
Talking Points on Senate Amendment 1560 – Monitoring of Adverse Event Data on DS Use by Members 

of the Armed Forces 

 This would obviate the need to send reports to FDA, FDA is the competent authority on dietary 

supplements and would be in the position of rendering a product adulterated or misbranded to 

protect public health including the military not just the military. 

 Adverse events should be documented and monitored by physicians in patient histories and all 

docs (military or other) should be educated on what constitutes a serious adverse event under 

the law.  Those events deemed to be SAERs should be submitted to FDA CFSAN through 

MedWatch and the company, designated as the responsible official under 403(y) of the Federal 

Food Drug and Cosmetic Act, notified. 

 The amendment does not describe how potential adverse events will be analyzed for causality in 

the electronic health record system or have any provision to tie it into FDA CFSAN SAER 

database. 

 No provision in place to ensure that all adverse events wouldn’t be deemed to be causal and be 

counter to the rule of construction in § 761 of the Federal Food, Drug, and Cosmetic Act 

requiring that no adverse event reported would be deemed to be causal. 

 No funding is provided to set up a system or infrastructure to sync with FDA’s system. 

 Would result in silo reporting of AERs 

 No accounting for foreign versus US made products 

Senate Amendment 1561 – Reporting of Dietary Supplement Use by Members of the Armed Forces 

 Serious adverse event reporting is already covered under the Dietary Supplement and 

Nonprescription Drug Consumer Protection Act and incorporated into the Federal Food, Drug, 

and Cosmetic Act (§ 761 Serious Adverse Event Reporting for Dietary Supplements) 

 Dietary supplements are the only commodity of food to have a mandatory reporting 

requirement for serious adverse events 

 In addition to mandatory reports, FDA also receives voluntary reports, which may include non-

serious adverse events 

 FDA has the authority to remove products from store shelves in the civilian sector as well as 

food stores on military bases if it finds them to be unsafe 

 The serious adverse event reporting system (SAERS) at CFSAN FDA works. It successfully 

removed DMAA even after the DoD suggested there was no issue with DMAA. Clearly, FDA is 

better equipped to handle/understand toxicology signals from adverse event data, the 

regulatory burden to take action, and determine when a product has crossed the threshold of 

unsafe 

 Soldier privacy is being put at risk. When disclosing PHI in any form, the MHS must make 

“reasonable efforts” to limit the use or disclosure of PHI to “the minimum necessary” to 

accomplish its intended purpose, there is no language in this amendment to ensure such 

security. 

Senate Amendment 1562 – Limitation on Sale of Dietary Supplements in Commissary and Exchange 

Stores 



 The dietary supplement cGMPs (21 CFR Part 111) are already in place, and have real legal 

consequences for non-compliance and the military can see a firm’s state of compliance at 

fda.gov  

 The armed services can already require that a supplement is in compliance with Defense 

Commissary Agency policy on inventory carried by commissaries 

 3rd Party verification/certification for dietary supplement cGMPs are not mandatory at present 

and while these programs may increase customer confidence, this one size fits all approach may 

limit the availability of quality products.  A tiered program that drives visibility into the quality 

assurance work done by a supplier would be a better fit for the industry. 

 

 

 


