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Comment 

 

The Opioid Epidemic:  

Returning to the Basics* 

I. INTRODUCTION 

Since 2001 the opioid epidemic has taken an estimated $1 trillion from 

the United States’ economy.1 Drug epidemics, particularly opioid 

epidemics, have been a persistent problem throughout the past fifty years 

of the United States. On July 14, 1969, President Richard Nixon provided 

the following message to Congress: 

COMBATING DRUG ABUSE 

To the Congress of the United States: 

     Within the last decade, the abuse of drugs has grown from 

essentially a local police problem into a serious national threat to the 

personal health and safety of millions of Americans. 

     A national awareness of the gravity of the situation is needed; a 

new urgency and concerted national policy are needed at the Federal 

level to begin to cope with this growing menace to the general welfare 

of the United States.2 

 

       *I would like to thank Professor Anne Johnson for serving as my faculty advisor and 

for her continuing support. I would also like to thank my family and my girlfriend, Kelsey 

Geer, for their unwavering love and support. 

 1. Economic Toll of Opioid Crisis in U.S. Exceeded $1 Trillion Since 2001, ALTARUM 

(Feb. 13, 2018), https://altarum.org/about/news-and-events/economic-toll-of-opioid-crisis-

in-u-s-exceeded-1-trillion-since-2001. 

 2. Kenneth Baumgartner & Michael Morrell, Pharmaceutical Industry Regulation by 

the Department of Justice, 23 SYR. L. REV. 785, 787–88 n.9 (1972). 
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One year later Congress responded by passing the Comprehensive 

Drug Abuse Prevention and Control Act of 1970,3 which included the 

popularly known Controlled Substances Act (CSA) in Title II.4 The Act’s 

purpose was plain: “[T]o deal in a comprehensive fashion with the 

growing menace of drug abuse in the United States.”5 

Today, over forty years later, the familiar, recurring problem of drug 

abuse still haunts the nation. The 1970s presented the nation with the 

heroin epidemic.6 The 1980s exhibited the crack epidemic.7 The 1990s 

introduced the methamphetamine epidemic.8 Now, the 2000s and 2010s 

have locked the nation into the opioid epidemic.9 Many researchers claim 

that previous epidemics pale in comparison to the nation’s current war 

against opioids.10 In 2016 alone, more people died from overdosing on 

opioids than the entire death toll in the Vietnam War.11 Questions 

concerning these epidemics remain: Are drug abuse epidemics 

inevitable? How did the current epidemic become so deadly? What 

actions has the government taken to prevent these epidemics? And most 

importantly, where do we go from here? 

This Comment addresses the need for a new statutory approach to 

drug abuse. Part II details how the opioid epidemic took hold of the 

nation. Part III addresses the legislature’s creation of the Drug 

Enforcement Administration (DEA) along with the role of the DEA, the 

judiciary, and the legislature in past epidemics and the current epidemic. 

Part IV analyzes the legislature’s, the DEA’s, and the judiciary’s current 

options to mitigate the opioid epidemic’s effects. 

 

 3. H.R. 18583, 91st Cong. (1970). 

 4. Pub. L. No. 91-513, 84 Stat. 1236 (1970). 

 5. H.R. REP. NO. 91-1444, at 4567 (1970). 

 6. Id. at 4572. The House Report that accompanied the CSA on the floor stated that 

drug abuse was “approaching epidemic proportions” which was indicated in part by “a 

leading cause of death in teenagers” being over dosage of heroin. Id. 

 7. See 1985–1990, U.S. DRUG ENFORCEMENT AGENCY, https://web.archive.org/web/ 

20060823024931/http://www.usdoj.gov/dea/pubs/history/1985-1990.html (last visited Jan. 

31, 2019). 

 8. Frontline: Meth Epidemic Timeline, PBS, https://www.pbs.org/wgbh/pages/front 

line/meth/ etc/cron.html (last visited Oct. 31, 2018). 

 9. Understanding the Epidemic, CTRS. FOR DISEASE CONTROL & PREVENTION, 

https://www.cdc.gov/drugoverdose/epidemic/index.html (last visited Oct. 31, 2018). 

 10. Ella Nilsen, America’s Opioid Crisis Has Become an “Epidemic of Epidemics,” VOX 

(Mar. 6, 2018), https://www.vox.com/2018/3/6/16453530/america-opioid-crisis-epi demic-

bacterial-endocarditis-hepatitis-c. 

 11. Id. 
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II. THE CURRENT OPIOID EPIDEMIC: A PERFECT STORM 

From the seventeenth century chinese opium epidemic to the current 

opioid epidemic, the dangers of opioids are a tale as old as time. 

Nonetheless, the United States bravado allowed the nation to naively fall 

into the opioid trap. This Part lays out how the pharmaceutical industry’s 

harvesting of profits collided with the black market to metastasize the 

nation’s opioid problem into epidemic proportions. 

A.  Pharmaceutical Industry’s Opioid Advertisements 

Beginning in the 1990s, the pharmaceutical industry began a 

marketing campaign for Oxycontin.12 The advertisements portrayed 

Oxycontin as a nonaddictive painkiller designed to treat any and all types 

of pain.13 The advertisements stated that less than 1% of patients who 

took Oxycontin became addicted.14 As a result, physicians and 

pharmacists began prescribing Oxycontin to almost all patients who 

complained of pain.15 Within ten years, the number of opioid 

prescriptions quadrupled in the United States.16 Soon thereafter 

addiction to Oxycontin and other similar opioids became apparent.17 

The pharmaceutical industry began to add gas to the fire as companies 

expanded the market to include a new drug called fentanyl.18 Beginning 

in the 1990s, the success of fentanyl could not be kept within its intended 

market: the under one million patients with the type of cancer pain 

 

 12. See Opioid Overdose Crisis, NAT’L INST. ON DRUG ABUSE, https://www. 

drugabuse.gov/drugs-abuse/opioids/opioid-overdose-crisis (last updated Jan. 2019). 

 13. Art Van Zee, The Promotion and Marketing of OxyContin: Commercial Triumph, 

Public Health Tragedy, 99 AM. J. PUB. HEALTH 221, 223 (2009). Purdue Pharma was the 

company responsible for developing, advertising, and releasing the original form of 

Oxycontin. Id. In 1996, Purdue began a $200 million marketing campaign stating that the 

allegations of Oxycontin’s addictiveness were overblown. Id. at 222–23. 

 14. Id. at 223. 

 15. Id. at 222–24. 

 16. The Naked Truth: Death by Fentanyl (Fusion TV 2016), interactive. 

fushion.net/death-by-fentanyl/index.html (last visited Jan. 31, 2019). 

 17. Id. Purdue Pharma later pleaded guilty to criminal charges of fraud as a result of 

the marketing campaign and paid over $600 million in fines. Barry Meir, In Guilty Plea, 

OxyContin Maker to Pay $600 Million, N.Y. TIMES (May 10, 2007), 

https://www.nytimes.com/2007/05/10/business/11drug-web.html. Nonetheless, Purdue 

Pharma continues to successfully operate as the company currently brings in over $3 billion 

each year—compared to the $40 million in annual revenues the company made prior to 

releasing Oxycontin. The Naked Truth, supra note 16. 

