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Warm Greetings to All at the FDA:  

 Following up on my oral testimony to the FDA delivered on August 11, 2020, this written public 
comment has a three-fold focus.  

1. Stage IV cancer care issues: Spotlight on a stage IV cancer patient's story, which reflects 
common issues traceable to decisions made by the FDA at the IND stage (see subtitles “Calling 
on the FDA to ‘Put Patients First” and “My Mom’s Preventable Pain”) 

2. The problem of surrogate endpoints:  The need for fuller, more rigorous understanding on the 
part of the FDA about human suffering, fatalities, and worsened health outcomes linked to 
increased use of surrogate endpoints, which are a substitute for more meaningful research 
outcomes about drug safety and efficacy (see“Patient Stories: Grassroots vs Astroturf” and 
“Who’s Accountable to Cancer Patients?”) 

3. The need for patient-centeredness in FDA’s communication at IND stage: A current lack of 
accountability to grassroots patients in IND phase communication at the FDA —and the need for 
transparent, open-door processes inclusive of patients and their caregivers, beyond the otherwise 
closed-door negotiations between FDA and industry sponsors of investigational new drugs  (see 
“Bringing Our Truths Together”) 

 I write to you as both an individual whose family was affected negatively by the use of surrogate 
endpoints, and as a board member of the USA Patient Network.  USAPN is a coalition of grassroots 
patients and advocates who have overlapping membership in various grassroots organizations, or are 
individually affiliated with the USA Patient Network. The majority of our advocates have been trained 
through a grant funded by PCORI (with sessions conducted in 2015-2017).  

 The USA Patient Network, a 501(c)(3), consists of patients, caregivers, and their friends and 
family members that are united by a common goal: to make sure that medical treatments are as safe, 
effective, and as affordable as possible.  Representing individuals from across the United States, we are 
educating ourselves and others about the treatment standards that are most important to us, including 
improving quality of life, and the symptoms and health outcomes that matter most to patients.  A 
major aspect of our work is to provide patients’ perspectives to federal agencies and medical and public 
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health researchers. Unlike most patient groups, the USA Patient Network does not accept funding from 
pharmaceutical or medical device companies, or insurance companies. 

 Included below is a public version of my comment to the FDA on August 11, 2020, designed to 
spread the word to a lay readership about IND stage communication issues at the FDA affecting everyday 
patients. I’ve written and included it as such with an understanding that the FDA may not be able to 
communicate about these issues as openly, given its current user fee structure based on PDUFA VI, and 
may additionally be limited by lack of congressionally allocated funding to date. However, as you will 
see, I join millions of other patients, caregivers, and clinicians across the country in my hope that the FDA 
will rise to the occasion to include grassroots patients’ perspectives as a central, non-negotiable tenet of 
each phase of drug development and as integrated into its communication with industry sponsors. 
Currently, grassroots patients who are genuinely free of conflicts of interest are not only not “at the table” 
during FDA and industry communication, these patients are actually not even “in the room”. Such 
exclusion is antithetical to the FDA’s mission and promise. 

 Peer-reviewed articles I’ve hyperlinked throughout the comment submission are cited below. 

In closing, thank you for your time and consideration as you work to improve communication 
at IND stages of drug development by acting upon many commenters’ separate requests that the FDA 
include grassroots patients in advisory boards and working groups. Such measures would better ensure 
transparency in trial design and accountability to gold standard safety and efficacy measurements that are 
most meaningful to patients. 

With gratitude to all FDA staff, and best wishes for a patient-accountable agency and pro-health economy, 

Marie Garlock, PhD 
Board Member, USA Patient Network 
Community Leader for Change, Breast Cancer Action 
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