	Breast Imaging Standard Operating Guidelines
UW Health



	Title: Breast Imaging Outreach

	General Principles: The Standard Operating Guidelines (SOGs) for Breast Imaging at UW Health are meant as a framework for the best practices in the care of our patients to standardize and coordinate care across locations.  They are guidelines and can be modified, if necessary, in individual situations based on the clinical judgment of the radiologist, if it is determined to be in the best interest of the patient.
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	Goal: To provide guidance for the interpretive breast imaging services to outreach sites.
Objectives: To provide high quality interpretation that meets standard operating guidelines and national benchmarks for optimal patient care.
Guiding Principles: High quality breast imaging involves having a radiologist provide interpretive services for the multi-modality practice of breast imaging. A common/unified workflow and reporting environment are required.  The report turn-around times, scope of practice, and standards of care would be as per the Standard Operating Guidelines (SOGs) of the UW Health Breast Imaging Practice and consistent with other UW Health policies.

Prior to any outreach contract that offers breast imaging services, the following must be evaluated: 1) image quality of all modalities (and all machines for each modality), 2) available personnel (lead technologist, accredited technologists, administrative leads and clinical coordinator) and clarity of roles and responsibilities, 3) Medical physics resources, and 4) study volume broken down by study type (including screening vs. diagnostic mammography).  With this information, a staffing model to provide an estimate of onsite presence and overall staffing requirements can be made.  In addition, with this information, the amount of administrative time allocated for the physician leader spearheading this initiative  to support the program will be calculated and a Medical Directorship role will be clearly determined and articulated in the contract as an amendment.  This SOG will also be provided as an Exhibit to any outreach contracts that offer breast imaging services.
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Mammography:

1) General Concepts

a) All mammography is performed with digital technology.  

b) Mammography imaging equipment must conform to current state of the art specifications for breast imaging. (This will be specified and guided by UW Health as well as national groups)  These specifications will change with the advances in technology.

c) All technologists are ARRT certified in breast imaging in order to perform mammography.

d) If the patient does not have existing digitized comparison exams in the system, then attempts should be made to retrieve prior imaging in advance of the patient’s scheduled appointment. Availability of prior comparisons improves quality of interpretation and decreases false positives. A minimum of 3 years of comparisons, preferably more should be available to the radiologist for mammographic interpretation.  Outside reports should also be scanned into PACS along with the respective images.  If comparisons are analog, these should be scanned into PACs by the outreach site as per the policy above.

e) Adequate mammographic positioning is expected.  If images are not technically adequate and patient positioning is determined to be consistently suboptimal by the interpreting radiologists, additional training for the technologists will be recommended and is expected to be performed within an agreed upon timeline.

f) Expenses for any additional technologist training should be paid by the outreach institution.

2) Screening mammography:

a) Screening mammography should be performed as per ACR guidelines and does not require radiologists to be on site.

b) If a patient presents for a screening mammogram and there is a new clinical concern (per ACR guidelines, attached), the technologist should discuss the case with the radiologist reading breast imaging.  If there is not a breast imaging radiologist available, the patient should be rescheduled and return for a diagnostic work-up on a different date. Careful documentation of this communication and decision should be made so that the radiologist is aware of the symptom and the ultimate decision.

i) Examples of indications for Diagnostic Mammography according to the ACR (attached):

(1) “Women with a specific focus of clinical concern including, but not limited to, mass, induration, axillary lymphadenopathy, some types of nipple discharge, skin changes, or persistent focal areas of pain or tenderness.”
(2) “Recommended for short-interval follow-up (e.g., less than 1 year) for probably benign radiographic findings as defined by the ACR Breast Imaging Reporting and Data System (BIRADS ®)”
(3) “Whose examination requires direct involvement of the radiologist for special views, physical breast examination, or consultation.”
c) Outreach sites may choose to offer screening mammography only.  For those sites, diagnostic breast imaging will be offered at a current UW Health Breast Center that performs diagnostic imaging. 
1) Diagnostic mammography

a) Diagnostic mammography is performed with a radiologist present on site. 

b) Add-on diagnostic mammograms should be approved by the onsite radiologist and will depend on radiologist availability. 

c) Standard protocols will be given to the outreach site for diagnostic work-ups to guide initial images prior to radiologist review.

d) In the interest of responsible resource allocation, on site radiologists should be maximally scheduled for studies that require their physical presence including diagnostic mammography, breast ultrasound, and biopsies. The outreach site will be responsible for scheduling the appropriate workload/volume of these types of studies when radiologists are present. 

Ultrasound:

1. Diagnostic breast US is performed with a radiologist present on site. 

2. Ultrasound imaging equipment must conform to current state of the art specifications for breast imaging.  (This will be specified and guided by UW Health as well as national groups).  These specifications will change with the advances in technology.

3. Criteria for image annotation and capture will be delineated based on UW Health Standard Operating Guidelines and national accreditation standards.