 18. See NAT’L INST. ON DRUG ABUSE, supra note 12. Fentanyl was a groundbreaking 

painkiller developed in the 1960s to mitigate terminal cancer patient’s pain. See Gerald E. 

Plante & Theodore B. Vanltallie, Opioids for Cancer Pain, 59 METABOLISM S47 (2010), 

https://doi.org/10.1016/j.metabol.2010.07.010. 
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fentanyl was intended to alleviate.19 Nonetheless, the limited market did 

not serve as a barrier to the exponential profits that the pharmaceutical 

industry would harvest from fentanyl.20 Pharmaceutical companies 

exploited the success of fentanyl as companies turned the painkiller into 

a more appealing, faster-acting product.21 Today, the nation produces 

and consumes thirty times more fentanyl than the year before the 1996 

Oxycontin marketing campaign.22 

Further, pain management clinics and internet pharmacies popped up 

across the country to meet the increasing demand of opioids.23 As of 2016, 

the American Society of Addiction Medicine estimated that, of citizens 

aged twelve and over, 2% had a drug abuse problem involving opioids.24 

Even more astounding, over 80% of opioid addiction was beginning in 

doctors’ offices instead of through black market dealings.25 The black 

market drug industry would soon take advantage of this dramatic 

increase in the demand for opioids. 

 

 19. The Naked Truth, supra note 16. 

 20. Id. To increase profits, pharmaceutical manufacturers began bribing doctors to 

prescribe fentanyl, and instructing their insurance departments to fraudulently fill out 

pharmacy forms to secure payment from insurance companies. E.g., Nate Raymond, Doctor 

in Insys Opioid Kickback Scheme Gets Four Years in Prison, REUTERS (Mar. 9, 2018), 

https://www.reuters.com/article/us-insys-opioids/doctor-in-insys-opioid-kickback-scheme-

gets-four-years-in-prison-idUSKCN1GL1DP; Matthew Herper, Can the Feds Nail the 

Fentanyl Billionaire?, FORBES (Oct. 31, 2017), https://www.forbes.com/sites/matthew 

herper/2017/10/31/can-the-feds-nail-the-fentanyl-billionaire/#1f0e26651da0. 

 21. See The Naked Truth, supra note 16. For example, one company, Cephalon, made 

a lollipop that contained fentanyl and began to relieve pain in under fifteen minutes. 

Vanessa Fuhrmans & Leila Abboud, Narcotic Actiq’s Use and Abuse Raise Concern, WALL 

ST. J. (May 17, 2004), https://www.wsj.com/articles/SB108475071768212960. Cephalon 

advertised the fentanyl lollipop as having many different fruity flavors and able to be used 

anywhere. Id. Later, Cephalon paid over $400 million in civil penalties for promoting 

fentanyl to non-cancer patients. Shannon Duffy, Cephalon to Pay $431 Million to Settle 

Whistleblower Suits, LAW.COM (Sept. 30, 2008), https://www.law.com/id=1202424899384 

/Cephalon-to-Pay-431-Million-to-Settle-Whistleblower-Suits/. Only a few years later, the 

Justice Department sued Cephalon again for creating another fentanyl product marketed 

towards non-cancer patients. The Naked Truth, supra note 16. 

 22. The Naked Truth, supra note 16. 

 23. Id. 

 24. Opioid Addiction 2016 Facts & Figures, AM. SOC’Y OF ADDICTION MED., https: 

//www.asam.org/docs/default-source/advocacy/opioid-addiction-disease-facts-figures.pdf. 

 25. Prescription Opioid Use Is a Risk Factor for Heroin Use, NAT’L INST. ON DRUG 

ABUSE, https://www.drugabuse.gov/publications/research-reports/relationship-between-pr 

escription-drug-heroin-abuse/prescription-opioid-use-risk-factor-heroin-use (last updated 

Jan. 2018).  
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B. The Black Market’s Innovation 

The second element that exacerbated the epidemic was the creation of 

a supply of fentanyl by the black market. For example, in one instance a 

large producer of heroin paid chemists to come from around the world to 

teach the black market producers how to make fentanyl.26 This black 

market investment resulted in many street drug dealers replacing or 

mixing heroin with fentanyl.27 The supply became deadly as neither 

dealers nor consumers would know how much fentanyl was mixed in the 

batch of heroin because fentanyl and heroin look the same to the naked 

eye.28 While the two drugs may look indistinguishable, the potency of 

fentanyl makes heroin child’s play—fentanyl is 50 to 100 times more 

potent than heroin.29 Soon after the black market’s innovative supply of 

opioids hit the streets, the investment proved to be deadly; from 2009 to 

2016, the death rate from opioid overdoses more than tripled.30 

III. THE DEA AND CONGRESS RESPOND TO THE EPIDEMIC 

Once the DEA stepped in to try to minimize the harm, the addiction 

rate was already at astounding levels.31 The DEA would soon learn that 

its statutory toolbox was up against formidable opponents. Before 

addressing these formidable opponents in the current epidemic, the 

history of the DEA and the primary statutory tool the DEA uses to control 

the legal supply of controlled substances will be discussed. 

A. Controlled Substances Act of 1970 

Congress enacted the Comprehensive Drug Abuse Prevention and 

Control Act of 1970, which included the CSA in Title II of the Act, in 

response to the “approaching epidemic” of drug abuse, particularly the 

heroin epidemic at the time.32 The entirety of the Comprehensive Drug 

Abuse and Prevention Act had a simple goal: (1) prevent drug abuse and 

 

 26. The Naked Truth, supra note 16. If the street dealer knew that fentanyl was mixed 

in with the heroin, the drug was referred to as China White. Id. 

 27. Id.  

 28. See id. 

 29. Fentanyl v. Heroin: The Similarities and Differences Between Two Powerful 

Opioids, AM. ADDICTION CTRS. (Sept. 19, 2018), https://americanaddictioncenters. 

org/fentanyl-treatment/similarities/. 

 30. Holly Hedegaard, Margaret Warner & Arialdi Minino, Drug Overdose Deaths in the 

United States, 1999-2016, NAT’L CTR. FOR HEALTH STAT. (2017). See also The Naked Truth, 

supra note 16. 

 31. See NAT’L INST. ON DRUG ABUSE, supra note 25; see also Exec. Order No. 11727, 38 

Fed. Reg. 18357 (July 6, 1973). 

