
 

 

 October 31, 2019 
 
Norman E. Sharpless, M.D. 
Acting Commissioner 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852. 
 
ATTN: Dockets Management Staff (HFA-305) 
 

RE:   FDA-2019-D-4467; Breast Implants—Certain Labeling Recommendations to Improve 
Patient Communication; Draft Guidance for Industry and FDA Staff 

 
Dear Dr. Sharpless: 
 
The National Alliance for Hispanic Health supports the findings and recommendations of the 
above referenced draft guidance.  In particular, the Alliance believes that the testimony presented 
at the March 2019 General and Plastic Surgery Devices Advisory Panel on the incidence of 
breast implant-associated anaplastic large cell lymphoma (BIA-ALCL) and systemic symptoms 
of breast implant illness (BII) points to inadequate characterization of that risk for breast implant 
patients and supports the proposed actions by the FDA under FDA-2019-D-4467.  
 
Further, the Alliance supports the approach called for in the draft guidance of (1) a boxed 
warning on physician and patient labeling materials for breast implants; and, (2) implementation 
of a patient decision checklist fully disclosing risks associated with BIA-ALCL and systemic 
symptoms. The Alliance also supports implementation of rupture screening recommendations 
called for in the draft guidance. 
 
In addition, the Alliance believes the following refinements of the draft guidance are critical to 
support the goal of fully informed patients and public health.   
• Timing of patient decision checklist review.  It is the experience of many breast implant 

patients that the physician and not the patient will see the device box. Therefore, the patient 
decision checklist is likely the only time that a patient will see the box warning language. 
Therefore, it is critical that the box warning be duplicated on patient materials as called for in 
the draft guidance. It is also critical that the patient decision checklist be reviewed in the first 
provider consultation rather than at the end of the process or right before surgery when 
changing course would be more difficult. The draft guidance should state that all providers 
must provide the patient materials and conduct the patient decision checklist review at first 
consultation with the patient so that patients are fully informed and see the warning language. 
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• HHS Limited English Proficiency (LEP) Guidance and Americans with Disabilities Act 

(ADA) compliance. The draft guidance should state specifically that all patient materials 
including the patient decision checklist and the patient device card should be provided in the 
language preferred by the patient and in the format, including accessible formats called for in 
the ADA, preferred by the patient. In addition, the signature acknowledgements should be 
revised in the first line of the patient acknowledgement to read, “I acknowledge that I have 
received, in my preferred language, and read the patient information….” And the first line of 
the physician acknowledgement revised to read, “I acknowledge that I have discussed, in the 
language preferred by my patient, the benefits and risks…” 

• Education campaign and monitoring. The draft guidance should commit the FDA to a 
broad-based education campaign on breast implant risks associated with BIA-ALCL and 
systemic symptoms, including the new box warning language and patient review checklist. 
The campaign should go beyond the provider office and make use of consumer group 
partners of the FDA. Furthermore, the FDA should commit in the draft guidance to an 
ongoing assessment of the utility of the box warning and patient review checklist as well as 
ongoing assessment of the adequacy of the rupture screening recommendations provided in 
the draft guidance. 

 
The Alliance commends the FDA for taking action on breast implant risks associated with BIA-
ALCL and systemic symptoms. If we can provide additional background or assistance please feel 
free to contact Adolph P. Falcón, Alliance Executive Vice President, at 202-797-4341 or at 
afalcon@healthyamericas.org. We look forward to implementation of this important guidance. 
 
 Sincerely, 
 
 

 
 Jane L. Delgado, PhD, MS 
 President and CEO 
 National Alliance for Hispanic Health 
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