4. The technologist performing breast ultrasound should have breast specific ultrasound training prior to performing breast ultrasound and must be state certified sonographer (as per accreditation standards at UW Health).  

5. Diagnostic mammography and diagnostic breast ultrasound should be available to patients at the same location on the same day.  
6. Screening Breast Ultrasound will not be offered.

Breast MR:

1. Diagnostic Breast MRI and MRI-guided biopsy can be offered at UW Health for outreach patients if the outreach facility does not perform breast MRI or if the outreach facility is not ACR accredited.

2. If the outreach site would like to provide breast MRI services, the first step is for the outreach site to obtain ACR Breast MRI Accreditation. The outreach site will be solely responsible for allocating resources and expertise to accomplish this accreditation before interpretive services will be considered.

3. The final determination for the adequacy of the breast MRI protocol/equipment will be made by the lead interpreting physician assigned to the outreach site.  ACR accreditation does not guarantee that interpretative services for Breast MRI will be provided.

4. If Breast MRI services are desired and ACR accreditation is being pursued, Breast MRI imaging protocols should be standardized to the UW Health protocol to enable uniform image processing and interpretation to the degree possible.  

5. If Breast MRI interpretative services are ultimately provided, then the outreach facility is responsible for contracting with Hologic® to obtain Aegis computer aided evaluation software and technical support services (required for Breast MRI interpretation) and standardizing post-processing algorithms to standard UW Health protocols in advance of providing this service.

6. MRI imaging equipment (including scanners, platform, and breast coil) and protocols should be up to the current state of the art as determined by the lead interpreting physician assigned to the outreach site, and will be specified and guided by UW Health as well as national groups).  These specifications will change with the advances in technology.

Exam reporting:

1. Outreach site provides PenRad license for dictating breast imaging reports and entering pertinent patient data.

2. Outreach site PenRad is supported by UW Health for additional fee.

Scheduling

1. Screening mammogram services will be performed daily except on state holidays and any other days per negotiation details.

2. Notification and approval of off-hours screening is required and may be limited depending on staffing and volumes.  This is to ensure timely report turn around for patient exams.

3. On-site coverage of diagnostic mammography and ultrasound will be scheduled on set days as negotiated for efficient use of physician resources. On the negotiated “on-site” days, and in the interest of responsible resource allocation the on site radiologists should be maximally scheduled 

4. Additional hours may be possible on a case-by-case basis depending on staffing and must be pre-approved.

5. The lead interpreting physician should be notified of room closure for maintenance or lack of technologist coverage as soon as possible. 

Medical Physics:

1. Unless otherwise discussed, medical physics support should be provided by and readily available at the outreach site.

2. All equipment should be maintained according to MQSA and American College of Radiology guidelines.

Pathology and imaging reports of prior breast imaging examination:

1. It is the outreach site’s responsibility to provide copies (scanned into PACS) of pathology reports from breast biopsies and surgical excisions/lumpectomies/ mastectomies.

2. It is the outreach site’s responsibility to provide copies of prior breast imaging examination reports in PACs.

Breast Biopsies/Procedures:

1. UW radiologists are trained to provide image guided breast biopsy services. If this is elected, the radiologists would be responsible for radiology/pathology correlation, concordance, and follow-up recommendations.  
2. Image-guided procedures performed by persons at the outreach site that are not UW Health radiologists will not be overseen, over-read or in any way interpreted by UW radiologists.  This policy applies to image-guided breast and axillary biopsies and all wire localizations. 

a. The determination of a successful biopsy and radiologic-pathologic concordance are the responsibility of the clinician performing the biopsy.  

b. Follow-up recommendations based on the success of the biopsy, the location of the biopsy clip, the pathologic diagnosis, and radiologic-pathologic concordance are the responsibility of the clinician performing the biopsy.

3. A clinical coordinator is highly desirable and can be provided by the outreach site. This resource can assist with communication between radiologist and referring clinical service.

MQSA and FDA inspections/Accreditation:

1. UW will provide a lead interpreting physician (based on an appropriate affiliation agreement for time spent on this activity).

a. The lead physician will be provided appropriate academic time to oversee this compliance activity.  This time will be determined by the volume and complexity of the site. 

b. The lead interpreting physician should be given two months’ notice for MQSA/ACR accreditation site visits or other deadlines.

2. An administrative lead (lead technologist or the clinical coordinator) at the outreach site with expertise in MQSA and ACR requirements, as appropriate, should be designated to maintain the data for MQSA and FDA inspections.

3. QA and FDA books will need to be available for review 2 weeks in advance of site visits for lead interpreting physician review.

4. Centralized credential books that can travel from site to site for interpreting physician CME/accreditation information will be provided to the outreach institution.

5. Comprehensive outreach MQSA activities including monitor QC, image-guided pathology tracking, physician audits, among others are documented in more detail in the “MQSA Outreach SOG.”

*Any significant deviation from the above guidelines will jeopardize MQSA accreditation and, therefore, Breast Care Services at the outreach clinics.  
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