 32. H.R. REP. NO. 91-1444, at 4572 (1970). 
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rehabilitate users, (2) through providing effective means of law 

enforcement to control drugs, and (3) provide a balanced scheme of 

criminal penalties for drug offenses.33 

The CSA delegated enforcement authority to control drug abuse to the 

Department of Justice.34 The Department of Justice’s role in controlling 

drug abuse, as laid out in Title II, was to control the supply chain of drugs 

subject to abuse.35 Although the text of the CSA sought to control and 

monitor both the supply and demand of drugs subject to abuse, the text 

of the CSA that focused on controlling the legal supply chain of controlled 

substances would become the main and lasting effect of the CSA.36 

While this part of the CSA primarily concentrated on the illegal 

market of controlled substances, the CSA did include sections that 

required legal suppliers, distributors, and dispensers of controlled 

substances to satisfy registration requirements.37 However, these 

registration requirements were not initially accompanied by any 

enforcement power because companies approved by state registration 

requirements were not subject to the federal registration requirements.38 

Since all such companies were already registered through state 

registration requirements, companies did not initially acknowledge the 

new federal registration requirements.39 This dismissal of the federal 

registration requirements would not last long.40 

On July 6, 1973, President Nixon signed an executive order creating 

the DEA.41 The DEA’s responsibility was to control the supply of 

controlled substances by reducing and controlling the illegal and legal 

manufacture, distribution, and dispensing of controlled substances.42 

The DEA requested that new legislation be passed to allow the new 

 

 33. Id. at 4575. The committee report that accompanied the bill on the floor explained 

that drug abuse had detrimental externalities such as increased criminal activity in users 

and decreased social productivity. Id. at 4574. 

 34. Id. at 4569–70. 

 35. Id. 

 36. See Anti-Drug Abuse Act of 1986, Pub. L. No. 99-570, 100 Stat. 3207 (codified as 

amended in Title 21 of the United States Code). In 1970, the CSA began setting aside $180 

million for rehabilitation services the first three years after enactment of the bill, while 

$220 million was set aside for controlling the supply chain of drugs subject to abuse. H.R. 

REP. NO. 91-1444, at 4592–93, 4634–35. 

 37. See Stephen Molinari, James Cooper & Dorynne Czechowicz, Federal Regulation of 

Clinical Practice in Narcotic Addiction Treatment: Purpose, Status, and Alternatives, 22 J. 

L. MED. & ETHICS 231, 234–35 (1994). 

 38. Id. at 234. 

 39. Id. at 234–35. 

 40. See id. 

 41. Exec. Order No. 11727, 38 Fed. Reg. 18357. 

 42. Id.; see also 21 U.S.C. § 821 (2018). 
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federal registration requirements to preempt the state registration 

requirements.43 Soon thereafter the Controlled Substances Penalties 

Amendments Act of 198444 was passed, which required states to 

re-register under the CSA’s federal registration requirements.45 

Ultimately, the Executive Order and Controlled Substances Penalties 

Amendments Act of 1984 gave the DEA broad latitude to implement 

controlled substances rules and regulations.46 

The crack epidemic mandated additional major amendments to the 

CSA and the DEA. The Anti-Drug Abuse Act of 1986,47 enacted in an 

attempt to stifle the crack epidemic, repealed one of the original goals of 

the CSA by adding new, harsh penalties to manufacturers, distributors, 

and users of controlled substances who violated the CSA.48 Recurring 

offenders would no longer have the ability to rehabilitate as the 1986 

legislation implemented extreme minimum sentences to take away the 

ability of the offender to abuse drugs at all.49 The crack epidemic soon fell 

out of the public’s eye, only for the public to learn of the oncoming 

methamphetamine epidemic in the 1990s.50 Meanwhile, the deadliest 

epidemic in United States history was being born in plain sight through 

the advertisements of Oxycontin.51 By the 2000s, the DEA implemented 

the statutory tool of registration requirements to try to slow down the 

epidemic.52 

 

 43. Molinari et al., supra note 37, at 234–35. The DEA stated that the inability to 

penalize companies solely because the companies possessed a state registration placed 

great restriction on the DEA’s ability to control the legal supply of controlled substances. 

Id. 

 44. Pub. L. No. 98-473, 98 Stat. 1837. The second title of the bill, which altered the 

federal and state registration requirements, was referred to as the Dangerous Drug 

Diversion Control Act of 1984. H.R. 5656, 98th Cong. (1984). 

 45. Molinari et al., supra note 37, at 234–35. 

 46. Id. In its first year of operation, the DEA received $75 billion in funding. Staffing 

and Budget, U.S. DRUG ENFORCEMENT AGENCY, https://www.dea.gov/staffing-and-budget 

(last visited Dec. 21, 2018). 

 47. See H.R. 5484, 99th Cong. (1986). 

 48. See id. at 2–11. 

 49. See id. Additionally, the Act nearly doubled the funding for the DEA. Id. at 40–46; 

Staffing and Budget, supra note 46. In 1987, the DEA received $774 million in funding—

over a 1000% increase in funding in a matter of fourteen years. Id. 

 50. Frontline, supra note 8. Congress responded to the crack epidemic by continuing to 

increase the DEA’s funding to $1.238 billion. Comprehensive Methamphetamine Control 

Act of 1996, S. 1965, 104th Cong. (1996); Staffing and Budget, supra note 46. 

 51. See Van Zee, supra note 13, at 222–24. 

 52. See H.R. REP. NO. 110-869 (2008). 
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B. Registration Requirements 

The DEA has consistently used registration requirements to attempt 

to control the supply of controlled substances from legal suppliers 

(registrants), as described below.53 This Part lays out how the DEA uses 

registration requirements to attempt to control the legal supply of 

drugs.54 

The Department of Justice, which delegates the authority to the DEA, 

approves a registrant based on a broad question: whether the registrant 

manufacturing, distributing, or dispensing controlled substances is 

“consistent with the public interest.”55 The following factors are 

considered in determining whether the registrant being able to deal in 

the controlled substances industry is consistent with the public’s interest: 

The registrant’s “maintenance of effective controls against diversion of 

particular controlled substances . . . into other than legitimate medical, 

scientific, research, or industrial channels;” 

The registrant’s “compliance with applicable State and local law;” 

The registrant’s prior criminal record relating to controlled 

substances; 

The registrant’s past experience in dealing with controlled substances; 

and 

Such other factors as may be relevant to and consistent with the public 

health and safety.56 

When the registrant is approved to enter the industry, the registration 

may later be revoked if the registrant does not comply with certain 

duties.57 The primary duty of an accepted registrant is broad and similar 

to the test to be approved: act consistent with the public interest.58 In 

determining whether a registrant acts consistent with the public 

interest, a DEA administrator may consider broad factors such as 

 

 53. 21 U.S.C. §§ 823, 824 (2018). 

 54. Sections 821 through 831 of Title 21 of the United States Code lay out these 

registration requirements for manufacturers, distributors, and other dispensers of 

controlled substances (collectively, “registrants”). 

 55. 21 U.S.C. § 823(a) (2018). Congress added the public interest standard in 1984 to 

punish cases that did not result in felony convictions because prescription drug violations 

were often not punishable as felonies under state law. S. REP. NO. 98-225, reprinted in 1984 

U.S.C.C.A.N. 3182, 3448–49. 

 56. 21 U.S.C. § 823(a)(1)–(5) (2018). 

 57. 21 U.S.C. § 824. 

