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 UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES  

AND THE FOOD AND DRUG ADMINISTRATION 
 

CITIZEN PETITION 
 

Request that the Commissioner of Food and Drugs Immediately Rescind or Amend 510(k) 
Clearance K252675 (December 15, 2025) for the da Vinci SP Surgical System by Removing 
“Nipple Sparing Mastectomy (NSM) Procedures” from Indications for Use Until Long-Term 
Oncologic Safety and Non-Inferiority Data Are Established, Restore the 2019 and 2021 
Safety Communications, Issue Updated Guidance, and Conduct an Internal Review of 
Clearance K252675 
 
The undersigned submit this petition under 21 C.F.R. §§ 10.20, 10.25, 10.30, and the 
Administrative Procedure Act (5 U.S.C. § 706), to request that the Commissioner of Food and 
Drugs and the Secretary of Health and Human Services immediately rescind or amend 510(k) 
clearance K252675, dated December 15, 2025, for the da Vinci SP Surgical System (Model 
SP1098) (“the Cleared Device” or “the K252675 clearance”) by removing the addition of 
“nipple sparing mastectomy (NSM) procedures” from the indications for use. Additionally, the 
undersigned request that the FDA restore the agency’s February 28, 2019, and August 20, 2021, 
Safety Communications (removed in 2024) cautioning against robotically-assisted surgical 
(RAS) devices in mastectomy for prevention or treatment of breast cancer. It should also issue 
Updated Guidance or a new safety communication clearly explaining the unproven nature and 
risks of the Cleared Device. Finally, the FDA should conduct an internal review of the process 
used to clear the Cleared Device, publish its findings, and refer the matter to the Office of 
Inspector General. 
 
These actions are necessary until long-term oncologic safety and non-inferiority to 
conventional/open NSM have been established through complete clinical data (e.g., recurrence 
rates, disease-free survival, overall 10-year survival). 
 
This petition builds directly on the earlier citizen petition filed by Harmed Americans for 
Reform in Medical-Device Safety Corp. in Docket FDA-2025-P-0439 (February 15, 2025) 
(attached as Exhibit 1), which requested evaluation of emerging studies on robotic-assisted 
mastectomy, restoration of the removed 2019 and 2021 safety communications, and updated 
guidance due to persistent oncologic evidence gaps. That petition correctly identified the 
ongoing lack of long-term oncologic data as a critical public health issue. The subsequent 
issuance of K252675 has exacerbated those concerns and warrants immediate agency action. 



 
 

A. Action Requested 
 
The undersigned request that the FDA: 
 

1. Rescind or amend 510(k) clearance K252675 to immediately remove “nipple sparing 
mastectomy (NSM) procedures” from the Indications for Use statement, Professional 
Instructions for Use, and any related labeling of the da Vinci SP Surgical System, 
effective immediately and until oncologic safety and non-inferiority have been 
established via long-term data from appropriately powered, adjudicated, and completed 
trials. 
 

2. Immediately restore to the FDA website (and make publicly available in full) the 
February 28, 2019, Safety Communication (“Caution When Using Robotically-Assisted 
Surgical Devices in Women’s Health including Mastectomy and Other Cancer-Related 
Surgeries”) and the August 20, 2021, update (“UPDATE: Caution with Robotically-
Assisted Surgical Devices in Mastectomy”). 

 
3. Issue an updated guidance document or new safety communication reiterating that 

RAS devices lack established long-term oncologic safety/effectiveness for NSM in breast 
cancer treatment/prevention, caution against marketing/promotion/routine use 
pending such evidence, and impose post-market requirements if clearance is not 
revoked. 
 

4. Conduct an expedited internal review of the Cleared Device (including any influence 
from former CDRH personnel), publish its findings, and refer the matter to the Office 
of Inspector General. 

