
CONCISE EXPLANATORY STATEMENT

In accordance with the Administrative Procedures Act, R.I. Gen. Laws § 42-35-2.6, the
following is a concise explanatory statement:

AGENCY: Rhode Island Department of Health

DIVISION: N/A

RULE IDENTIFIER: 216-RICR-40-20-5

RULE TITLE: Therapeutic Radiation Machines

REASON FOR RULEMAKING: Correction of several internal cross reference to other
sections in Part 5 and Subchapter 216-RICR-40-20, synchronize wording with
equivalent requirements in U.S. Nuclear Regulatory Commission regulations, and
remove obsolete cross-reference to another section of 216-RICR-Subpart 40-20.

ANY FINDINGS REQUIRED BY LAW AS A PREEQUISITE TO THE
EFFECTIVENESS OF THE RULE: N/A

TESTIMONY AND COMMENTS:

The Agency received two comments that § 5.3.12(A)(1) was technically incorrect.  The
Agency concurs with these comments and this section with be withdrawn, along with
any cross-reference to “child” or “nursing child”.  The Agency received one comment
suggesting a language change in § 5.3.12.  The Agency has determined that the
language is consistent with comparable NRC regulations(10 C.F.R. Part 35) and that no
changes are needed.  The Agency received one comment that the language in §
5.5.2(B) limiting dose to non-involved organs is too restrictive and does not conform to
the reality of modern radiation therapy treatments.  The Agency has determined that the
language is consistent with NRC regulations (10 C.F.R. Part 35) regarding radioisotope
based radiation therapy.  Furthermore, the examples cited in the comment are
adjustments to the prescription and therefore are not "unintended".  No changes are
needed.  The Agency received one comment that there is no longer a scientific basis for
the requirement in § 5.7.1 and it should be deleted.  The Agency has determined that a
valid technical basis for the regulation still exists and that no changes are needed.  In aa
related issue, the proposed changes which added “nursing child” and “child” are not
applicable and should be deleted.

The Agency received one comment suggesting that all references to
“misadministrations” be changed to “medical events” for consistency with language
used by the Nuclear Regulatory Commission (NRC) and many other Agreement States.
The Agency concurs with this recommendation and will change all references to
“misadministrations” to “medical events.”  However, the technical language as to what
constitutes a “medical event” will remain unchanged.



CHANGES TO THE TEXT OF THE RULE:

§ 5.3.12(A)(1) has been withdrawn and cross references to this section have been
deleted.  In addition any reference to “nursing child” or “child” have been removed.

All references to “misadministrations” in Part 5 were changed to “medical events”.

REGULATORY ANALYSIS:

In development of this rule, consideration was given to:

1) Alternative approaches;

2) Overlap or duplication with other statutory and regulatory provisions; and

3) Significant economic impact on small business

No alternative approach, duplication or overlap was identified based on available
information. RIDOH has determined that the benefits of the rule justify its costs.