 58. 21 U.S.C. § 824(a)(4) (2018). 
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whether the registrant lied on the initial application or whether the 

registrant has been convicted of a felony since the grant of the 

application.59 

The Code of Federal Regulations creates additional duties, such as the 

duty to report suspicious orders.60 The duty to report a suspicious order 

became a commonly used tool when the DEA began to penalize 

pharmaceutical manufacturers and distributors in the current 

epidemic.61 Suspicious orders are “orders of unusual size, orders 

deviating substantially from a normal pattern, and orders of unusual 

frequency.”62 Upon noticing a suspicious order, the distributor or 

manufacturer is required to report the order to the DEA.63 

C. DEA Penalties and the Order to Show Cause 

If a DEA administrator obtains evidence that shows the registrant is 

not acting consistent with the public interest or has failed to report 

suspicious orders, the administrator may issue an order to show cause.64 

This order tells the registrant what the registrant did wrong, the 

potential penalty, and sets a date for a hearing if the registrant wishes 

to dispute the penalty.65 The order to show cause must contain a 

statement of the basis for the order and citation to any laws the 

registrant violated.66 After receiving the order to show cause of why the 

registration should not be denied, the registrant can dispute the order at 

a hearing within thirty days of receiving the order.67 This hearing 

determines the penalties the company will pay and the future of the 

company’s registration.68 

 

 59. 21 U.S.C. § 824(a) (2018). Similar to the public interest standard when considering 

granting a registrant’s application, Congress intended for the public interest standard only 

to be applied to revoke registrations in egregious cases. See 130 CONG. REC. 25852 (1984) 

(remarks of Rep. Rangel). For example, Representative Rangel used the anecdote of doctors 

prescribing narcotics to addicts as one example of when the DEA should invoke the public 

interest standard to deny or revoke a registration. Id. 

 60. 21 C.F.R. § 1301.74 (2018). 

 61. Id. 

 62. Id. 

 63. 21 C.F.R. § 1301.74(c) (2018). 

 64. 21 U.S.C. § 824(c) (2018); 21 C.F.R. § 1301.36(d) (2018). E.g., Med. 

Shoppe-Jonesborough v. DEA, 300 F. App’x 409 (6th Cir. 2008). 

 65. 21 C.F.R. § 1301.37 (2018). 

 66. Id.; 21 U.S.C. § 824(c)(2) (2018). A statement of the basis requires a statement of 

the facts that resulted in the violation of the registrant’s duty. Id. However, as will be 

discussed later, 2016 legislation changed the requirements of a statement of the basis in 

the order to show cause.  

 67. 21 U.S.C. § 824(c). 

 68. Id. 
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At the hearing, the DEA must present a prima facie case of the 

registrant acting inconsistent with the public interest.69 To present the 

prima facie case the DEA must show substantial evidence that the 

registrant violated a duty under the CSA or associated regulations.70 The 

burden of production is then shifted to the registrant.71 To rebut the 

DEA’s evidence, the registrant must show that, given the totality of the 

circumstances, allowing registration to continue would be consistent with 

the public interest.72  However, for the registrant to overcome this burden 

of production and avoid penalty, the registrant often has to accept 

responsibility and show corrective measures.73 After the hearing, the 

DEA administrator issues a final order that decides the severity of the 

penalty and whether the registrant may continue handling controlled 

substances.74 While the order is subject to appellate review, the appellate 

court must find the decision to be arbitrary, capricious, an abuse of 

discretion, or otherwise not in accordance with the law to reverse the 

order.75 Thus, so long as there is evidence to show that the 

administrator’s decision was rational, the decision will be upheld.76 

When extreme or egregious violations occur, the DEA has the option 

of issuing an immediate suspension order.77 To do so, the DEA 

administrator must determine that the distributor or manufacturer 

 

 69. 5 U.S.C. § 556(d) (2018); 21 C.F.R. § 1301.44(e) (2018). 

 70. 21 C.F.R. § 1301.44 (2018); 21 C.F.R. § 1316.56 (2018). This presentation of 

evidence typically consists of the DEA agent responsible for investigating the registrant 

presenting the agent’s findings. E.g., Morall v. DEA, 412 F.3d 165 (D.C. Cir. 2005). 

 71. 21 C.F.R. § 1301.44. 

 72. Shatz v. U.S. Dep’t of Justice, 873 F.2d 1089, 1091 (8th Cir. 1989). 

 73. E.g., Jeri Hassman, M.D., 75 Fed. Reg. 8194, 8236 (Dep’t of Justice Feb. 23, 2010) 

(denial of application).  

 74. 21 C.F.R. § 1301.46 (2018). While an administrative law judge (ALJ) presides over 

the procedural aspects of the hearing, the ALJ merely gives a recommendation of findings 

of fact and conclusions of law; the DEA administrator who brings the action ultimately 

decides the severity of the penalty and the future of the company’s registration. E.g., 

Masters Pharm., Inc. v. DEA, 861 F.3d 206, 214–15 (D.C. Cir. 2017) (upholding DEA 

administrator’s decision to refuse Masters’ plea to continue distributing opioids, which was 

contrary to the ALJ’s decision). See also 21 C.F.R. § 1316.67 (2018). The main duty of the 

ALJ is to control the procedural aspects, which gives some power to the judge since the DEA 

administrator’s decision must still be based on evidence in the record of the hearing. Id. 

 75. E.g., Cardinal Health, Inc. v. Holder, 846 F. Supp. 2d 203, 214 (D.D.C. 2012). 

 76. Id.; e.g., Masters, 861 F.3d at 230; Trawick v. DEA, 861 F.2d 72, 77 (4th Cir. 1988). 

While the cases state that “substantial evidence” must support the finding to avoid the DEA 

administrator’s order being arbitrary or capricious, typically this results in the DEA being 

able to support its holding with any evidence from the record. Id.; Volkman v. DEA, 567 

F.3d 215, 219–20 (6th Cir. 2009). 

 77. 21 U.S.C. § 824. 
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poses an imminent danger to the public health.78 This order requires the 

registrant to immediately cease operations that involve controlled 

substances until a hearing is held, which continues to be in effect if the 

registrant appeals the order. When dealing with manufacturers and 

distributors of controlled substances, this type of order often results in 

the loss of millions of dollars in profits.79 Overall, all prosecution and 

enforcement penalties fall within the DEA administrator’s discretion.80 

D. DEA Enforcing Registration Requirements Against Physicians 

By the mid 2000s, Congress was well aware of the devastation of the 

opioid epidemic.81 Therefore, the DEA first targeted the end of the legal 

supply chain—the physician’s prescribing the painkillers—with 

registration penalties.82 The policy, which many described as a witch 

hunt, made the epidemic even more deadly.83 Due to many physicians’ 

fear of being prosecuted under a process that many would consider 

inherently unfair, physicians cut off many patient’s legal supply to the 

drug.84 

For example, in Hoxie v. Drug Enforcement Administration,85 the DEA 

obtained evidence in 2001 and 2002 against Dr. Hoxie. While the DEA 

could not explain how or why the evidence was obtained, the evidence 

showed that Dr. Hoxie had been arrested seven times between 1973 and 

1985. Six of the arrests appeared to involve controlled substances. Dr. 

Hoxie received his registration in 1995. However, these arrests resulted 

in Dr. Hoxie falsely answering the application question of whether he had 

ever been convicted of a crime in connection with controlled substances. 

Upon being questioned about the arrests at his office, Dr. Hoxie did not 

directly and truthfully respond to the accusations of being arrested. 

