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GENERAL PROVISIONS 
 
 
R 325.5601 Purpose and scope. 
  Rule 601.   (1) This part establishes requirements governing the use of x-radiation for 
mammography and applies to all persons who use x-radiation for mammography for the 
intentional exposure of humans.  A person shall not use a radiation machine to perform 
mammography unless the radiation machine is registered with the department pursuant to 
R 325.5181 to R 325.5196 and is specifically authorized to perform mammography 
pursuant to the act. 
  (2) In addition to the requirements of this part, all persons are subject to all applicable 
provisions of R 325.5001 to R 325.5721. 
  (3) A facility shall not misrepresent to its employees, to the public, or to the department 
its status with respect to accreditation of the mammography equipment by the American 
college of radiology, department authorization to perform mammography, or compliance 
with department rules. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5601a   Adoption by reference. 
Rule 601a. Some of these rules refer to all or parts of the following nationally recognized 
standards, which are adopted by reference and identified by date:  
  (a) Standards of the United States department of health & human services, title 21 - food 
and drugs, part 900 - mammography.  These standards are available for no cost from 
either of the following sources: 
  (i) The website of the Michigan department of licensing and regulatory affairs, radiation 
safety section at http://www.michigan.gov/rss 
  (ii) The website of the United States department of health & human services, 
mammography quality standards act and program at http://www.fda.gov/Radiation-
EmittingProducts/MammographyQualityStandardsActandProgram/default.htm 



  (b) The regulations in 21 C.F.R. 1020.30, “Diagnostic x-ray systems and their major 
components”   (April 2007), and 21 C.F.R. 1020.31, “Radiographic equipment”   
(June 2005).  These regulations are available for no cost from either of the following 
sources: 
  (i) The website of the Michigan department of licensing and regulatory affairs, radiation 
safety section at http://www.michigan.gov/rss 
  (ii) The website of the United States department of health & human services, U.S. Food 
and Drug Administration at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm 
  (c) Criteria of the American college of radiology, “Mammography Accreditation 
Program Requirements”   (May 2012), and “Stereotactic Breast Biopsy Accreditation 
Program Requirements”   (May 2012).  These criteria are available for no cost from either 
of the following sources: 
  (i) The website of the Michigan department of licensing and regulatory affairs, radiation 
safety section at http://www.michigan.gov/rss. 
  (ii) The website of the American college of radiology at http://www.acr.org. 
 
  History: 2013 AACS. 
 
 
R 325.5602   Definitions. 
Rule 602.   (1) As used in this part the definitions in 21 C.F.R. 900.2, “Definitions”   
(2002), are adopted by reference with the exception of the definition of “mammography.” 
  (2) As used in this part the following definitions apply: 
  (a) "Act" means 1978 PA 368, as amended, MCL 333.1101 to 333.25211. 
  (b) "Annual" means a period of 12 consecutive months. 
  (c) “Interpreting physician” means a physician who interprets mammograms and who 
meets the requirements of R 325.5627 to R 325.5629. 
  (d) "Mammography" means radiography of the breast for the purpose of enabling a 
physician to determine the presence, size, location, and extent of cancerous or potentially 
cancerous tissue in the breast.  Mammography includes interventional mammography.  
  (e) “Stereotactic breast biopsy” means the imaging of a breast performed in at least 2 
planes to localize a target lesion during invasive interventions for biopsy procedures. 
  (f) “Stereotactic breast biopsy physician” means a physician licensed under article 15 of 
the act who conducts stereotactic breast biopsy. 
  (3) The terms defined in the act shall have the same meanings when used in these rules. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5603 Department inspections. 
Rule 603.   (1) The department shall inspect a mammography machine and system not 
later than 60 days after initial mammography authorization is issued.  After that initial 
inspection, the department shall annually inspect the mammography machine and system. 
The department may inspect more frequently than annually. 



  (2) After each satisfactory inspection by the department, the department shall issue a 
certificate of radiation machine inspection which identifies the facility and the machine 
inspected and which provides a record of the date that the machine was inspected.  The 
facility shall conspicuously post the certificate on or near the inspected machine and in a 
location that is observable by patients. 
  (3) The department may issue a notice of violations certificate if violations found during 
an inspection are not corrected within the specified time limit or if the department has not 
received written verification of corrections within the specified time limit.  The notice of 
violations certificate shall be conspicuously posted on or near the inspected machine and 
in a location observable by patients. 
  (4) A facility shall remove the certificate of radiation machine inspection if directed by 
the department due to subsequent failure to comply with this part and applicable 
provisions of R 325.5001 to R 325.5721 as determined by follow-up inspections by the 
department. 
  (5) In conducting inspections, the department shall have access to all equipment, 
materials, records, personnel, and information that the department considers necessary to 
determine compliance with these rules.  The department may copy, or require the facility 
to submit to the department, any of the materials, records, or information considered 
necessary to determine compliance with these rules. 
  (6) The department shall designate department employees to conduct regulatory 
inspections. 
  (7) The department may conduct tests and evaluations as the department deems 
appropriate to determine compliance with all of the provisions of this part and the 
provisions of R 325.5001 to R 325.5721. 
 
  History:  1993 AACS; 2013 AACS. 
 
 

MAMMOGRAPHY AUTHORIZATION 
 
 
R 325.5605 Standards for authorization. 
Rule 605. The department shall issue a 3-year mammography authorization if the 
mammography facility is in compliance with all of the following standards: 
  (a) The radiation machine meets any of the following requirements: 
  (i) The machine and the facility in which the machine is used meet the criteria for the 
American college of radiology mammography accreditation program dated May 2012, 
and the facility submits an evaluation report issued by the American college of radiology 
as evidence that the criteria are met.  The criteria are adopted by reference in these rules 
for the purpose of applying this paragraph only.   
  (ii) A machine used for stereotactic breast biopsy and the facility in which the machine 
is used meet the criteria of the American college of radiology stereotactic breast biopsy 
accreditation program dated May 2012, and the facility submits an evaluation report 
issued by the American college of radiology as evidence that the criteria are met.  The 
criteria are adopted by reference in these rules for the purpose of applying this paragraph 



