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SUPPLEMENT TO THE STATEMENT OF REASONS
R-25-03, Second 15-Day Public Availability

The California Department of Public Health (Department) has instituted additional changes to these proposed regulations which are discussed below.  These changes are either initiated by the Department or in response to public comments that were received during the 15-day public comment period, which ended on September 10, 2007. 
Section 30330(b)(25): Comments were received recommending an alternative compliance method for use of small mobile X-ray machines with low kilovoltage (kV) capabilities in secured rooms that do not fall within a definition in Section 30330.  Under existing Section 30336(c) use of such machines falls within the definition of “field radiography” because the room in which those machines are used does not meet the definition of “shielded-room radiography” in existing Section 30336(b).  However, the proposed definition of “shielded-room radiography” failed to maintain the existing “room” requirements that clarify its difference from the definition of “field radiography.”  Without these “room” requirements, the definition for “shielded-room radiography” can be more broadly interpreted and overlap the definition of “field radiography” causing unintended confusion.  Therefore, to maintain the existing regulatory requirements that clarify the definition of “shielded-room radiography” Section 30330(b)(25) is amended by inserting the phrase “and the room meets the requirements of subsections (d), (e) and (h) of section 30336” after the word “individuals.” Those proposed subsections correspond to existing Section 30336(b) as follows:
	Existing Section 30336(b)
	Proposed Section 30330(b)(25) as amended


	Shielded room radiography is that which is conducted in an enclosed room the interior of which is not occupied during radiographic operations, which is so shielded that every location on the exterior meets conditions for an uncontrolled area as specified in the United States, title 10, Code of Federal Regulations, part 20, subpart D as incorporated by reference in section 30253, and the only access to which is through openings which are interlocked so that the radiation machine will not operate unless all openings are securely closed.

	(25) “Shielded-room radiography” means industrial radiography using a radiation machine such that irradiation of the material occurs in an enclosed room designed to allow admittance of individuals and the room meets the requirements of subsections (d), (e) and (h) of section 30336;



	Comparison

	the interior of which is not occupied during radiographic operations,

	Corresponds to Section 30336(e).

	Comparison (cont.)

	which is so shielded that every location on the exterior meets conditions for an uncontrolled area as specified in the United States, title 10, Code of Federal Regulations, part 20, subpart D as incorporated by reference in section 30253,

	Corresponds to Section 30336(h).

	and the only access to which is through openings which are interlocked so that the radiation machine will not operate unless all openings are securely closed.

	Corresponds to Section 30336(d).


How the change in Section 30330(b)(25) addresses the comment is further discussed regarding the change in Section 30336(e)(1).
Section 30336.1(e)(1):  The Department determined that the radiation dose criteria needed to establish whether the provided exception applied was vague because it does not state the distance between the individual and the radiation source.  This makes the criteria unclear in that any machine could meet the criteria if the individual stood far enough away from the X-ray source.  
As comments indicated, mobile X-ray machines are used by museums.  Often, these machines were originally designed for use in the medical industry such as hospitals and for the dental industry but are easily used for industrial radiography purposes not limited to museums (i.e. morgues).  To clarify the exception criteria and to address comments regarding alternatives Section 30336.1(e)(1) is amended by deleting all words after “machine” and replacing those words with the phrase “that is not capable of exceeding an operating potential of 150 kVp
.”  Using the X-ray machine’s maximum operating potential to establish, in part, the provided exception provides clarity and is easy to determine since manufacturers must affix a label to the machine that specifies the machine’s maximum operating potential.  The operating potential of 150 kVp was selected by reviewing X-ray equipment commonly used for industrial radiography and for typical medical X-ray equipment also used for industrial purposes.  In the medical industry generally, equipment operating above 150 kVp is used for radiation therapy (e.g. cancer treatment) whereas equipment operating below 150 kVp is used for diagnostic X-ray procedures.  Further, as the X-ray’s energy level increases, the potential for harm also increases.  Thus, use of machines operating above 150 kVp requires the user to meet a higher safety standard since this equipment has a higher potential to cause harm than equipment under 150 kVp. 
The effect of the changes to Section 30330(b)(25) and Section 30336.1(e)(1) provide an alternative to users of low-risk X-ray machines as such use would invoke the provisions of “field radiography” thereby allowing users of X-ray machines not exceeding 150 kVp to fall within the exception of Section 30336.1(e).  This would remove the need for operators to be certified, to have a trainer in some operations, reduce the training needs, remove certain supervision requirements, remove the need for issuing identification cards to radiographer’s assistants, and remove the need for at least 2 persons to be present for all operations. (See Section 30336.1(b), (c), (d), (n), & (o).)
� kVp means peak kilovoltage.  kVp determines the maximum energy of the X-rays produced.
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