
 

 

December 4, 2020 
 
Timothy J. Shea 
Acting Administrator 
Department of Justice 
Drug Enforcement Administration 
8701 Morrissette Drive 
Springfield, Virginia 22152 
 
Re:  ASA Response to Notice of Proposed Rulemaking: Registering Emergency Medical Services 

Agencies Under the Protecting Patient Access to Emergency Medications Act of 2017; Docket 
No. DEA-377; RIN 1117-AB37  

 
Dear Acting Administrator Shea:  
 
On behalf of the American Society of Anesthesiologists (ASA) and our 54,000 members, I am writing in 
response to the notice of proposed rulemaking (Docket No. DEA-377; RIN 1117-AB37), which would 
amend Drug Enforcement Administration (DEA) regulations to conform with statutory amendments of the 
Controlled Substances Act (CSA) in effect by the passage of the Protecting Patient Access to Emergency 
Medications Act of 2017 (“Act”). Specifically, ASA will provide feedback on the provision that enables 
“emergency medical services professionals to administer controlled substances outside the physical 
presence of a medical director or authorizing medical professional pursuant to a valid standing or verbal 
order.” We support the agency’s efforts to formalize these policies but request greater 
transparency around EMS administration of chemical restraints, such as ketamine, as well as 
additional oversight and guidance by the Department of Justice (DOJ). 
 
ASA is an educational, research and scientific society organized to raise and maintain the standards of 
the medical practice of anesthesiology. ASA is committed to ensuring physician anesthesiologists 
evaluate and supervise the medical care of patients before, during and after surgery to provide the 
highest quality and safest care every patient deserves. Following recent events involving the use of 
sedatives during arrests that have resulted in medical emergencies and even death, ASA is very 
concerned about the implications this proposed rulemaking will have on the health and safety of those in 
law enforcement custody, the general public and the patients our physicians ultimately treat in the health 
care setting.  
 
Ketamine is a potent anesthetic commonly used in anesthesia care. Typical doses are 0.25-0.5 mg/kg 
intravenously (IV) for pain management and 1 mg/kg intravenously (IV) or 3-5 mg/kg intramuscularly (IM) 
for induction of anesthesia. ASA has learned that paramedics typically administer ketamine to 
incapacitate individuals in the field who are demonstrating “excited delirium,” a term not found in the 
Diagnostic and Statistical Manual of Mental Disorders and not a widely accepted medical definition or one 
recognized by the ASA. In fact, most anesthesiologists were unaware of the emergency medical services 
(EMS) use of ketamine for “excited delirium” until detailed media reports began appearing in the summer 
of 2020.   
 
Colorado as a Case Study 
In Colorado, media reports highlighted IM doses in the range of 8-9 mg/kg, well above a reasonable dose 
for medical purposes. One individual, Elijah McClain, had a cardiopulmonary arrest a few minutes after 
his ketamine injection; he died several days later. Another individual, Elijah McKnight, required intubation 



 
and intensive care for several days after his ketamine injection. EMS authorities reported that “all 
protocols were followed,” in a subsequent review of these events. In July, ASA issued an official position 
expressing our concerns, a Statement on the Use of Ketamine for a Non-medical Purpose, opposing the 
use of ketamine or any other sedative/hypnotic agent to chemically incapacitate someone for a law 
enforcement purpose and not for a legitimate medical reason. Ketamine is a sedative and general 
anesthetic agent and can have significant side effects including confusion, agitation, delirium, 
hallucinations, increased heart rate, and blood pressure as well as cessation of breathing.  These effects 
can result in death when administered in a non-health care setting without appropriately trained medical 
personnel and necessary equipment for monitoring and resuscitation. 
 
Media further report that in Colorado, over the past two and a half years, police injected suspects with 
ketamine more than 900 times for excited delirium.1 Based on information ASA has been able to obtain, 
the impetus for beginning this practice occurred around 2011-2012 when government officials in Denver 
became concerned about the number of deaths that had occurred among individuals being taken into 
police custody. A panel of EMS medical directors and others was convened. They were asked to explore 
options for the management of individuals being taken into police custody and made a decision to begin 
actively intervening earlier in the course of police interactions with unruly, mentally ill, and/or intoxicated 
individuals. Ketamine was determined to be the agent most likely to achieve rapid incapacitation. While 
EMS agency ketamine waiver protocols are supposed to be public, ASA is unable to determine any 
specific criteria used to decide when to intervene or what official protocols might exist. It does not appear 
that the public had the opportunity to weigh in on the decision.  Furthermore, ASA is unable to determine 
how authority and regulation of the handling and administration of this controlled substance was regulated 
prior to the passages of the Act. 
 
Again, Colorado media outlets have reported that an EMS medical director must apply for a ketamine 
waiver from the Colorado Department of Public Health and Environment in order to diagnose a suspect in 
their custody as suffering from “excited delirium” and to be given authorization to administer ketamine by 
protocol.2 ASA believes that asking EMS to administer a chemical restraint to a person already restrained 
is inappropriate. Additionally, the practice of enabling medical directors (not at the scene) to grant EMS 
personnel the authority to make the decision regarding whether to administer ketamine in anesthetic 
doses is dangerous. We recommend that these state waiver processes for excited delirium be reviewed 
and revised. 
 