only. A mammography machine that uses a specially designed add-on device for breast 
biopsy shall be authorized for both mammography and stereotactic breast biopsy. 
  (iii) The machine is used in a facility that has successfully completed the department's 
evaluation of the items described in R 325.5610. 
  (b) The radiation machine, the film or other image receptor that is used with the 
machine, and the facility where the machine is used comply with the requirements of this 
part and applicable provisions of R 325.5001 to R 325.5721. 
  (c) The radiation machine is specifically designed to perform mammography. 
  (d) The radiation machine is used exclusively to perform mammography. 
  (e) The radiation machine is used in a facility that, before the machine is used on 
patients and at least annually thereafter, has a qualified medical physicist provide on-site 
consultation to the facility as described in these rules.  Records and findings of on-site 
consultations shall be maintained for not less than 7 years. 
  (f) The radiation machine is used according to R 325.5667 of this part or R 325.5690 for 
stereotactic breast biopsy. 
  (g) The radiation machine is operated only by an individual who can demonstrate to the 
department that he or she meets the standards described in this part. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5606   Temporary mammography authorization. 
  Rule  606.  (1)  The  department  may  issue  a  nonrenewable  temporary 
mammography authorization. A temporary authorization may only be issued if additional 
time is needed to allow the  submission  of  evidence  that  is satisfactory  to  the  
department  to  demonstrate  compliance  with   the provisions of R 325.5605. 
  (2) The department may withdraw a  temporary  authorization  before  its expiration if 
the radiation machine  does  not  meet  1  or  more  of  the criteria specified in R 
325.5605. 
 
  History:  1993 AACS. 
 
 
R 325.5607  Application. 
Rule 607.   (1) An applicant who seeks mammography authorization shall apply to the 
department using an application form that is supplied by the department.  If 
mammography is performed at more than 1 address, a separate application shall be used 
for each address.  An applicant shall accurately provide all information that is requested 
on the form.  The information submitted as part of the application shall be sufficient, as 
determined by the department, to address all of the standards for authorization.  
Applications that do not provide sufficient information shall be returned to the applicant 
for completion and resubmission.  Applications shall include all of the following 
information: 
  (a) Information about the facility, including all of the following: 
  (i) Mammography facility name, address, and telephone number. 
  (ii) Type of practice. 



  (iii) The facility registration number, if currently registered. 
  (iv) A contact person’s name and telephone number. 
  (b) Personnel information, including the education, training, experience, and 
certification of the lead interpreting physician, any qualified medical physicist who 
provides on-site consultation, and any radiologic technologist who performs 
mammography. 
  (c) Mammography machine technical information, including all of the following: 
  (i) Machine registration number, if currently registered. 
  (ii) Manufacturer. 
  (iii) Model. 
  (iv) Target material. 
  (v) Filter material. 
  (d) Imaging system information, including all of the following: 
  (i) The type of imaging system being used. 
  (ii) Review workstation monitor information, if the machine uses digital imaging. 
  (iii) Laser printer information, as applicable, for machines using digital imaging. 
  (iv) Film and screen information, if the machine uses screen-film imaging. 
  (v) Film processor information, if the machine uses screen-film imaging. 
  (e) The date of the most recent medical physicist survey. 
  (2) The department shall respond to an application within 30 days after the date of 
receipt of the application. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5608  Application fee schedule; waiver. 
Rule 608.   (1) An application form for mammography authorization shall be 
accompanied by a nonrefundable payment, in full, by the applicant, for department 
evaluation of compliance with the provisions of R 325.5605  (a).  The fee schedule is 
specified in the act. 
  (2) If an applicant for mammography authorization submits an evaluation report which 
is issued by the American college of radiology and which demonstrates compliance with 
the provisions of R 325.5605  (a), then the fee for department evaluation of compliance 
with the provisions of R 325.5605  (a) shall be waived. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5609   Application expiration. 
  Rule 609. An application for mammography authorization submitted to  the department 
shall expire 6 months from the date of the department's receipt of the completed 
application unless the time  limit  is  extended  by  the department. 
 
  History:  1993 AACS. 
 
 



R 325.5610  Supplemental machine information; effect of failure to submit information. 
Rule 610.   (1) Upon notice from the department that an application for mammography 
authorization is complete and complies with these rules and at the specific request of the 
department, the applicant shall, within 45 days of the department's request, provide all of 
the following information for each radiation machine for which mammography 
authorization is being sought: 
  (a) Confirmation that a department-approved mammography phantom is on-site when 
mammography is performed and is used in the facility's ongoing quality control program.   
  (b) Processor or laser film printer quality control data and corrective actions, if any, 
taken as a result of that data for a 30-day period beginning after the date the application 
was sent to the department. 
  (c) An x-ray image of a department-approved mammography phantom which is taken 
during the 30-day period for which processor quality control data is required under 
subdivision   (b) of this subrule.  The phantom image shall be taken using routine 
machine settings being used by the facility for that mammography machine for a 
4.2-centimeter compressed breast of average density.  The phantom image shall be 
accompanied by documentation of the date that the image was taken and the machine 
settings that were used.  
  (d) Determinations of the half-value layer, radiation exposure at skin entrance, and mean 
glandular dose that are made with the use of a department-approved dosimetry device 
exposed on the phantom during the same exposure of the phantom that is used to produce 
an x-ray image to be submitted under subdivision   (c) of this subrule or that are made by 
other methods as specified or approved by the department. 
  (e) A set of clinical images produced on or after the date that the application was sent to 
the department.  Mammography images shall be without pathology for each of 2 
representative patients, 1 with dense breasts and 1 with fatty breasts.  Stereotactic breast 
biopsy images shall be from 1 calcification biopsy case that demonstrates accurate needle 
location and includes the case’s corresponding mammograms.  The submitted images 
shall meet all of the following: 
  (i) The cases are examples of the facility’s best work. 
  (ii) The images are from actual patients. 
  (iii) Both screen-film and digital images are labeled with the identification information 
required in R 325.5657 for mammography images or R 325.5683 for stereotactic breast 
biopsy images. 
  (iv) The lead interpreting physician reviews and approves the clinical images. 
  (2) The department may waive the requirements of subrule   (1) of this rule if the 
mammography machine is accredited, or is in the process of becoming accredited, by the 
American college of radiology.  To have the requirements of subrule   (1) of this rule 
waived, an applicant shall provide, to the department, within 45 days of the department's 
request, copies of the applicant's current accreditation application, current accreditation-
related correspondence to and from the American college of radiology, or current 
accreditation certificate that is issued by the American college of radiology. 
  (3) Failure of an applicant to submit the information required by the provisions of either 
subrule   (1) or   (2) of this rule within 45 days of the department's request may be 
considered a basis for withdrawal or denial of the mammography authorization, unless 
the time limit is extended by the department for cause. 