Subsequent to the interview at Dr. Hoxie’s office, the DEA issued an 

order to show cause. After Dr. Hoxie’s hearing, the DEA administrator 

issued a final order permanently revoking Dr. Hoxie’s registration due to 

 

 78. Id. § 824(d). E.g., Cardinal Health, Inc., 846 F. Supp. 2d at 214. Prior to 2016, 

whether the registrant posed imminent danger to the public health and safety was 

undefined and entirely up to the DEA administrator’s discretion. Id. However, the 2018 

version of 21 U.S.C. § 824(d) defines the phrase. 

 79. 21 U.S.C. § 824(d); Cardinal Health, Inc., 846 F. Supp. 2d at 214. 

 80. 21 U.S.C. § 824. 

 81. H.R. REP. NO. 110-869 (2008). 

 82. Id. 

 83. John A. Gilbert & Barbara Rowland, Practicing Medicine in a Drug Enforcement 

World, in HEALTH LAW HANDBOOK 392 (Alice G. Gosfield ed., 2015). 

 84. Id. 

 85. 419 F.3d 477 (6th Cir. 2005). 
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his lack of candor and his failure to testify at the hearing.86 The United 

States Court of Appeals for the Sixth Circuit affirmed due to the evidence 

that showed Dr. Hoxie falsified his original application; therefore, the 

evidence was enough—not arbitrary or capricious—to support the 

administrator’s discretionary decision to permanently revoke Dr. Hoxie’s 

registration.87 

The same year, in the seminal case of Morall v. Drug Enforcement 

Administration,88 the United States Court of Appeals for the District of 

Columbia Circuit reached a contrary result by reversing a DEA 

administrator’s final order that revoked a physician’s license.89 In this 

case, the DEA issued an order to show cause to Dr. Morall for failing to 

maintain complete and accurate records. Dr. Morall illegally shipped 

controlled substances to her residence. Upon a DEA agent interviewing 

Dr. Morall, she lied about the plethora of controlled substances she 

possessed at her house. Further audits of Dr. Morall’s practice revealed 

that she continuously had a shortage of controlled substances. The 

controlled substances she dispensed reached the public without any 

written prescription or record. However, at the hearing Dr. Morall 

promised that the controlled substances went to patients. Further, Dr. 

Morall explained that during the time period in question her father and 

several of her close friends had passed away. She also stated that she had 

been ill and that her son had been diagnosed with an illness similar to 

sickle cell anemia. The DEA administrator did not consider Dr. Morall’s 

excuses and issued a final order permanently revoking registration.90 

However, the appellate court reversed, stating that the DEA 

administrator acted arbitrarily and capriciously as the order failed to 

consider Dr. Morall’s testimony.91 Despite the inconsistent holdings, the 

 

 86. Id. at 479–81. 

 87. Id. at 481–83. Another similar example of seemingly extreme punishments under 

the totality of the circumstances is Jeri Hassman, M.D., 75 Fed. Reg. 8194. Here, the ALJ 

found the respondent issued prescriptions that lacked a legitimate medical purpose to two 

patients out of nine hundred that were currently being treated by the respondent. Id. at 

8194–95. While the respondent had been convicted of four counts of felony fraud and 

misrepresentation, she had completed extensive remedial training. Id. at 8195. 

Nonetheless, the administrator denied the respondent’s renewal application due in large 

part to her failure to accept responsibility in a way that satisfied investigators and the 

administrator. Id. at 8237. 

 88. 412 F.3d 165 (D.C. Cir. 2005). 

 89. Id. at 177. 

 90. Id. at 167–73. 

 91. Id. at 177. The appellate court also acknowledged that the DEA administrator 

failed to consider the ALJ’s recommendation. Id. at 183–84. However, other cases have 

shown that the DEA does not have to show any deference to the ALJ’s recommendations. 

E.g., Masters, 861 F.3d 206. A more recent example of a court showing leniency to a willful 
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DEA was beginning to hold many physicians accountable—or at least 

scare the physicians into being accountable. However, prosecuting just 

the physicians would fail to slow down the epidemic enough to satisfy the 

nation’s outcry against it. 

E. Legislature and DEA Attempt to Slow Down Internet Pharmacies 

Pain management clinics and internet pharmacies also become a key 

supplier of opioids.92 Congress and the DEA decided to try to slow down 

the free-for-all online prescriptions by passing the Ryan Haught Online 

Pharmacy Act of 2008.93 The House Report that accompanied the Act on 

the floor stated the solution to these unmonitored, internet pharmacies 

would be to require internet pharmacies to complete special registration 

requirements with the DEA before being able to dispense controlled 

substances.94 

This Act created 21 U.S.C. § 82995 and provided specific registration 

requirements for online pharmacies.96 First, the legislation required 

consumers to meet with a physician in person prior to an online 

pharmacy shipping a controlled substance to the consumer.97 To prevent 

foreign online pharmacies from contributing to the epidemic, the 

legislation also required pharmacies to follow specific registration 

requirements, such as posting the address and name of the pharmacy 

within the registered state and other specific contact information to 

ensure the pharmacy was registered to conduct business within the 

United States.98 The legislation then required the internet pharmacies to 

meet specific monthly reporting requirements of the amount of each 

 

offender of the registration requirements is Mohammed Asgar, M.D., 83 Fed. Reg. 29569 

(Dep’t of Justice June 25, 2018) (decision and order). In this case, the DEA proved that Dr. 

Asgar participated in a conspiracy involving illegal kickback payments in exchange for 

recommending unnecessary home health services. Dr. Asgar faced criminal penalties, and 

the DEA issued an order to show cause to revoke his license. Id. at 29569–71. Despite the 

clear lack in trust, Dr. Asgar’s registration was only suspended for two years. Id. at 29573. 
 92.  See generally Ryan Haight Online Pharmacy Act of 2008, H.R. 6363, 110th Cong. 

(2008); see also The Naked Truth supra note 16. 

 93. H.R. REP. NO. 110-869. 

 94. Id. at 7–10. Representative Michele Bachmann spoke on behalf of the bill after it 

was passed; she stated that, prior to the bill, consumers could go online and fill out a 

questionnaire to receive prescription opioids within a matter of days. 154 CONG. REC. E1969 

(2008). The House Report’s findings took into consideration the loss of profits the private 

sector would suffer if required to register with the DEA as well as the potential increase in 

the DEA’s funding. H.R. REP. NO. 110-869, at 19. 

 95. 21 U.S.C. § 829 (2018). 

