized user in ordering, receiving and unpacking radioactive material, perform
appropriate surveys related to shipping of radioactive materials, instrument calibration to
determine dosage activity, operation of survey meters, calculating, measuring and safely
administering radio therapeutic agents, prevention of medical events through the use of
administrative controls, examining patients and reviewing their case histories to determine
their suitability for radioisotope diagnosis, limitations, or contraindications, collaboration
with the authorized user in the interpretation of radioisotope results, patient follow-up,
cleanup of spills and written attestation from a preceptor authorized user regarding the
individual’s ability to practice competently and independently for the targeted radiotherapy.

At the present time this training and experience needs to be obtained in an ACGME- or
COPT-AOA- accredited medical teaching institution. Proof of alternative training that
includes the topic and hours listed may be accepted on a case-by —case basis if the agency,
after providing the Medical Committee of the Texas Radiation Advisory Board with the
opportunity to review and comment, determines that the alternative training would give an
equal or greater level of training to the current standards.

The current standards of ACGME or COPT-AOA- accreditation assures a certain quality
standard of training, that is routinely reassessed by the accrediting organizations and annually
validated through the board certification process. Yearly national in-service training
examinations also assist in this validation process.

Of critical significance is that the training and experience being requested is focused on the
therapeutic and not diagnostic use of radioiodine. [-131 is the most dangerous
radiopharmaceuticals that is routinely used in nuclear medicine. Proper training and
experience with this agent is crucial for the safety of the patient, public and health care team.
Hence, a high priority on appropriate training and experience is mandatory and needs to be
proven equal to or of a higher level of training than the current standard. As noted above, this
latter situation can be review by the Medical Committee of the Texas Radiation Advisory
Board on a case-by case basis.



Specific Concerns

1. Major impact on standard of patient care and public safety

Current practice: ACGME sets and monitors training requirements maintaining a tight -
relationship with board certification requirements '

Result: ensuring a quality standard for patient care

Proposed practice: allow certification via a non-standardized generic training process

Result: unknown quality of training received, hence questionable quality of patient care
and likelihood of lowering the T&E standards; inability to confirm fulfillment of training

" (i.e., any self appointed organization can provide the T&E in whatever mode they chose
without regulation or supervision)

2. Major inherent difference between therapeutic and diagnostic procedures which
amplifies the futility and limited understanding behind this proposal.

Rationale for concern:

a) Basic science training and experience (T&E) are the most important aspects of
therapy with I-131. This concept is reinforced by the NRC’s strictest T&E for
therapeutic I-131 procedures which in turn can only be performed by a qualified
authorized user. '

Diagnostic studies (“imaging and localization”) can be interpreted by non-authorized
users as long as there is a qualified authorized user who is responsible and supervises
the procedure. The primary (~ 90%) diagnostic radiopharmaceutical is 99m
Technetium (short half-life, low energy).

b) I-131 is the most hazardous radiopharméceutical (long half-life, high energy gamma,
beta emission) routinely utilized in nuclear medicine.

If an individual does not place a high pribrity in their T&E for I-131 therapy, their
comprehension of this hazard is in question, and hence a concern on their ability to
safely practice this procedure competently and independently.

3. T&E: active and passive learning

Current practice: emphasis on active and passive learning through standardized
accreditation; a structure and process are in place with an outcome measure through
standardized training requirements, a cycle of program compliance reviews via individual
site visits, and board certification exams.

Proposed practice: a non-standardized passive structure is presented without a process
and outcome measure to ensure that the individual can apply the acquired knowledge for
[-131 therapy competently and independently.

Concern: questionable retention of knowledge during 8 consecutive 10 hour lecture days.
Studies have demonstrated 20% information retention for a 1 hour lecture which
decreases over time.



4. Financial impact on the State of Texas

Current Practice: ACGME currently monitors training programs with regular site visits
and reviews (~2-5 years).This is very costly.

Proposed Practice: monitoring and review processes have not beenproposed, who will
perform? Who will fund these processes?

5. Access to basic science T&E through an accredited institution -

Proposed Practice: Limited access to accredited institutional resources, limited time
available for T&E, accredited institutional will not allow non-residents access to their
resources.

Concern: A new therapeutic procedure is to be learned. The hazards of I-131 are not
innocuous. I also do not know of a training program that will refuse to allow an
individual access to their learning resources. The Graduate Medical Education programs
welcome individual physicians who desire additional training. This is offered and occurs
in our radiology and nuclear medicine programs on a regular basis.