 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5611 Contracts for technical evaluation. 
Rule 611.   (1) In evaluating clinical image quality and acceptability for mammography 
authorization, upon receipt of the information required in R 325.5610  (1)  (e), the 
department may enter into any necessary contracts with mammography experts, submit 
the images to those experts for technical evaluation, and rely upon their expert evaluation 
in arriving at a department conclusion regarding image quality and acceptability in terms 
of granting or not granting mammography authorization. 
  (2) Technical parameters that are used in evaluating clinical image quality and 
acceptability pursuant to subrule   (1) of this rule shall include judgments of all of the 
following: 
  (a) Positioning. 
  (b) Compression. 
  (c) Radiation exposure and dose level. 
  (d) Sharpness. 
  (e) Contrast. 
  (f) Noise. 
  (g) Exam identification. 
  (h) Artifacts. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5612  Notice of change in application information; authorization not transferable. 
Rule 612.   (1) A facility that is authorized to perform mammography shall notify the 
department, in writing, of any change in the information contained in the application or 
supporting material upon which authorization was granted or any change that affects the 
accuracy of information which is provided or obtained during the application and 
evaluation process for authorization.  Changes that shall be reported include changes in 
any of the following: 
  (a) Facility ownership. 
  (b) Facility location. 
  (c) Mammography machine. 
  (d) Image modality. 
  (e) American college of radiology accreditation status. 
  (2) Upon receipt of a notice of change, the department shall advise the facility if 
reapplication for mammography authorization, resubmittal of phantom or clinical images, 
or other actions are deemed by the department to be necessary to establish that the 
facility, machine, system, and personnel remain in compliance with the requirements of 
these rules.  Upon department request, a facility shall provide any requested information 
or materials within 45 days after the request is made. 



  (3) If changes in information are deemed to require reapplication for mammography 
authorization, the application shall be filed and processed in the same manner as set forth 
in R 325.5607 and R 325.5608. 
  (4) Mammography authorization that is issued by the department is not transferable 
between machines or between persons who own or lease a radiation machine. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5613  Authorization withdrawal; reinstatement. 
Rule 613.   (1) Three-year mammography authorization is subject to continued 
compliance with this part and the provisions of R 325.5001 to R 325.5721.  Authorization 
may be withdrawn based on evidence of noncompliance with this part and the provisions 
of R 325.5001 to R 325.5721 in accordance with the provisions of 1969 PA 306, MCL 
24.201 to 24.328. 
  (2) If the department withdraws the mammography authorization of a machine, the 
machine shall not be used for mammography.  An application for reinstatement of a 
mammography authorization shall be filed and processed in the same manner as an 
application for mammography authorization under R 325.5607 and R 325.5608. 
  (3) The department shall not issue a reinstated mammography authorization until the 
department receives the reinspection fee, inspects the machine, and determines that the 
facility meets the standards in R 325.5605. 
 
  History:  1993 AACS; 2013 AACS. 
 
 

MAMMOGRAPHY SUPERVISOR 
 
 
R  325.5617   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5618   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5619   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 

OPERATORS OF MAMMOGRAPHY EQUIPMENT 
 



 
R  325.5621   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5622   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5623   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5624   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5625   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 

PERSONNEL 
 
 
R 325.5626  Scope of personnel requirements. 
Rule 626. The requirements of R 325.5627 to R 325.5634 apply to all personnel involved 
in any aspect of mammography, including but not limited to, the production, processing, 
and interpretation of mammograms and related quality assurance activities. 
 
  History:  2013 AACS. 
 
 
R 325.5627  Interpreting physician initial qualifications. 
Rule 627. Before beginning to interpret mammograms independently, an interpreting 
physician shall meet all of the following requirements: 
  (a) Be licensed as a physician or osteopathic physician under article 15 of the act to 
practice medicine. 
  (b) Meet either of the following requirements: 
  (i) Be certified in radiology or diagnostic radiology by the American board of radiology, 
the American osteopathic board of radiology, or the royal college of physicians and 
surgeons of Canada; have been eligible for certification in radiology or diagnostic 



radiology for not more than 2 years; or, be certified or determined to be qualified in 
radiology or diagnostic radiology by another professional organization determined by the 
department to have procedures and requirements adequate to ensure that physicians 
certified by the body are competent to interpret radiological procedures, including 
mammography. 
  (ii) If the physician has been eligible for certification in radiology or diagnostic 
radiology for less than 2 years, he or she shall have had at least 3 months of documented 
formal training in the interpretation of mammograms and in topics related to 
mammography.  The training shall include instruction in radiation physics, including 
radiation physics specific to mammography, radiation effects, and radiation protection.  
The mammographic interpretation component of the training shall be under the direct 
supervision of a physician who meets the requirements of this rule. 
  (c) Have a minimum of 60 hours of documented medical education in mammography, 
including instruction in the interpretation of mammograms and education in basic breast 
anatomy, pathology, physiology, technical aspects of mammography, and quality 
assurance and quality control in mammography.  All 60 of these hours shall be category 1 
and at least 15 of the category 1 hours shall have been acquired within the 3 years 
immediately prior to the date that the physician qualifies as an interpreting physician.  
Hours spent in residency specifically devoted to mammography are considered as 
equivalent to category 1 continuing education credits and shall be accepted if documented 
in writing by the appropriate representative of the training institution.  A physician who 
meets the board certification requirements of subdivision   (b)  (i) of this rule is deemed 
to have met this requirement. 
  (d) Have interpreted or multi-read at least 240 mammographic examinations within the 
6-month period immediately prior to the date that the physician qualified as an 
interpreting physician.  The interpretation or multi-reading shall be under the direct 
supervision of an interpreting physician.  A physician who becomes appropriately board 
certified at the first allowable time, as defined by an eligible certifying body, shall have 
interpreted or multi-read at least 240 mammographic examinations under the direct 
supervision of an interpreting physician in any 6-month period during the last 2 years of a 
diagnostic radiology residency.  A physician who was qualified to interpret 
mammograms prior to the effective date of this rule is considered to have met the 
requirements of this subdivision. 
 
