Proposed Computed Tomography (CT) Rules
The Radiation Safety Section is proposing a new set of rules on computed tomography.  These proposed rules are separate from the complete overhaul of the Ionizing Radiation Rules we are currently working on as part of the Agreement State initiative.  The proposed CT rules would add “Part 15.  Computed Tomography Installations” to our current set of rules.

The current Ionizing Radiation Rules were written before the routine use of computed tomography (CT) x-ray equipment and regulations governing the use of CT equipment have never been added.  CT examinations are now frequently performed in hospitals and private medical offices and the dose from CT is much higher than for conventional x-ray exams.  Due to the higher dose and the high number of exams performed, CT is now the largest source of exposure to the public from medical uses of x-ray.  These rules will address the use of CT equipment, help ensure that patient exposure is kept as low as reasonably achievable, and that image quality meets minimum industry standards.
This draft rule set is based on the following standards that address the use of CT equipment:
· The Michigan Department of Community Health’s Certificate of Need Review Standards for Computed Tomography (CT) Scanner Services
· The Federal Performance Standards for Ionizing Radiation Emitting Products, 21 C.F.R. §1020.33 “Computed tomography (CT) equipment” (June 10, 2005)
· The American College of Radiology’s CT Accreditation Program Requirements
· The Conference of Radiation Control Program Director’s Suggested State Regulations for the Control of Radiation, Part F X-ray in the Healing Arts.
The following is a discussion of each proposed rule:

R325.5701.  Purpose and scope
Subrule (2) limits the scope of the rules to the intentional exposure of humans for diagnostic use.  This means that they do not apply to CT systems used in radiation therapy treatment planning, veterinary medicine, or industry.

Subrule (3) exempts mini CT units from these rules, including dental CT units and ENT CT units.  The power rating (kVp x mA/1000) of 5 kilowatts or less was arbitrarily chosen.  The mini CTs are well below that number and the whole body scanners are well above that number.  An exemption for CT scanners used only for attenuation corrections and anatomical markers was added.  This exempts fusion imaging machines with CT tubes, unless the CT portion is used for diagnostic studies.

R325.5703.  Definitions
The definitions in the Federal Performance Standards are adopted by reference.  The definition of “computed tomography” adds the stipulation that a machine has to be capable of axial cross-section scans to be called a CT scanner.
A definition of “annual” applies to the physicist’s annual evaluation.  It means that the survey must be done by the same month it was previously done.  Example – January 2, 2010 to January 31, 2011 is within 12 months.

R325.5705.  Interpreting physicians

R325.5707.  Radiologic technologists
R325.5709.  Medical physicist
Personnel requirements are from the ACR CT accreditation program.
R325.5710.  Record retention for personnel

This rule requires facilities to retain records to document qualifications of CT personnel long enough for our review during our routine inspection.  Our routine inspections are usually 4 – 5 years apart.

R325.5711.  Equipment requirements
We propose to adopt the CT equipment requirements from the Federal Performance Standards.
R325.5713.  Quality control program

R325.5715.  Annual medical physicist evaluation
R325.5717.  Continuous quality control

These rules require each CT facility to establish a quality control program.  The physicist tests (annual medical physicist evaluation) and technologist tests (continuous quality control) are based on the ACR accreditation program.  We do not specify limits for the tests – that will be up to the physicist.
R325.5721.  Facility design requirements
R325.5723.  Surveys
These rules are based upon Section F.11(c) and (d) of the Suggested State Regulations for the Control of Radiation.
Comments

Comments should be made in writing and sent to John Ferris, Rules Specialist, at jeferri@michigan.gov or rssinfo@michigan.gov.
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