Colorado is one example of what states are doing in the field to incapacitate individuals in law 
enforcement custody and the unintended consequences of such actions that can occur outside the 
practice of medicine. ASA recognizes that every state is different, and the entities involved in decisions to 
implement these practices vary. We also note that this proposed rulemaking states, “The delivery of 
emergency medical care is primarily a local function; and, accordingly, a wide variety of organizational 
structures are utilized across the nation.” However, because the number of cases involving the 
administration of ketamine to individuals in law enforcement custody and the associated complications is 
a national issue, ASA believes there is a role for the DEA/DOJ to play here. ASA encourages DOJ to 
investigate state/local practices concerning the use of chemical restraints like ketamine during 
arrests or detentions to ensure these DEA regulations promote and safeguard public safety. There 
must be greater transparency and public input on the administration of potent anesthetic drugs to 
individuals against their will.  
 

 
1 https://coloradosun.com/2020/07/23/ketamine-use-paramedics-elijah-mclain/  
2 https://www.wbur.org/hereandnow/2020/09/08/ketamine-police-safety-elijah-mcclain  

https://www.asahq.org/about-asa/newsroom/news-releases/2020/07/asa-statement-on-the-use-of-ketamine-for-a-non-medical-purpose?&ct=b7d18e2c22af2e8d7faa16158d11ac3b9f1f3dec9f05e004936807496e64c5fb9285303aa8901f39c924c24884ddf63ece7a3e209a8e72bf233437c5105d24ca
https://coloradosun.com/2020/07/23/ketamine-use-paramedics-elijah-mclain/
https://www.wbur.org/hereandnow/2020/09/08/ketamine-police-safety-elijah-mcclain


 
ASA puts forward the following recommendations for consideration: 
1. Collect data on the use of ketamine and other sedatives during arrest or detention by law 

enforcement (even if administered by EMS, paramedics, or other medical personnel). 
2. Track all cases involving “excited delirium” and any associated complications. 
3. Work with scientific/medical experts to study the administration of chemical restraints and their use in 

law enforcement custody and detention scenarios to determine what the appropriate sedative and 
dose should be, if any. 

4. Develop or issue guidance regarding the use of ketamine, or other sedatives, by law enforcement 
agencies during arrests; this should include specifics around coordination of law enforcement with 
EMS, paramedics, and other medical personnel. 

5. Coordinate with other federal agencies that might play a role in appropriate use of sedatives outside 
the health care setting, such as the Food and Drug Administration (FDA), which regulates labeling 
and dosage.  

6. Work with medical experts and the public to ensure there is a transparent process that promotes 
proper safeguards and patient/public safety. 

 
Recordkeeping Requirements 
ASA supports DEA’s proposal to add to its regulations a description of recordkeeping requirements for 
EMS agencies, including maintaining records for each controlled substance administered or disposed of 
in the course of providing emergency medical services. The names of any EMS personnel who dispose of 
or administer controlled substances to a patient in the course of providing emergency care and the 
circumstances surrounding the administration need to be recorded. We support the requirement of 
stringent recordkeeping rules pertaining to the administration of controlled substances without direct 
oversight. 
 
Administration Requirements 
ASA has concerns regarding the proposal to allow EMS professionals of registered EMS agencies to 
administer controlled substances outside the physical presence of a medical director or authorizing 
medical professional in the course of providing emergency medical services. We acknowledge that this 
proposed regulation codifies the already implemented Act, but for the previously mentioned reasons 
surrounding administration of chemical restraints during law enforcement situations, ASA recommends 
further guidance and clarity around these requirements.  
 
First, we recommend that medical professional be defined more narrowly to only include only a 
physician, with the necessary education, training and expertise, to provide guidance in these 
circumstances. The Act and proposed regulations define medical professional as “an emergency or 
other physician, or other medical professional (including an advanced practice registered nurse or 
physician assistant).” The administration of controlled substances should be guided by a practitioner who 
attended medical school and has the knowledge and expertise necessary to make a decision while not in 
the presence of a patient. 
 
Specifically, the defined restrictions that enable EMS professionals to administer controlled substances 
outside of the physical presence of a medical director or authorizing medical professional are concerning, 
as stated in the proposed rulemaking, “with authority from their EMS agency and pursuant to a standing 
or verbal order issued and adopted by one or more medical directors of the agency.” These requirements 
are quite vague, and the earlier example of the events in Colorado demonstrates the need for specificity 
and transparency. This is especially true for a standing order or protocol involving a potentially dangerous 
drug such as ketamine. In Colorado, neither the waiver process nor the requirements necessary to 
administer ketamine are transparent or available public information. While the Act defines a standing 



 
order as a “written medical protocol in which a medical director determines in advance the medical criteria 
that must be met before administering controlled substances to individuals in need of emergency medical 
services,” we strongly believe more guidance is necessary to ensure public safety. Further, 
protocols should be developed by medical experts, physicians with the necessary education, 
training and expertise, and made available to the public. Also, the requirements for a verbal order 
should be standardized, transparent and public. 
 
In addition, we believe that protocols must include appropriate cardiorespiratory monitoring and 
resuscitation protocols subsequent to the administration of ketamine until arrival at the 

destination hospital and direct physician care. 
 
 
Conclusion 
We appreciate the opportunity to comment on this proposed rulemaking and provide specific feedback on 
an issue related to emergency medical services professionals administering controlled substances in the 
context of law enforcement interactions. Because ASA is concerned that ketamine and other sedatives 
are being administered during arrests or law enforcement detentions without fully recognizing the health 
risks, we ask that the DEA/DOJ review these practices, track and collect data, and work with states and 
other jurisdictions to issue guidance to ensure public health and safety. ASA is willing and able to make 
its experts available to the DEA/DOJ as you work through this process. 
 
 
Sincerely, 

 
 
Beverly Philip, MD, FACA, FASA 
President 
American Society of Anesthesiologists  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