  History:  2013 AACS. 
 
 
R 325.5628  Interpreting physician continuing experience and education. 
Rule 628.  An interpreting physician shall maintain his or her qualifications by meeting 
the continuing experience and education requirements of 21 C.F.R. 900.12  (a)  (1)  (ii), 
“Personnel – Interpreting physicians – Continuing experience and education”   (2000). 
 
  History:  2013 AACS. 
 
 
R 325.5629  Interpreting physician reestablishment of qualifications. 



Rule 629. An interpreting physician who failed to maintain the required continuing 
experience or continuing education requirements of R 325.5628 shall reestablish his or 
her qualifications before resuming the independent interpretation of mammograms by 
meeting the reestablishing qualifications requirements of 21 C.F.R. 900.12  (a)  (1)  (iv), 
“Personnel – Interpreting physicians – Reestablishing qualifications”   (2000). 
 
  History:  2013 AACS. 
 
 
R 325.5630  Radiologic technologists. 
Rule 630.  All mammographic examinations shall be performed by a radiologic 
technologist who meets the general requirements, mammography requirements, 
continuing education requirements, and continuing experience requirements of 21 C.F.R. 
900.12  (a)  (2), “Radiologic technologists”   (2000), with the exception of 21 C.F.R. 
900.12  (a)  (2)  (i)  (A). 
 
  History:  2013 AACS. 
 
 

RADIATION PHYSICIST 
 
 
R  325.5631   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5632   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5633   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5634  Medical physicists. 
  Rule 634. A medical physicist who conducts surveys of mammography facilities and 
provides oversight of a facility’s quality assurance program shall meet the initial 
qualifications, continuing qualifications and reestablishing qualification requirements of 
21 C.F.R. 900.12  (a)  (3), “Medical physicists”   (2000). 
 
  History:  2013 AACS. 
 
 



R 325.5635  Retention of personnel records. 
  Rule 635.  A mammography facility shall maintain records to document the 
qualifications of all personnel who work at the facility as interpreting physicians, 
radiologic technologists, or medical physicists.  These records shall be made available for 
review during department inspections.  Records of personnel no longer employed by the 
mammography facility shall be kept on file until the next inspection following the 
employee’s termination has been completed, and the department determines that the 
facility complies with the personnel requirements. 
 
  History:  2013 AACS. 
 
 

X-RAY EQUIPMENT 
 
 
R 325.5637  X-ray equipment; requirements. 
Rule 637.   (1)  The mammographic x-ray equipment shall be maintained in compliance 
with the applicable regulations in 21 C.F.R. 1020.30, “Diagnostic x-ray systems and their 
major components”   (2007), and 21 C.F.R. 1020.31, “Radiographic equipment”   (2005).  
  (2) The mammography machine, x-ray film, intensifying screens, film processing 
solutions, film illumination, and film masking devices shall meet the requirements of 21 
C.F.R. 900.12  (b), “Equipment”   (2000). 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5638   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5639   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5640   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5641   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 



R  325.5642   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5643   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5644   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5645   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5646   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5647   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5648   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5649   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5650   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5651   Rescinded. 



 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5652   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5655  Enclosure requirements; use of mobile equipment. 
  Rule 655.   (1) A fixed x-ray equipment enclosure shall comply with the requirements of 
R 325.5331. 
  (2) For mammography, the operator's barrier shall provide radiation protection that is 
equivalent to not less than 0.5 millimeter of lead when the maximum tube potential is less 
than or equal to 35 kilovolts and 0.8 millimeter of lead when the maximum tube potential 
is greater than 35 kilovolts. 
  (3) An individual operating a mobile or portable mammography machine shall wear a 
protective apron of a minimum 0.5 millimeter lead equivalence unless shielding is 
provided as specified in subrule   (2) of this rule. 
  (4) Mobile or portable mammography equipment used routinely in 1 location shall be 
considered a fixed installation and shall comply with the requirements of R 325.5331. 
  (5) Mobile or portable mammography equipment shall not be used for routine 
mammography in hospitals or private offices of practitioners of the healing arts.  This 
equipment shall be used only when it is medically inadvisable to move a patient to a fixed 
mammographic installation. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5656  Conditions of operation. 
  Rule 656. The operation of each mammography x-ray machine shall comply with 
R 325.5333. 
 
  History:  1993 AACS; 2013 AACS. 
 
 

MEDICAL RECORDS AND MAMMOGRAPHY REPORTS 
 
 
R 325.5657  Medical records and mammography reports. 
  Rule 657.  A mammography facility shall comply with 21 C.F.R. 900.12  (c), “Medical 
records and mammography reports”   (2000), except that the reference to retention of 
records in 21 C.F.R. 900.12  (c)  (4)  (i) is changed from “not less than 5 years” to “not 
less than 7 years” in accordance with MCL 333.20175. 
 
  History:  2013 AACS. 



 
QUALITY ASSURANCE 

 
 
R 325.5658  Quality assurance - general. 
  Rule 658. A mammography facility shall comply with 21 C.F.R. 900.12  (d), “Quality 
assurance general”   (2000). 
 
  History:  2013 AACS. 
 
 

QUALITY CONTROL 
 
 
R  325.5659   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5660   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5661   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5662   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5663   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5664   Rescinded. 
 
  History:  1993 AACS; 2013 AACS. 
 
 
R  325.5665   Rescinded. 
 



  History:  1993 AACS; 2013 AACS. 
 
 
R 325.5667 Quality assurance – equipment. 
Rule 667.  A mammography facility shall comply with 21 C.F.R. 900.12  (e), “Quality 
assurance – equipment”   (2000). 
 