 
 

B. FDA Legal Authority to Act 
 
The FDA has authority under the Federal Food, Drug, and Cosmetic Act (FD&C Act), Section 
513 (21 U.S.C. § 360c), to rescind a clearance if there is evidence it was obtained by “fraud, ex 
parte contacts, or other misconduct tainting the original record and thereby affecting the 
integrity of an agency’s proceedings.” Ivy Sports Med., LLC v. Burwell, 767 F.3d 81, 88 (D.C. 
Cir. 2014). The FDA also has broad authority to regulate devices and device labels. 21 U.S.C. § 
360(j).  This includes requesting or mandating label changes and issuing public 
communications. It also has inherent authority to investigate itself to ensure it functions 
properly and is free from misconduct.  
 

C. Statement of Grounds 
 
Approximately 1 in 8 women will be diagnosed with breast cancer in her lifetime. Men also 
may, though less frequently than women, develop breast cancer. Many will have mastectomies 



and prefer NSM. The Clearance wrongly suggests that the Cleared Device is safe and effective 
for robotic NSM. In fact, long-term oncological safety data do not exist. If healthcare providers 
adopt this device, women and men may unsuspectingly expose themselves to poorly 
understood cancer risks. This overarching concern is buttressed by the other grounds for our 
request:  

 
1. Inadequate Evidence for Oncologic Indications. In surgical oncology, particularly for 

breast cancer, long-term cancer control outcomes are the definitive measure of safety 
and effectiveness. Short-term perioperative metrics (e.g., no conversions, comparable 
immediate complications, margin status) do not reliably predict long-term recurrence 
or survival—the very evidence gap the FDA identified in its 2019 and 2021 safety 
communications. Clearing the indication without oncologic data from completed trials 
prioritizes procedural equivalence over proven non-inferiority to conventional/open 
NSM, risking patient harm. Indeed, the clearance relied on bench/cadaver testing and 
short-term RCT data—not clinical oncologic outcomes. Review appears to have, 
inexplicably, prioritized perioperative surrogates over definitive oncologic endpoints.  
 

 
2. Inconsistency with Prior FDA Policy and Removed Warnings. On February 28, 2019, the 

FDA issued a safety communication, which cautioned that RAS devices 
safety/effectiveness had not been established for mastectomy or cancer 
prevention/treatment, citing limited long-term oncologic outcomes and risks from 
analogous procedures. On August 20, 2021, the FDA issued another safety 
communication, which reiterated concerns and emphasized IDE requirements. Both 
were removed in 2024 without explanation, despite persistent gaps—as highlighted in 
Docket FDA-2025-P-0439. No data have been presented that assuage the concerns 
identified in these Safety Communications. For that reason, the FDA’s K252675 
clearance contradicts, without evidence, the FDA’s own warnings. Curiously, it enables 
widespread adoption of a technology the agency itself warned had not been studied 
sufficiently.  
 

3. Bypass of Ongoing IDE Protections. Because material oncologic concerns rendered the 
robotic NSM a significant-risk device, the FDA required Intuitive to conduct IDE-
approved trials (e.g., NCT03892980 for RAS prophylactic NSM; 
NCT05720039/G220319, multicenter RCT for da Vinci SP NSM vs. open) prior to 
marketing. In particular, the Cleared Device lacks established long-term oncologic 
safety and effectiveness. The IDE framework exists to shield patients from broad 
exposure to investigational risks through controlled study conditions, informed 
consent, monitoring, and adverse event reporting until adequate evidence is available. 
It also ensures that firms have incentives to invest in clinical trials. Granting 510(k) 
clearance mid-trial—allowing routine commercial marketing and use outside those 
controls—undermines this core protective purpose and exposes breast cancer patients 
to an unproven oncologic indication based on inadequate surrogates. It also 
undermines incentives for firms to generate information, potentially misleading 
physicians into thinking it is safe and effective for its intended use.  



4. FDA Clearance Encouraging Medical Malpractice by Opening the Door to Breach of 
Standard-of-Care. Robotic Nipple Sparing Mastectomy is not the current standard of 
care to treat patients with breast cancer. By clearing da Vinci robotic systems for that 
indication in the US, without any evidence of oncological safety, the FDA is 
encouraging practitioners to offer patients a nonstandard procedure/device that has 
unknown and potentially serious risks. 
 

