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New Rules Govern Internet Pharmacies 

On April 6, 2009, the Drug Enforcement Agency (“DEA”) released regulations 
to implement the Ryan Haight Act Online Pharmacy Consumer Protection Act 
of 2008.  The Ryan Haight Act had been signed into law on October 15, 2008, 
and passed in response to a lack of regulation of internet pharmacies and 
specifically named after an 18-year-old who died after taking pharmaceuticals 
he purchased via the internet.  The Ryan Haight Act states, “No controlled sub-
stance may be delivered, distributed, or dispensed by means of the Internet 
without a valid prescription.”1  A “valid prescription” means that it “is issued 
for a legitimate medical purpose in the usual course of professional practice” 
and that, with certain limited exceptions, must be prescribed by a practitioner 
who has “conducted at least one in-person medical evaluation of the patient.”2   
The law also now requires pharmacies to obtain a registration to dispense 
controlled substances via the internet.3  The Ryan Haight Act increases crimi-
nal penalties for distribution of controlled substances, in particular Schedule 
III, IV, and V drugs, which are those drugs associated with most prescription 
medications.4  Schedule III drugs include anabolic steroids; Schedule IV drugs 
include alprazolam and diazepam; and Schedule V drugs include narcotic 
drugs such as codeine, in limited amounts.5  Further, the new law explicitly 
prohibits, under penalty of criminal law, delivering, distributing, or dispensing 
a controlled substance by means of the internet, except as provided and al-
lowed under the new law.6   Finally, the new law allows states the right to sue 
individuals or entities violating the new internet pharmacy requirements.7 

The Ryan Haight Act was passed in response to the problem of rogue inter-
net pharmacies dispensing both counterfeit pharmaceuticals and legitimate 
pharmaceuticals without valid prescriptions.  The Act and proposed regula-
tions seek to address these problems and ensure that the pharmaceuticals 
distributed in the United States are safe and dispensed for legitimate reasons.  
Physicians and other health care providers should take steps to educate their 
patients on the dangers of purchasing pharmaceuticals from unauthorized 
or suspect sources.  Health care providers should also familiarize themselves 
with the requirements of the Ryan Haight Act, including the telemedicine 
provisions, to ensure that they comply with its prescription provisions and 
proposed regulations.
__________ 
1    Pub. Law 110-425, section 2.
2    Id.  The law does allow prescriptions issued by a “covering practitioner” at the request of a practitioner who has 
previously conducted an in-person evaluation and is temporarily unavailable to conduct an evaluation and also 
allows prescriptions issued by practitioners engaged in the practice of “telemedicine,” as defined in the law.  Id.  at 
sections 2 and 3(a).
3    Id. at section 3(b).
4    Id. at section 3(e).
5    See 21 U.S.C. § 812(c); 21 C.F.R. §§ 1308.13, 1308.14, and 1308.15. 
6    Pub. Law 110-425 at section 3(h).
7    Id. at section 3(h).
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This alert provides a general summary of recent legal developments. It is not intended to be, and should not be relied upon as, legal advice.

Because the effective implementation date for the Ryan Haight Act is April 13, 2009, the DEA recently pro-
posed regulations to implement the requirements of the Ryan Haight Act.  These regulations, in the form 
of an Interim Final Rule, have been published in the Federal Register, and the public has 60 days to sub-
mit comments to the DEA before the rules are finalized.  Recognizing the difficult, if not impossible, task 
of blocking all online pharmaceutical sales, the rules that propose to implement the Ryan Haight Act put 
online pharmaceuticals on an equal regulatory footing with traditional bricks-and-mortar facilities.  Addi-
tionally, existing pharmacies will not require an endorsement on their existing regulations in order to sell 
pharmaceuticals over the internet.

In proposing regulations to implement the Ryan Haight Act, the DEA noted that, “[w]hile in-person ‘prescrip-
tion mills’8  [practitioners’ offices that readily supply drug seekers with prescriptions for controlled substanc-
es without establishing a legitimate medical basis for doing so] have always been, and remain, a significant 
source of diversion, the advent of rogue Web sites that cater to those who abuse pharmaceutical controlled 
substances has allowed the criminal operators of these sites to exploit the anonymity of the Internet to gen-
erate the illicit sales of controlled substances that far exceed those of any in-person prescription mill.”

Under the proposed regulations, all online pharmacies that intend to dispense controlled substances via 
the internet must provide the DEA with 30-days notice of such intent and apply for a modified registration.  
Additionally, an online pharmacy must provide a separate 30-day advance notice to the state boards of 
pharmacy in each state in which it intends to offer to sell, distribute, or deliver controlled substances.  Online 
pharmacies must also post “in a visible and clear manner on the homepage of each Internet Web site it oper-
ates, or on a page directly linked thereto in which the hyperlink is also visible and clear on the homepage,” 
the following information:  (1)  name, address, telephone number and e-mail of pharmacy; (2) name, tele-
phone number, professional degree and states of licensure of the pharmacist-in-charge; (3) a list of states in 
which the pharmacy is licensed to dispense controlled substances; (4) a certification that the pharmacy is 
registered to deliver, distribute, or dispense controlled substances by means of the internet; (5) full contact 
information of any practitioner who has a contractual relationship to provide medical evaluations, or issue 
prescriptions for controlled substances, through referrals from the website or at the request of the owner 
or operator of the website; and (6) a statement that states, in part, that the pharmacy “will only dispense 
a controlled substance to a person who has a valid prescription issued for a legitimate medical purpose 
based upon a medical relationship with a prescribing practitioner.  This includes at least one prior in-person 
medical evaluation in accordance with … the Controlled Substances Act or a medical evaluation via tele-
medicine.”  Additionally, online pharmacies are required to report the total quantity of controlled substances 
dispensed each month.
 
 

__________ 
8    An example of such a case is United States v. Astin, a federal prosecution in Atlanta.  Dr. Astin was sentenced on May 12, 2009 to 10 years in prison for writing 
hundreds of prescriptions to patients that were not for legitimate medical purposes.  Dr. Astin admitted that the prescriptions he issued resulted in the death of at 
least one patient.