  History:  2013 AACS. 
 
 
R 325.5668  Quality assurance - mammography medical outcomes audit; mammographic 
procedure and techniques for mammography of patients with breast implants; consumer 
complaint mechanism; and clinical image quality. 
Rule 668.  A mammography facility shall comply with 21 C.F.R. 900.12  (f), “Quality 
assurance – mammography medical outcomes audit”   (2000); 21 C.F.R. 900.12  (g), 
“Mammographic procedure and techniques for mammography of patients with breast 
implants”   (2000); 21 C.F.R. 900.12  (h), “Consumer complaint mechanism”   (2000) 
and 21 C.F.R. 900.12  (i), “Clinical image quality”   (2000). 
 
  History:  2013 AACS. 
 
 
R 325.5669   Alternative requirements for personnel, x-ray equipment, medical records 
and mammography reports, and quality assurance. 
Rule 669.  The department may accept alternatives to a quality standard under 21 CFR 
900.12 that have been approved by the U.S. Food and Drug Administration under 21 
CFR 900.18, “Alternative requirements for § 900.12 quality standards”   (2000). 
 
  History:  2013 AACS. 
 
 

STEREOTACTIC BREAST BIOPSY 
 

PERSONNEL 
 
 
R 325.5674  Radiologic technologists. 
Rule 674.  All stereotactic breast biopsy procedures shall be performed by a radiologic 
technologist who meets all of the following requirements: 
  (a) Initial qualifications.  Before beginning to perform stereotactic breast biopsy 
procedures independently, a technologist shall do all of the following: 
  (i) Meet the requirements of R 325.5630. 
  (ii) Have 3 hours of category A continuing education units in stereotactic breast biopsy. 
  (iii) Have performed 5 stereotactic breast biopsy procedures under supervision of a 
stereotactic breast biopsy physician or a qualified stereotactic breast biopsy technologist. 



  (b) Continuing experience.  Following the second anniversary date of the end of the 
calendar quarter in which the initial qualifications of subdivision   (a) of this rule were 
completed, the stereotactic breast biopsy technologist shall have performed at least 24 
stereotactic breast biopsy procedures during the 24 months immediately preceding the 
date of the facility's annual inspection or the last day of the calendar quarter preceding the 
inspection or any date in between the 2.  The facility shall choose 1 of these dates to 
determine the 24-month period. 
  (c) Continuing education.  A technologist shall comply with the American registry of 
radiologic technologist’s requirements for continuing education for the imaging modality 
in which he or she performs services.  The continuing education shall include credits 
pertinent to stereotactic breast biopsy. 
 
  History:  2013 AACS. 
 
 
R 325.5675  Medical physicists. 
Rule 675.  A stereotactic breast biopsy medical physicist shall meet all of the following 
requirements: 
  (a) Initial qualifications.  Before independently performing surveys of stereotactic breast 
biopsy facilities a medical physicist shall have complied with all of the following: 
  (i) Met the requirements of R 325.5634. 
  (ii) Have performed 1 hands-on stereotactic breast biopsy physics survey under a 
qualified stereotactic breast biopsy medical physicist or 3 independent stereotactic breast 
biopsy surveys before the effective date of this rule. 
  (b) Continuing experience.  Following the second anniversary date of the end of the 
calendar quarter in which the initial qualifications of subdivision   (a) of this rule were 
completed, the stereotactic breast biopsy medical physicist shall have performed at least 2 
stereotactic breast biopsy physics surveys during the 24 months immediately preceding 
the date of the facility's annual inspection or the last day of the calendar quarter preceding 
the inspection or any date in between the 2.  The facility shall choose 1 of these dates to 
determine the 24-month period. 
  (c) Continuing education.  Following the third anniversary date of the end of the 
calendar quarter in which the initial qualifications of subdivision   (a) of this rule were 
completed, the stereotactic breast biopsy medical physicist shall have completed at least 3 
continuing medical education credits in stereotactic breast biopsy during the 36 months 
immediately preceding the date of the facility's annual inspection or the last day of the 
calendar quarter preceding the inspection or any date in between the 2.  The facility shall 
choose 1 of these dates to determine the 36-month period. 
 
  History:  2013 AACS. 
 
 

X-RAY EQUIPMENT 
 
 
R 325.5676  Equipment requirements. 



Rule 676.   (1) The stereotactic breast biopsy mammographic x-ray equipment shall 
comply with the requirements of R 325.5325  (1) and   (17) to   (23). 
  (2) A machine that is used for stereotactic breast biopsy shall be 1 of the following: 
  (i) A radiation machine that is specifically designed to perform stereotactic breast 
biopsy. 
  (ii) A mammography machine with a specially designed add-on device for breast 
biopsy. 
  (iii) A mammography machine that exclusively uses lateral arm devices if the needle 
can be seen in 2 ways in relation to the target lesion. 
 
  History:  2013 AACS. 
 
 
R 325.5677  Enclosures; use of mobile equipment. 
Rule 677.   (1) A fixed x-ray equipment enclosure shall comply with R 325.5331. 
  (2) For stereotactic breast biopsy, the operator's barrier shall provide radiation 
protection that is equivalent to not less than 0.5 millimeter of lead when the maximum 
tube potential is less than or equal to 35 kilovolts and 0.8 millimeter of lead when the 
maximum tube potential is greater than than 35 kilovolts. 
  (3) An individual operating mobile or portable stereotactic breast biopsy equipment 
shall wear a protective apron of a minimum 0.5 millimeter lead equivalence unless 
shielding is provided as specified in subrule   (2) of this rule. 
  (4) Mobile or portable stereotactic breast biopsy equipment used routinely in 1 location 
shall be considered a fixed installation and shall comply with the requirements of 
R 325.5331. 
  (5) Mobile or portable stereotactic breast biopsy equipment shall not be used for routine 
mammography in hospitals or private offices of physicians or osteopathic physicians.  
This equipment shall be used only when it is medically inadvisable to move a patient to a 
fixed mammographic installation. 
 
  History:  2013 AACS. 
 
 
R 325.5678  Conditions of operation. 
Rule 678. The operation of a mammography x-ray machine shall comply with 
R 325.5333. 
 