5. Potential Conflicts. Dr. William Maisel is the Vice President & Senior Medical Officer at 
Intuitive. Prior to his employment with Intuitive, Dr. Maisel was the Director of the 
Office of Product Evaluation and Quality (OPEQ), which had oversight of premarket 
reviews including those in OHT4. Given that Intuitive Surgical manufactures the 
Cleared Device, this raises questions about Dr. Maisel’s potential influence at the FDA.  

 
6. Alignment with Prior Petition. This request directly builds upon the concerns raised in 

Docket FDA-2025-P-0439 (February 15, 2025), which highlighted the persistent lack of 
long-term oncologic data for robotic-assisted mastectomy and called for restoration of 
the removed safety communications and updated guidance. The issuance of K252675 
has intensified those issues and necessitates stronger action. 
 

 
D. Summary of Actions Requested and Grounds 

 
This petition seeks immediate corrective action by the FDA to address a significant regulatory 
discrepancy in the December 15, 2025, 510(k) clearance K252675 for the da Vinci SP Surgical 
System, which added “nipple sparing mastectomy (NSM) procedures” to the device’s 
indications for use. The clearance was granted while a pivotal Investigational Device 
Exemption (IDE) trial (G220319 / NCT05720039) for the identical indication remains 
ongoing, with long-term oncologic follow-up incomplete. The clearance of K252675 
undermines a key goal of this trial. It relies primarily on short-term perioperative data rather 
than long-term cancer outcomes (recurrence, disease-free survival, overall survival), directly 
contradicting the FDA’s prior 2019 and 2021 safety communications and the protective intent 
of the IDE process. 
 
 

E. Environmental Impact 
Subject to Statutory Exemption 
 

F.  Economic Impact 
This information can be furnished to the FDA Commissioner upon request. 
 

G. Certification 
 

The undersigned certify that, to their knowledge and belief, this petition includes all 
information and views on which the petition relies, and that it includes representative data and 
information known to the petitioner which are unfavorable to the petition. 



/s/ Hooman Noorchashm____ 
Hooman Noorchashm, MD, PhD, President, Harmed Americans for Reform in Medical-
Device Safety Corp. (HARMS) 

/s/ Michael K. Paasche-Orlow_ 
Michael K. Paasche-Orlow, MD, MA, MPH, Treasurer, Harmed Americans for Reform in 
Medical-Device Safety Corp. (HARMS) 

/s/ David A. Simon           ____ 
David A. Simon, PhD, JD, LLM, Clerk, Harmed Americans for Reform in Medical-Device 
Safety Corp. (HARMS) 

Mailing Address:  
Harmed Americans for Reform in Medical-Device Safety Corp. (HARMS) 
143 Main St.  
P.O. Box 7 
Maynard, MA 01754 
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EXHIBIT 1



 
 

A. Action Requested 
 
The undersigned request that the FDA: 
 

1. Rescind or amend 510(k) clearance K252675 to immediately remove “nipple sparing 
mastectomy (NSM) procedures” from the Indications for Use statement, Professional 
Instructions for Use, and any related labeling of the da Vinci SP Surgical System, 
effective immediately and until oncologic safety and non-inferiority have been 
established via long-term data from appropriately powered, adjudicated, and completed 
trials. 
 

2. Immediately restore to the FDA website (and make publicly available in full) the 
February 28, 2019, Safety Communication (“Caution When Using Robotically-Assisted 
Surgical Devices in Women’s Health including Mastectomy and Other Cancer-Related 
Surgeries”) and the August 20, 2021, update (“UPDATE: Caution with Robotically-
Assisted Surgical Devices in Mastectomy”). 

 
3. Issue an updated guidance document or new safety communication reiterating that 

RAS devices lack established long-term oncologic safety/effectiveness for NSM in breast 
cancer treatment/prevention, caution against marketing/promotion/routine use 
pending such evidence, and impose post-market requirements if clearance is not 
revoked. 
 

4. Conduct an expedited internal review of the Cleared Device (including any influence 
from former CDRH personnel), publish its findings, and refer the matter to the Office 
of Inspector General. 