 96. Id. 

 97. Pub. L. No. 110-425, 122 Stat. 4820 (2008). 

 98. Id. 
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controlled substance dispensed from the company.99 Finally, the 

legislation increased penalties for violations of the CSA.100 

Overall, the Act would prove to slow down the illegal supply of 

prescription opioids via internet pharmacies, but the country’s addiction 

and death rates from the epidemic continued to rise at a staggering 

rate.101 However, the DEA had begun to set their sights on the key 

players in the epidemic—the wholesale manufacturers and distributors 

of the opioids.102 

F.     Pharmaceutical Manufacturers and Distributors Experience 

Economic Losses 

In the late 2000s the DEA had also begun to punish who the nation 

was blaming for the epidemic—the formidable manufacturers and 

distributors of opioids reaping the profits from the epidemic.103 Certain 

administrators at the DEA began to liberally use the discretionary 

immediate suspension orders to temporarily shut down production and 

distribution of opioids by some of the biggest manufacturers and 

distributors of opioids.104 Nonetheless, even with penalties and fines 

imposed on manufacturers and distributors across the industry, the 

pharmaceutical companies continued to violate the registration 

requirements.105 

For example, the case of Cardinal Health, Inc. v. Holder106 illustrates 

the DEA imposing multiple severe penalties, including immediate 

suspension orders, on one of the top five wholesale distributors of opioids 

in the nation.107 In this case, the DEA issued immediate suspension 

orders to three of Cardinal’s facilities in 2007 by stating the facilities 

posed an “imminent danger to public health or safety” by failing to 

maintain effective controls against diversion. Cardinal eventually agreed 

to pay a $34 million fine. Cardinal also agreed to enter into a compliance 

 

 99. Id. 

 100. Id. 

 101. Overdose Death Rates, NAT’L INST. ON DRUG ABUSE, https://www.drug 

abuse.gov/related-topics/trends-statistics/overdose-death-rates (last updated Jan. 2019). 

 102. E.g., Masters, 861 F.3d 206; Cardinal Health, 846 F. Supp. 2d 203. 

 103. See Cardinal Health, 846 F. Supp. 2d 203. 

 104. Id. 

 105. E.g., Cardinal Health, Inc., 846 F. Supp. 2d at 206–08; see also Lena Groeger, Big 

Pharma’s Big Fines, PRO PUBLICA (Feb. 24, 2014), http://projects.propublica.org/graphics 

/bigpharma.  

 106. 846 F. Supp. 2d 203 (D.D.C. 2012). 

 107. Id. at 207–08. In fact, the opinion later states that “Cardinal is a Fortune 20 

company with annual revenues in 2011 exceeding $102 billion, [and] profits exceeding $1.5 

billion.” Id. at 211. 
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program designed to detect and prevent future suspicious orders. 

However, the distribution of Oxycodone to multiple CVS retail 

pharmacies later increased exponentially, and Cardinal did not notify the 

DEA. After an investigation in 2011, the DEA had evidence that Cardinal 

was not complying with the new program and was still failing to report 

suspicious orders; as a result, the DEA administrator stated that 

Cardinal posed an imminent danger to the public health and safety. 

Therefore, Cardinal received another immediate suspension order. The 

DEA required Cardinal to suspend all sales to the CVS retail pharmacies 

in question. Upon moving for an injunction of the immediate suspension 

order based on the argument that such an order would create irreparable 

harm to the company,108 the United States District Court for the District 

of Columbia denied the request.109 The court refused to accept Cardinal’s 

claim because Cardinal only claimed economic loss, which does not create 

irreparable injury.110 The court further stated that only monetary loss 

that threatens the very existence of the business creates irreparable 

injury.111 The court held that Cardinal did not “come close to showing 

that the [immediate suspension order] ‘threaten[ed] the very existence of 

its business.’”112 The court also rejected Cardinal’s argument that the 

immediate suspension order would irreparably harm the legitimate 

customers because harm to third parties cannot allow Cardinal to avoid 

the order.113 

Another example of the DEA using an immediate suspension order to 

impose severe penalties on a pharmaceutical distributor is Masters 

Pharmaceutical, Inc. v. Drug Enforcement Administration.114 In 2008, 

Masters violated the duty to report suspicious orders, among other 

violations, and the DEA settled with Masters for $500,000 and the 

requirement that Masters institute a new compliance program. 

Nonetheless, a hierarchy of Masters’ employees ignored the newly 

implemented computer program that flagged suspicious orders. The DEA 

investigated Masters in 2013 and found that Masters was again not 

abiding by the duty to report suspicious orders. Thus, the DEA issued a 

second immediate suspension order. Despite the ALJ finding that 

Masters had complied with the settlement order, the DEA administrator 

issued an order that held Masters liable for the failure to report 

 

 108. Id. at 207–10. 

 109. Id. at 210. 

 110. Id. at 211–13. 

 111. Id. 

 112. Id. 

 113. Id. at 213–14. 

 114. 861 F.3d 206 (D.C. Cir. 2017). 
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suspicious orders.115 The United States Court of Appeals for the District 

of Columbia denied all of Masters’ arguments to stay the immediate 

suspension order.116 

While enforcement of these types of penalties may not have been 

uniform and consistent across the industry, the DEA still felt as if it were 

gaining control over the epidemic—until Congress intervened.117 Time 

would reveal that neither the administrators and attorneys 

implementing the harsh penalties nor the DEA policies that allowed for 

confronting and temporarily shutting down many of these manufacturers 

and distributors would last long.118 

G.    The Pharmaceutical Industry’s Response: The Ensuring Patient 

Access Act 

On April 19, 2016, the Ensuring Patient Access and Effective Drug 

Enforcement Act119 passed without a single objection on the floor.120 This 

legislation conveyed that Congress and the pharmaceutical industry had 

other intentions on slowing down the epidemic.121 Despite a 

soon-to-be-fired DEA administrator vehemently opposing the bill at 

congressional hearings, Congress would claim that the pharmaceutical 

industry tricked Congress into passing the Ensuring Patient Access 

Act.122 

 

 115. Id. at 213–15. 

 116. See generally id. To the contrary, in Bates Drug Stores, Inc. v. Holder, the United 

States District Court for the Eastern District of Washington granted a retail pharmacy’s 

injunction to stop the DEA’s imposition of an immediate suspension order. See No. CV-11-

0167-EFS, 2011 U.S. Dist. LEXIS 52404 (E.D. Wash. May 6, 2011). The court granted the 

injunction based primarily on the pharmacy’s future economic losses. Id. at *3–4. The court 

further stated that the DEA’s immediate suspension order did not allege specific enough 

facts regarding the pharmacy’s violations. Id. Finally, the court considered the injury of the 

order on third persons and the pharmacy’s employees before deciding to overturn the 

immediate suspension order based on the pharmacy enduring irreparable injury. Id. 

 117. Bill Whitaker, Ex-DEA Agent: Opioid Crisis Fueled by Drug Industry and Congress, 

CBS NEWS (Oct. 15, 2017), https://www.cbsnews.com/news/ex-dea-agent-opioid-crisis-

fueled-by-drug-industry-and-congress/. 