  History:  2013 AACS. 
 
 

MEDICAL RECORDS AND STEREOTACTIC BREAST BIOPSY REPORTS 
 
 
R 325.5679  Report contents. 



Rule 679.  A stereotactic breast biopsy facility shall prepare a written report of the results 
of each stereotactic breast biopsy procedure. The stereotactic breast biopsy report shall 
include all of the following information:  
  (a) The name of the patient and an additional unique patient identifier. 
  (b) The date of the procedure. 
  (c) The name of the stereotactic breast biopsy physician who conducted the procedure. 
  (d) The procedure performed. 
  (e) Designation of the left or right breast. 
  (f) Description and location of the lesion. 
 
  History:  2013 AACS. 
 
 
R 325.5681  Communication of stereotactic breast biopsy results to health care providers. 
Rule 681.  When a patient has a referring health care provider or a patient has named a 
health care provider, the stereotactic breast biopsy facility shall provide a written report 
of the stereotactic breast biopsy procedure, including the items listed in R 325.5679, to 
that health care provider not later than 30 days after the date that the stereotactic breast 
biopsy procedure was performed. 
 
  History:  2013 AACS. 
 
 
R 325.5682  Record keeping. 
Rule 682.    (1) A facility that performs stereotactic breast biopsy procedures shall 
comply with both of the following:  
  (a) Maintain stereotactic breast biopsy images and reports in a permanent medical 
record of the patient for a period of not less than 7 years, or not less than 10 years if no 
additional stereotactic breast biopsy procedures of the patient are performed at the 
facility. 
  (b) Upon request by, or on behalf of, a patient, permanently or temporarily transfer the 
original stereotactic breast biopsy images and copies of the patient's reports to any of the 
following:  
  (i) A medical institution. 
  (ii) A patient’s physician. 
  (iii) The patient directly. 
  (2) Any fee a facility charges a patient for providing the services specified in subrule   
(1)  (b) of this rule shall not exceed the documented costs associated with this service. 
 
  History:  2013 AACS. 
 
 
 R 325.5683  Stereotactic breast biopsy image identification. 
Rule 683.  A stereotactic breast biopsy image shall have the following information 
indicated on it in a permanent, legible, and unambiguous manner and placed so as not to 
obscure anatomic structures:  



  (a) Name of patient and an additional unique patient identifier. 
  (b) Date of the procedure. 
  (c) Designation of left or right breast. 
  (d) Cassette identification, if applicable. 
  (e) Stereotactic breast biopsy unit identification if there is more than 1 unit in the 
facility. 
 
  History:  2013 AACS. 
 
 

QUALITY ASSURANCE 
 
 
R 325.5684  Quality assurance – general. 
Rule 684.  A stereotactic breast biopsy facility shall establish and maintain a quality 
assurance program to ensure the safety, reliability, clarity, and accuracy of stereotactic 
breast biopsy services performed at the facility. 
 
  History:  2013 AACS. 
 
 
R 325.5685  Responsible individuals. 
Rule 685.  Responsibility for the quality assurance program and for each of its elements 
shall be assigned to the following individuals who are qualified for their assignments: 
  (a) Lead stereotactic breast biopsy physician. The facility shall identify a lead 
stereotactic breast biopsy physician who shall be responsible for ensuring that the quality 
assurance program meets all requirements of R 325.5684 to R 325.5698. No other 
individual shall be assigned or shall retain responsibility for quality assurance tasks 
unless the lead stereotactic breast biopsy physician has determined that the individual is 
qualified to perform the assignment. 
  (b) Stereotactic breast biopsy physicians. All stereotactic breast biopsy physicians 
conducting stereotactic breast biopsy procedures for the facility shall do both of the 
following:  
  (i) Follow the facility’s procedures for corrective action when the images they are asked 
to interpret are of poor quality. 
  (ii) Participate in the facility's medical outcomes audit program. 
  (c) Medical physicist. The facility shall have the services of a medical physicist 
available to survey stereotactic breast biopsy equipment and oversee the equipment-
related quality assurance practices of the facility. The medical physicist shall be 
responsible for performing the surveys and stereotactic breast biopsy equipment 
evaluations and providing the facility with the reports described in R 325.5693 and 
R 325.5694. 
  (d) Quality control technologist. Responsibility for tasks within the quality assurance 
program not assigned to the lead stereotactic breast biopsy physician or the medical 
physicist shall be assigned to a quality control technologist. The tasks are to be performed 
by the quality control technologist, but may be delegated to other qualified personnel by 



the quality control technologist. When other personnel are utilized for these tasks, the 
quality control technologist shall ensure that they were completed in compliance with 
R 325.5687. 
 
  History:  2013 AACS. 
 
 
R 325.5686  Quality assurance records. 
Rule 686.    (1) The lead stereotactic breast biopsy physician, quality control technologist, 
and medical physicist shall ensure that records concerning the following items are 
properly maintained and updated: 
  (a) Stereotactic breast biopsy techniques and procedures. 
  (b) Quality control, including monitoring data and corrective actions taken. 
  (c) Safety. 
  (d) Employee qualifications to meet assigned quality assurance tasks.  
  (2) The quality assurance records specified in subrule   (1) of this rule shall be kept for 
each test specified in R 325.5684 to R 325.5698 until the next annual inspection has been 
completed and the department has determined that the facility is in compliance with the 
quality assurance requirements, or until the test has been performed 2 additional times at 
the required frequency, whichever is longer. 
 
  History:  2013 AACS. 
 
