May 11, 2026

Michelle Tarver, M.D., Ph.D.

Director, Center for Devices and Radiological Health
Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Re: Supply Chain Disruption and Breast Biopsy Needle Shortage
Dear Dr. Tarver:

On behalf of the American College of Radiology (ACR)—a professional association
representing more than 40,000 physicians practicing diagnostic radiology, interventional
radiology, radiation oncology, and nuclear medicine, as well as medical physicists—I| am
writing to raise urgent concerns regarding ongoing supply chain disruptions affecting the
availability of breast biopsy needles indicated on the FDA’s Medical Device Shortage List
(MDSL), including significant backorders reported from key manufacturers. According to
widespread reports from the breast imaging community, these shortages are creating
immediate and substantial challenges for breast imaging practices nationwide, negatively
impacting patient access to diagnostic care, and ultimately, to critical therapeutic
intervention.

Image-guided breast biopsy is a cornerstone of timely breast cancer diagnosis. Limited
access to biopsy devices directly impacts patient care by:

e Delaying diagnosis of suspicious breast lesions and initiation of therapy in those
requiring intervention.

e Increasing patient uncertainty regarding outcome.

e Potentially leading to more invasive, costly, or less optimal diagnostic pathways.

e Creatinginefficiencies in already strained imaging workflows.

The current backlog is not an isolated operational inconvenience, but rather, it represents a
broader patient safety and public health concern, particularly in high-volume centers and
safety-net institutions where alternatives may be limited or unavailable. Therefore, the ACR
respectfully requests FDA consideration of the following actions, where feasible, to support
supply chain resilience and the continuity of patient care:

e Expedited review, prioritization, and appropriate regulatory flexibility for alternative
or equivalent biopsy devices to help alleviate supply constraints.



e Increased communication and coordination, through FDA’s Medical Device
Shortage Program with specialty societies such as the ACR, regarding anticipated
shortages and manufacturer-reported recovery timelines.

e Facilitation, where legally permissible, of enforcement discretion or streamlined
pathways to allow temporary importation of comparable biopsy devices that meet
appropriate safety and quality standards, in coordination with relevant agencies.

e Engagement with manufacturers to encourage prioritization of production and
allocation of critical biopsy supplies, and to explore approaches for strengthening
buffer or reserve inventory and manufacturing resilience.

e Coordination with the HHS Administration for Strategic Preparedness and Response
(ASPR), as appropriate, to evaluate whether guidance or best practices could be
developed regarding contingency planning, strategic or regional reserve
approaches, or allocation frameworks for essential interventional radiology devices
that may fall outside the Strategic National Stockpile (SNS) purview.

Additionally, ACR encourages collaboration between FDA, manufacturers, the College, and
other clinical stakeholders to strengthen early warning systems and contingency planning
frameworks to help mitigate future disruptions and raise awareness.

The ACR and the breast imaging community remain committed to working collaboratively
with the FDA to ensure uninterrupted access to essential diagnostic tools and to safeguard
timely, high-quality care for patients. For questions, please contact Michael Peters, ACR
Senior Director, Government Affairs, at mpeters@acr.org.

Sincerely,

D Srutturnmaen

Dana H. Smetherman, MD, MPH, MBA, FACR
Chief Executive Officer
American College of Radiology
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