 118. Id. 

 119. Pub. L. No. 114-145, 130 Stat. 354 (2016).  

 120. Id. 

 121. Id. 

 122. See Improving Predictability and Transparency in DEA and FDA Regulations: 

Hearing on H.R. 4069 Before the Subcomm. on Health and the Comm. on Energy and 

Commerce, 113th Cong. 82 (2014) (statement of Joe Rannazzisi, Deputy Assistant Adm’r, 

Office of Diversion Control, Drug Enf’t Admin.); Nancy Cordes, “All of Us Were Fooled”: 

Opioid Report Reverberates Across Political World, CBS NEWS (Oct. 16, 2017), 

https://www.cbsnews.com/news/opioid-addiction-epidemic-capitol-hill-calls-for-change/. 
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The bill’s purpose stated that it was (1) to ensure patients were able 

to receive their controlled substances and (2) to clarify terms in the 

statute for effective enforcement of registration requirements.123 

However, the Ensuring Patient Access Act created more roadblocks than 

assistance for the DEA.124 Investigative journalism soon revealed that 

these crafty amendments were no mistake.125 

The Ensuring Patient Access Act took away a major tool of the DEA: 

the ability to issue an immediate suspension order.126 Without the threat 

of immediate suspension orders, companies returned to recklessly 

supplying opioids without the fear of losing millions in profits.127 The Act 

did this in two ways. First, legislation created the option for companies 

who were issued an immediate suspension order the ability to submit a 

corrective action plan (CAP).128 The DEA now has to consider this plan 

prior to enforcing the immediate suspension order and when determining 

the status of the companies’ registration.129 Previously, the DEA just had 

to “contain a statement of the basis” in the immediate suspension order 

prior to the hearing.130 Now the companies get a chance to correct the 

problem before the hearing, and the DEA is required to show 

consideration of the plan.131 This CAP amendment also potentially 

creates an immediate appeals process and places more of a burden on the 

DEA before revoking registration.132 

Second, with respect to immediate suspension orders, the Act defined 

the term imminent danger as requiring a showing that there is a 

“substantial likelihood” of certain death.133 Since manufacturers and 

distributors are so far removed from the consumer, it would be difficult 

for the DEA to meet the substantial likelihood standard required to 

receive an immediate suspension order as the term is currently 

defined.134 

 

 123. H.R. REP. NO. 114-85, at 2 (2015). 

 124. See generally John Mulrooney & Katherine Legel, Current Navigation Points in 

Drug Diversion Law: Hidden Rocks in Shallow, Murkey, Drug-Infested Waters, 101 MARQ. 

L. REV. 333, 336–37 (2017). 

 125. Whitaker, supra note 117. 

 126. Id. 

 127. Id.; see also Pub. L. No. 114-145, 130 Stat. 354. 

 128. Mulrooney & Legel, supra note 124, at 336–37.  

 129. Id. at 339–40. 

 130. 21 U.S.C. § 824. 

 131. Mulrooney & Legel, supra note 124, at 340–41. 

 132. Id. at 343. 

 133. Id. at 345–46. 

 134. Id. at 346–47. For example, the United States Court of Appeals for the Second 

Circuit defines substantial likelihood as “considerably more likely.” United States v. Thorn, 
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One report revealed to the nation that the author of the Ensuring 

Patient Access Act was a previous DEA prosecutor who left the DEA to 

become a partner at one of the leading law firms for the pharmaceutical 

industry.135 The DEA administrator who testified against the bill came 

forth to reveal that a revolving door of employment was occurring 

between the law firms representing the pharmaceutical industry and the 

DEA.136 The pharmaceutical industry was poaching DEA employees to 

supply information on how to avoid penalties and investigation by the 

DEA.137 

Despite the CBS report creating national outrage at the situation, the 

bill is still in effect.138 Death rates due to fentanyl continue to rise.139 The 

citizens of this country continue to suffer from the emotional and 

economic toll that the epidemic has placed on the nation.140 Both 

conservatives and liberals agree that the problem needs to be addressed, 

so the question becomes how and when will Congress act to remedy a 

situation they themselves have exacerbated? 

IV.  ANALYSIS 

The nation is in need of a new statutory approach to drug reform, 

especially with respect to controlling the legal supply of controlled 

substances. Therefore, a discussion follows below of the problems with 

the current approach to controlling the legal supply of drugs as well as 

new approaches to controlling the legal supply and demand of drugs to 

help prevent future drug abuse epidemics. 

A.    Making Registration Requirements Dependent Upon the Size of the 

Registrant 

The first problem with the current registration requirements is that 

the requirements are intended to be a one-size-fits-all requirement. Thus, 

the first change should be to separate statutory registration 

 

317 F.3d 107, 117 (2d Cir. 2017). The bill also made the “factors as may be relevant to and 

consistent with the public health and safety” only apply to manufacturers and distributors, 

not pharmacists and physicians. Mulrooney & Legel, supra note 124, at 347–48. It is still 

unclear the change this amendment could produce. 

 135. Whitaker, supra note 117. 

 136. Id. 

 137. Id. 

 138. Id.; 21 U.S.C. §§ 823, 824. 

 139. U.S. Drug Overdose Deaths Continue to Rise; Increase Fueled by Synthetic Opioids, 

CTRS. FOR DISEASE CONTROL & PREVENTION (Mar. 29, 2018), https://www.cdc.gov/ 

media/releases/2018/p0329-drug-overdose-deaths.html. 

 140. ALTARUM, supra note 1. 
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requirements depending upon the size of the registrant. For example, the 

current state of the law is that no matter whether a registrant is a doctor 

or a multi-billion dollar pharmaceutical manufacturer, the success of the 

registrant’s application is dependent on the same factors. Similarly, once 

a registrant is accepted, the duties are the same for a registrant whether 

it is a local pharmacist or one of the largest distributors of opioids in the 

nation. 

These requirements should be changed to be more comparative to how 

online pharmacies have unique registration requirements. Physicians 

and practitioners should have registration requirements that are 

separate and distinct from manufacturers and distributors of controlled 

substances. Considering the public’s need for available physicians and 

practitioners, discretionary requirements for these individuals are 

understandable. However, the courts should be cautious in accepting 

excuses. Legislation should focus the court’s attention towards 

considering the physician’s career as a whole and even allow community 

reputation and other similar character evidence into the record to 

determine if the practitioner runs a legitimate healthcare practice. 

Legislation should then steer the court’s attention to considering the 

registrant’s standing with regards to state licensing requirements and 

medical boards. Finally, legislation should allow the courts to consider 

hardships, excuses, and sincerity of apologies only as a catch-all provision 

for extreme cases. 

On the other hand, when considering large pharmaceutical 

manufacturers and distributors, the requirements should be much more 

objective and detailed. For large registrants, registration requirements 

should include employing technological programs with algorithms that 

would alert the company when orders of opioids to certain pharmacies 

have exponentially increased in a short period of time or enforce 

employment of technological programs that raise red flags and send 

notices to the DEA when the order of opioids to particular pharmacies 

vastly outnumber the population and community surrounding the 

pharmacy. While the implementation of the programs would be 

expensive, the registrants would likely cover the expense by raising the 

prices of medications. However, this rise in price would likely be offset 

over time, especially since the penalties the DEA places on the 

registrants already contribute to inflated medication prices.  The new 

specific legislation for large registrants would ultimately place the cost 

of reducing and monitoring addiction on the pharmaceutical industry to 

employ these programs; in turn, the pharmaceutical industry would 

place the cost on consumers through a slight increase in the cost of 

products. Overall, this economic cycle would eventually replace the 
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current deadweight loss produced by the DEA penalties with 

investments in controlling inventory. 