 
R 325.5687  Radiologic technologist quality control tests. 
Rule 687.  A stereotactic breast biopsy facility shall have a radiologic technologist 
perform the following quality control tests at the intervals specified in this rule: 
  (a) A localization accuracy test shall be performed daily before the equipment is used on 
patients.  Each of the indicated needle tip coordinates shall be within 1 millimeter of the 
actual preset needle tip location. 
  (b) A phantom image evaluation shall be performed at least weekly.  The phantom 
image shall achieve at least the minimum score established in R 325.5689. 
  (c) A hard copy output quality test shall be performed at least monthly, if hard copies 
are produced from digital data. 
  (d) A compression test shall be performed at least semiannually.  The maximum 
compression force for the power drive mode shall be between 25 pounds and 45 pounds. 
  (e) A repeat analysis shall be performed at least semiannually.  If the overall repeat or 
reject rate exceeds 20% based on an image volume of not less than 150 patients, the 
reason for the change shall be determined.  A repeat analysis shall be assessed 
semiannually even if fewer than 150 patients are examined during that period. 
  (f) If stereotactic breast biopsy is performed using a screen-film  system, the following 
tests shall be required: 
  (i) A processor quality control test shall be performed at least daily.  Film processors 
used to develop stereotactic breast biopsy films shall be adjusted and maintained to meet 
the technical development specifications for the mammography film in use. A processor 
performance test shall be performed at the beginning of each operational day before 



processing any clinical images. The test shall use the mammography film used clinically 
at the facility and shall include an assessment of base plus fog density, mid-density, and 
density difference as follows: 
  (A) The base plus fog density shall be within 0.03 of the established operating level. 
  (B) The mid-density shall be within plus or minus 0.15 of the established operating 
level. 
  (C) The density difference shall be within plus or minus 0.15 of the established 
operating level. 
  (ii) An analysis of fixer retention in film assessed at least quarterly.  The residual fixer 
shall be not more than 5 micrograms per square centimeter. 
  (iii) A screen-film contact test shall be performed at least semiannually.  Testing for 
screen-film contact shall be conducted using 40 mesh copper screen.  All cassettes used 
in the facility for stereotactic breast biopsy shall be tested. 
  (iv) A test of darkroom fog shall be performed at least semiannually.  The optical 
density attributable to darkroom fog shall not exceed 0.05 when a mammography film of 
the type used in the facility, which has a mid-density of not less than 1.2 optical density, 
is exposed to typical darkroom conditions for 2 minutes while such film is placed on the 
counter top emulsion side up.  
 
  History:  2013 AACS. 
 
 
R 325.5688  Annual medical physicist’s quality control tests. 
Rule 688.  A stereotactic breast biopsy facility shall have the medical physicist perform 
the following quality control tests at least annually after equipment installation: 
  (a) Collimation assessment that meets either of the following: 
  (i) For screen-film systems, the x-ray field shall be contained within the image receptor 
on all 3 sides except the chest wall edge.  The x-ray field shall not extend beyond the 
chest wall edge of the image receptor by more than 2% of the source-to-image receptor 
distance. 
  (ii) For digital image receptors, the x-ray field may extend beyond the edge of the image 
receptor on all 4 sides, but no edge of the x-ray field shall extend beyond the image 
receptor by more than 5 millimeters on any side.  Distances shall be measured in, or 
referred to, the plane of the digital image receptor. 
  (b) Focal spot performance and system limiting spatial resolution.  Assess consistency 
of system-limiting resolution over time and in comparison to acceptance testing results 
using a line pair test pattern. 
  (c) Kilovoltage peak   (kVp) accuracy and reproducibility.  The kVp shall be accurate to 
within plus or minus 5% of the indicated or selected kVp.  The coefficient of variation of 
reproducibility of the kVp shall be equal to or less than 0.02 at the most commonly used 
clinical settings of kVp. 
  (d) Beam quality assessment.  The half-value layer   (HVL) shall be equal to or greater 
than the value kVp/100 in units of millimeter of aluminum. 
  (e) Automatic exposure control system or manual exposure performance assessment that 
meets either of the following: 



  (i) For screen-film systems, the image optical density shall be within plus or minus 0.15 
of the mean optical density when thicknesses of a homogeneous material is varied over a 
range of 4 to 8 centimeters using the clinical techniques for each thickness.  If the optical 
densities do not meet this criterion, the medical physicist shall develop a technique chart 
which meets this criterion. 
  (ii) For digital systems, the signal value at the center of the digital field of view shall 
remain within 20% of the signal obtained for the 4 centimeter phantom when thicknesses 
of a homogeneous material is varied over a range of 4 to 8 centimeters using the clinical 
techniques for each thickness.  If the signal values do not meet this criterion, the medical 
physicist shall develop technique chart which meets this criterion. 
  (f) Image receptor speed uniformity that meets either of the following: 
  (i) For screen-film systems, the difference between the maximum and minimum optical 
densities of all the cassettes in the facility shall not exceed 0.30. 
  (ii) For digital systems, the signal-to-noise ratios   (SNR) measured in each corner of the 
image shall be within plus or minus 15% of the SNR measured at the center of the field 
of view. 
  (iii) For digital systems that are not equipped with region of interest signal 
measurements, the machine will meet the receptor uniformity requirements specified by 
the manufacturer. 
  (g) Breast entrance exposure, average glandular dose, and exposure reproducibility.  The 
coefficient of variation for both air kerma and mAs shall not exceed 0.05.  The average 
glandular dose delivered during a single exposure of a department-approved phantom 
simulating a standard breast shall not exceed 3.0 milligray   (300 millirad) per exposure. 
  (h) Image quality evaluation.  An image of a department-approved phantom shall 
achieve at least the minimum score established in R 325.5689. 
  (i) Artifact evaluation.  System artifacts shall be evaluated with a high-grade, defect-free 
sheet of homogeneous material large enough to cover the full area of the exposed image 
receptor on the breast support assembly. 
  (j) Localization accuracy test.  Using a phantom made of gelatin or similar material, the 
biopsy needle shall capture the intended object in the phantom. 
 
  History:  2013 AACS. 
 
 
R 325.5689  Phantom image scores. 
Rule 689.  A stereotactic breast biopsy phantom image score for the tests required in rules 
R 325.5687  (b) and R 325.5688  (h) shall be not less than the values specified in table 
689: 
 
TABLE 689 
Image 
System 

Standard Mammography Phantom Mini Stereotactic Phantom 
Fibers Speck 

Groups 
Masses Fibers Speck 

Groups 
Masses 

Screen-film 4.0 3.0 3.0 2.0 2.0 2.0 
Digital 5.0 4.0 3.5 3.0 3.0 2.5 
 



  History:  2013 AACS. 
 