 
 

B. FDA Legal Authority to Act 
 
The FDA has authority under the Federal Food, Drug, and Cosmetic Act (FD&C Act), Section 
513 (21 U.S.C. § 360c), to rescind a clearance if there is evidence it was obtained by “fraud, ex 
parte contacts, or other misconduct tainting the original record and thereby affecting the 
integrity of an agency’s proceedings.” Ivy Sports Med., LLC v. Burwell, 767 F.3d 81, 88 (D.C. 
Cir. 2014). The FDA also has broad authority to regulate devices and device labels. 21 U.S.C. § 
360(j).  This includes requesting or mandating label changes and issuing public 
communications. It also has inherent authority to investigate itself to ensure it functions 
properly and is free from misconduct.  
 

C. Statement of Grounds 
 
Approximately 1 in 8 women will be diagnosed with breast cancer in her lifetime. Men also 
may, though less frequently than women, develop breast cancer. Many will have mastectomies 



and prefer NSM. The Clearance wrongly suggests that the Cleared Device is safe and effective 
for robotic NSM. In fact, long-term oncological safety data do not exist. If healthcare providers 
adopt this device, women and men may unsuspectingly expose themselves to poorly 
understood cancer risks. This overarching concern is buttressed by the other grounds for our 
request:  

 
1. Inadequate Evidence for Oncologic Indications. In surgical oncology, particularly for 

breast cancer, long-term cancer control outcomes are the definitive measure of safety 
and effectiveness. Short-term perioperative metrics (e.g., no conversions, comparable 
immediate complications, margin status) do not reliably predict long-term recurrence 
or survival—the very evidence gap the FDA identified in its 2019 and 2021 safety 
communications. Clearing the indication without oncologic data from completed trials 
prioritizes procedural equivalence over proven non-inferiority to conventional/open 
NSM, risking patient harm. Indeed, the clearance relied on bench/cadaver testing and 
short-term RCT data—not clinical oncologic outcomes. Review appears to have, 
inexplicably, prioritized perioperative surrogates over definitive oncologic endpoints.  
 

 
2. Inconsistency with Prior FDA Policy and Removed Warnings. On February 28, 2019, the 

FDA issued a safety communication, which cautioned that RAS devices 
safety/effectiveness had not been established for mastectomy or cancer 
prevention/treatment, citing limited long-term oncologic outcomes and risks from 
analogous procedures. On August 20, 2021, the FDA issued another safety 
communication, which reiterated concerns and emphasized IDE requirements. Both 
were removed in 2024 without explanation, despite persistent gaps—as highlighted in 
Docket FDA-2025-P-0439. No data have been presented that assuage the concerns 
identified in these Safety Communications. For that reason, the FDA’s K252675 
clearance contradicts, without evidence, the FDA’s own warnings. Curiously, it enables 
widespread adoption of a technology the agency itself warned had not been studied 
sufficiently.  
 

3. Bypass of Ongoing IDE Protections. Because material oncologic concerns rendered the 
robotic NSM a significant-risk device, the FDA required Intuitive to conduct IDE-
approved trials (e.g., NCT03892980 for RAS prophylactic NSM; 
NCT05720039/G220319, multicenter RCT for da Vinci SP NSM vs. open) prior to 
marketing. In particular, the Cleared Device lacks established long-term oncologic 
safety and effectiveness. The IDE framework exists to shield patients from broad 
exposure to investigational risks through controlled study conditions, informed 
consent, monitoring, and adverse event reporting until adequate evidence is available. 
It also ensures that firms have incentives to invest in clinical trials. Granting 510(k) 
clearance mid-trial—allowing routine commercial marketing and use outside those 
controls—undermines this core protective purpose and exposes breast cancer patients 
to an unproven oncologic indication based on inadequate surrogates. It also 
undermines incentives for firms to generate information, potentially misleading 
physicians into thinking it is safe and effective for its intended use.  



4. FDA Clearance Encouraging Medical Malpractice by Opening the Door to Breach of 
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F.  Economic Impact 
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The undersigned certify that, to their knowledge and belief, this petition includes all 
information and views on which the petition relies, and that it includes representative data and 
information known to the petitioner which are unfavorable to the petition. 
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