In the longrun, the nation would experience a net gain. First, the 

increased cost of goods would cover the investment in the inventory 

technology. Then, the more consistent estimate of costs in reporting 

controlled substances orders—compared to the inconsistent DEA 

penalties—would likely reduce the cost of the medications. Second, these 

detailed registration requirements would also alert the DEA and the 

companies when new drugs, which could create new epidemics, were 

being prescribed at an extraordinary rate. Therefore, the more stringent 

reporting requirements would help in reducing the exponential business 

and social costs that accompany epidemics, such as the estimated $1 

trillion lost to the epidemic since 2001.141 Overall, providing large 

registrants with stringent, bright-line registration requirements would 

protect consumers by strictly monitoring the supply of controlled 

substances, while still allowing large registrants to make profits by 

accurately anticipating and estimating the cost of being in the 

pharmaceutical industry. 

B. Court Uniformity in Enforcing DEA Penalties 

Further, the judiciary needs to be uniform in enforcing and upholding 

penalties of the DEA. During the epidemic, the courts have not been 

consistent in upholding penalties and immediate suspension orders 

against registrants. For instance, in Bates Drug Stores, Inc. v. Holder,142 

the District Court for the Eastern District of Washington did not allow 

an immediate suspension order to be upheld because the two small 

pharmacies would suffer irreparable harm through economic loss and 

harm to third persons receiving legitimate medications.143 To the 

contrary, less than a year later in Cardinal Health, Inc. v. Holder,144 a 

United States District Court in the District of Columbia ruled that (1) 

economic loss does not constitute irreparable harm when it comes to 

manufacturers and distributors of pharmaceuticals and (2) that third 

persons cannot create irreparable harm, despite the fact that Cardinal 

Health supplies retail pharmacies across the country.145 Therefore, if the 

court were concerned with patient access to medications, Cardinal 

Health would be much more likely to be granted an injunction to an 

 

 141. Id. 

 142. No. CV-11-0167-EFS, 2011 U.S. Dist. LEXIS 52404 (E.D. Wash. May 6, 2011). 

 143. Id. at *3–4. 

 144. 846 F. Supp. 2d 203 (D.D.C. 2012). 

 145. Id. at 211–13. 
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immediate suspension order as they supply many more legitimate 

patients. 

One proposal to ensure that large registrants, such as Cardinal Health 

and other large pharmaceutical manufacturers and distributors, are 

consistently held to the same standard while also consistently reporting 

and abiding by the requirements is to impose a bright-line rule on the 

companies. For example, a bright-line rule of ten failures to report 

suspicious orders by the company would result in the entire company 

being unable to obtain registration for any controlled substances for at 

least a year. The economics of the bright-line rule would be similar to the 

more stringent registration requirements as the cost of doing business 

would be more consistent and the programs to ensure compliance would 

be initially placed on the consumer. However, the bright-line rule would 

incentivize the registrants to employ the best programs available to 

ensure suspicious orders do not go undetected and that all controlled 

substances are accounted for in inventory. 

This bright-line rule would also ensure that not only the executives of 

the company abide by the requirements but also the employees. Many 

arguments against the immediate suspension orders revolve around the 

company being forced to lay off innocent employees and forego large 

amounts of profits due to a few employees not properly performing their 

jobs. Accepting this argument has resulted in the orders not being 

consistently implemented. A bright-line policy for large registrants would 

incentivize proper screening, orientation, training, and employment of 

other prevention procedures to ensure that the company cooperates with 

the stringent requirements. Instead of taking the chance and favoring 

large profits in the form of filling the suspicious orders and paying 

possible fines, the companies would choose to invest in protocols that 

would prevent the company from being subject to a penalty that would 

ultimately force the company to shut down. 

C. Returning to the Original Goal of the CSA 

Another huge step in preventing and slowing down the epidemic is to 

get Congress committed to a uniform plan of action. The Ensuring 

Patient Access Act moved the nation two steps back in controlling the 

current epidemic. However, the epidemic has proven that trying to 

control the legal supply of controlled substances alone cannot prevent 

drug addiction or abuse epidemics. Just as the crackdown on the internet 

pharmacies and physicians that reduced the legal opioid supply 

illustrated, the black market will find a way to meet the demand of a 

drug. Therefore, the nation must return its primary focus to one of the 

initial goals of the CSA—control the demand of controlled substances. 
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The CSA originally articulated a balanced scheme of rehabilitating 

users and raising awareness of the potential for drug abuse while also 

preventing the supply of controlled substances. A return to the 

commitment of this balanced approach would result in Congress, the 

judiciary, and the DEA focusing on reducing the demand for controlled 

substances through education and rehabilitation programs, with a 

secondary focus on funding and controlling the supply of the controlled 

substances. Moreover, new legislation creating a national fund that 

allows individuals to rehabilitate in private and without fear of losing 

their jobs would help prevent many problems before the addiction 

becomes a hole dug too deep. Funding that provides financial assurances 

for these affected individuals would reduce many severe cases. Overall, 

legislation needs to continue to be aware that addiction is a developing 

topic that deserves financial assistance similar to other major health 

problems. 

Further, investing in research that would allow independent 

evaluations of the pharmaceutical companies’ new drugs being put on the 

market and holding manufacturers to a higher standard of care could 

also offer more transparency in the market. For instance, one of the key 

components of the current epidemic resulted from an opioid 

manufacturer advertising that an opioid was not addictive. This epidemic 

should illustrate that manufacturers and distributors of pharmaceuticals 

should be held to a much higher standard than regular advertisements 

to ensure the pharmaceutical industry is not creating an unnecessary 

market of consumers. If companies such as the ones who misrepresented 

the sideeffects of opioids are found to have misrepresented the dangers 

of a drug, a bright-line rule similar to that described above for violation 

of registration requirements should be implemented. However, this 

equilibrium between allowing medications onto the market in a timely 

manner and ensuring that the medication is safe and as advertised 

should lean heavily towards the nation’s safety first when dealing with 

potentially addictive substances. 

Finally, investing in practical and realistic drug awareness programs 

is a critical component to preventing drug abuse epidemics. Such 

programs would not only raise awareness for individuals who are 

considering trying drugs but also for those who are unsure of whether 

they are addicted to controlled substances or not. The programs would 

also allow individuals to notice when someone may be showing signs of 

addiction, which would help ameliorate many individual cases of 

addiction. 
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V. CONCLUSION 

Overall, as this Comment illustrates, Congress, the DEA, and the 

courts have all contributed to the pharmaceutical industry metastasizing 

this epidemic. Now is the time to reverse the two steps back that the 

Ensuring Patient Access Act took the nation and move towards putting 

a halt to this epidemic and future epidemics. The first step is to pass a 

distinguished, detailed approach to enforcing registration requirements 

for manufacturers and distributors. The second step is returning to the 

CSA’s original goal of implementing a balanced policy between 

controlling the supply and demand of drugs subject to abuse. While it 

may be unrealistic to prevent drug abuse as a whole, it is not unrealistic 

to substantially decrease the current rates of addiction. It is time for 

Congress, the DEA, and the judiciary to make a uniform, concerted effort 

towards doing just that. 

 

                              Robbie Wright 
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