 
R 325.5690  Dosimetry. 
Rule 690. The average glandular dose delivered during a single exposure of a 
department-approved phantom simulating a standard breast shall not exceed 3.0 milligray   
(300 millirad) per exposure. The dose shall be determined with technique factors and 
conditions used clinically for a standard breast. 
 
  History:  2013 AACS. 
 
 
R 325.5691  Quality assurance for mobile units. 
Rule 691.  A stereotactic breast biopsy facility shall verify that mammography units used 
to produce interventional mammograms at more than 1 location meet the requirements in 
R 325.5687 to R 325.5690. At each examination location and before any examinations 
are conducted, the facility shall verify satisfactory performance of these units by using a 
test method that establishes the adequacy of the image quality produced by the unit. 
 
  History:  2013 AACS. 
 
 
R 325.5692  Use of quality assurance test results. 
Rule 692.   (1) After completion of tests specified in R 325.5687 to R 325.5691, the 
facility shall compare the test results to the corresponding specified action limits or the 
limits established by the facility to verify the image quality of mobile units following a 
move. 
  (2) If the test results fall outside of the action limits, the source of the problem shall be 
identified and corrective actions shall be taken within the following time frames: 
  (a) Before any further examinations are performed or any films are processed using a 
component of the mammography system that failed any of the tests described in 
R 325.5687  (a),  (b),  (d),  (f)  (i),   (f)  (iii),   (f)  (iv); R 325.5688  (g) and   (h); or 
R 325.5691. 
  (b) Within 30 days of the test date for all other tests described in R 325.5687 to 
R 325.5691. 
 
  History:  2013 AACS. 
 
 
R 325.5693  Medical physicist surveys. 
Rule 693.   (1)  A stereotactic breast biopsy facility shall annually undergo a survey by a 
medical physicist or by an individual under the direct supervision of a medical physicist. 
The survey shall include, at a minimum, the performance of tests to ensure that the 
facility meets the quality assurance requirements of the annual tests described in 
R 325.5688 and the weekly phantom image quality test as provided in R 325.5687  (b). 



  (2) The results of all tests conducted by the facility in accordance with R 325.5687 to 
R 325.5691 and written documentation of any corrective actions taken and their results 
shall be evaluated for adequacy by the medical physicist performing the survey. 
  (3) The medical physicist shall prepare a survey report that includes a summary of this 
review and recommendations for necessary improvements. 
  (4) The survey report shall be provided to the facility within 30 days of the date of the 
survey. 
  (5) The survey report shall be dated and signed by the medical physicist who performed 
or supervised the survey. If the survey was performed entirely or in part by an individual 
under the direct supervision of the medical physicist, that individual and the part of the 
survey that individual performed shall be identified in the survey report. 
 
  History:  2013 AACS. 
 
 
R 325.5694  Mammography equipment evaluations. 
Rule 694.    (1)  Additional evaluations of stereotactic breast biopsy units or image 
processors shall be conducted whenever a new unit or processor is installed, a unit or 
processor is disassembled and reassembled at the same or a new location, or major 
components of a stereotactic breast biopsy unit or processor equipment are changed or 
repaired.  These evaluations shall be used to determine whether the new or changed 
equipment meets the requirements of R 325.5676 to R 325.5678 and R 325.5687 to 
R 325.5691, as applicable.  Problems revealed by the evaluation shall be corrected before 
the new or changed equipment is put into service for procedures or film processing.   
  (2) The equipment evaluations specified in subrule   (1) of this rule shall be performed 
by a medical physicist or by an individual under the direct supervision of a medical 
physicist. 
 
  History:  2013 AACS. 
 
 
R 325.5695  Cleanliness in facilities using screen-film systems. 
Rule 695.    (1)  A stereotactic breast biopsy facility shall establish and implement 
protocols for maintaining darkroom, screen, and view box cleanliness. 
  (2) The facility shall document that all cleaning procedures are performed at the 
frequencies specified in the protocols. 
 
  History:  2013 AACS. 
 
 
R 325.5696  Calibration of air kerma measuring instruments. 
Rule 696.  Instruments used by a medical physicist in his or her annual survey to measure 
the air kerma or air kerma rate from a stereotactic breast biopsy unit shall be calibrated 
once every 2 years and each time the instrument is repaired.  The instrument calibration 
must be traceable to a national standard and calibrated with an accuracy of plus or minus 
6 percent   (95 percent confidence level) in the mammography energy range. 



 
R 325.5697  Infection control. 
Rule 697.  A stereotactic breast biopsy facility shall establish and comply with 
procedures to be followed for cleaning and disinfecting stereotactic breast biopsy 
equipment after contact with blood or other potentially infectious materials. The 
procedures shall include methods for documenting facility compliance with the infection 
control procedures. 
 
  History:  2013 AACS. 
 
 
R 325.5698  Medical outcomes audit. 
Rule 698.  A stereotactic breast biopsy facility shall establish and maintain a stereotactic 
breast biopsy medical outcomes audit program that complies with the following:  
  (a) General requirements. A stereotactic breast biopsy facility shall establish a system to 
collect and review all of the following data: 
  (i) Total number of procedures. 
  (ii) Total number of cancers found. 
  (iii) Total number of benign lesions. 
  (iv) Total number of stereotactic breast biopsy needing repeat biopsy. 
  (v) Total number of complications. 
  (b) Frequency of audit analysis. The facility's first audit analysis shall be initiated not 
later than 12 months after the date the facility becomes registered with the department, or 
12 months after the effective date of this rule, whichever date is later. The audit analysis 
shall be completed within an additional 12 months to permit completion of procedures 
and data collection. Subsequent audit analyses shall be conducted at least once every 12 
months. 
  (c) Audit stereotactic breast biopsy physician. A stereotactic breast biopsy facility shall 
designate at least 1 stereotactic breast biopsy physician to review the medical outcomes 
audit data at least once every 12 months. This physician shall record the dates of the audit 
period; analyze results based on the audit; document the results; and notify other 
stereotactic breast biopsy physicians of the results and the facility’s aggregate results. 
The audit stereotactic breast biopsy physician shall ensure that any follow-up actions are 
documented. 
 
  History:  2013 AACS. 


