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The Federal Analog Act

DSHEA



BUT AREN’T THESE THINGS ILLEGAL???



FEDERAL ANALOG ACT
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https://www.npr.org/2023/07/08/1186514144/kratom-herbal-supplement-lawsuits-deaths-fda



Congress calls out DEA for unilateral
 move to expand war on drugs

“This significant regulatory action was done without any opportunity for public 
comment from researchers, consumers and other stakeholders,” 

the lawmakers say in the letter to Rosenberg. 
“This hasty decision could have serious effects on consumer access and choice 

of an internationally recognized herbal supplement.”









And So, This Is How We Are Here







Kratom

• Derived from Korth

• > 40 alkaloids

• Stimulant and Analgesic

• 13 X more potent than 
morphine

• Brewed, chewed, 
smoked, ingested

• Reduces withdrawal?

Babu K, et al. Here Today, Gone Tomorrow. 
JMT. 2012;8:15-32.





Normally < 2% of total alkaloid content; <0.05%of dried leaf mass1

1. Ponglux D.; Wongseripipatana S.; Takayama H.; Kikuchi M.; Kurihara M.; Kitajima M.; Aimi N.; Sakai S. 
A New Indole Alkaloid, 7α-Hydroxy-7H-Mitragynine, from Mitragyna Speciosa in Thailand. Planta Med. 

1994, 60 (6), 580–581.







Anwar et al. Notes from the field. MMWR  July 29, 2016, Vol 65, No 29

24% agitated

19% drowsy



Kratom Use and Toxicities in the United States

Pharmacotherapy 2019;39(7):775-7.

Agitation 19%
Drowsy 14%
Seizure 6%
2 Deaths

NPDS Data



State Unintentional Drug Overdose Reporting System (SUDORS)

152 (0.6%) were kratom positive



https://www.cdc.gov/overdose-prevention/data-research/facts-
stats/sudors-dashboard-fatal-overdose-data.html



Towers et al. MMWR. 75(11) March 26, 2026

Increases in Kratom-Related Reports to Poison Center , 2015-2025

Hospitalizations increased by 1,200% to 1,300% from 2015-2025





Chien et al. Pain Physician 2017;E195-198.



J Med Toxicol 2016;12(4):341-9.



Spontaneous Intraparenchymal Cerebral Hemorrhage in a 
Patient Taking Mitragyna speciosa (Kratom)

David Liss, MD, S. Eliza Halcomb, MD, Evan S. Schwarz, MD, Brian Froelke, MD



26 case reports and abstracts
7 cases from DILIN
25 in FDA databases
27 in internet user forumsSchimmel and Dart. Drugs 2020;80:263-83.





Muacedvic A, Adler JR. Cureus 2020;12(1):e6588



Overbeek DL, et al. Clinical Practice and Cases in Emergency Medicine 2019;3(1): 24



Dependence and Addiction?

Sethi et al. Pri Care Companion CNS Disord 2020;22(1):19nr02507.



J Addict Med 2021;15:167-172.





https://www.uptodate.com/contents/kratom-health-effects-from-acute-and-chronic-
use?search=kratom&source=search_result&selectedTitle=1~14&usage_type=default&display_rank=1&searchCorrelationId=9d8b582d-14e0-4394-8242-

cf7de8b4e4b2&searchCorrelationTerm=kratom



Cognitive Enhancement (Nootropic) Supplements







https://www.arborypsilaw.com/blog/michigan-becomes-first-state-to-make-the-anti-depressant-tianeptine-sodium-a-controlled-substance/



*Made by ChatGPT



El Zahran T, Schier J, Glidden E, et al. Characteristics of Tianeptine Exposures Reported to the National Poison Data System 
— United States, 2000–2017. MMWR Morb Mortal Wkly Rep 2018;67:815–818



Quadir M. Journal of Medical Tox 2025;21:30-41.



https://med.virginia.edu/toxicology/wp-content/uploads/sites/268/2023/05/May23-SAM-Tianeptine.pdf







Congressional Acts

Combating Illicit Xylazine Act

Detect Fentanyl and Xylazine Act



And You See It in the Medical Literature, Too

‘FAAX is associated with increasing 
harm to people living in the United 
States. Our goal is for the designation 
of xylazine as an emerging threat and 
subsequent actions to begin to address 
this threat before it worsens…’

Gupta R. N Engl J Med 2023;388:24.



Hofman R. Clinical Toxicology 2023;61:12:1013-6. Levine M. N Engl J Med 2023. 389:8.



Love J. Clinical Toxicology 2023;61(3):173-80.



 During 2022-2024, ACMT/ToxIC conducted a sentinel  
surveillance program to study patients with severe/life-
threatening stimulant and opioid overdoses 

 17 institutions (25 hospitals in 14 states)

 Written informed consent obtained for each patient

 Key clinical information from the EMR

 Detailed patient interviews (including current drug use 
and overdose risk factors)

 Whole blood analysis for > 1200 drugs and metabolites, 
including regulated pharmaceuticals (qualitative and 
quantitative)

Drug Overdose 
Toxico-Surveillance 

(DOTS) 
Reporting Program

The DOTS Program was partially funded by the FDA (#75F40122D00028; 75F40123C00184). 

The interviews were not funded by FDA and sole responsibility of ACMT/ToxIC.



DOTS Inclusion/Exclusion Criteria

Inclusion Criteria Exclusion Criteria

1) Age > 13 years old 1) Opioid and/or stimulant use not not clearly 
related to the ED chief complaint 
(e.g. chest pain, abscess, endocarditis)

2) Opioid, stimulant, or undifferentiated 
suspected illicit drug overdose with severe 
or life-threatening toxicity 

2) Non-toxicological diagnosis is suspected                               
(an alternative diagnosis is more likely)

3) Availability of either blood collected for 
study or waste blood

3) Patient is a prisoner or institutional 
employee



494 Patients Completed Laboratory Testing with Results

300 Patients with blood draw within 4 hours

197 Patients with suspected opioid overdose

Xylazine: 39/197 patients (19.8%)
          25/39 (64.1%) > LOQ, 14/39 (36%) < LOQ
         Median xylazine: 7.6 ng/ml (IQR 2.3-12.0)





Xylazine concentrations were NOT associated with clinical outcomes



Median fentanyl 
concentrations higher in 

admitted patients:

6.6 ng/ml (IQR 4.3-11.0) 
vs 4.5 ng/ml (IQR 2.9-8.6) 

(p=0.03)



Conclusions…About Xylazine

Fentanyl concentrations 
were higher for                                                  
those who were 

admitted to the hospital

Xylazine concentrations 
were not associated 

with any worse clinical 
outcomes



eschwarz@mednet.ucla.edu
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