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"Off-label" means the medication 

is being used in a manner not 

specified in the FDA's approved 

packaging label, or insert.          

Every prescription drug marketed 

in the U.S. carries an individual, 

FDA-approved label.



Off-Label Use

• Indications

• Dosage

• Age

• Route of Administration



Off-Label Usage

• 2007 – 725 million FDA approved 

drugs prescribed by US office-based 

physicians

• 150 million (27%) were off-label

• 73% of off-label prescriptions lacked 

evidence of clinical efficacy



Drugs Commonly Rx Off-Label

• Anti-seizure                       

• Antidepressants

• Antibiotics

• Anxiety Drugs

• Narcotic pain relievers

• Chemotherapy



Off-Label Usage

• UK, Sweden, Germany, Netherlands 

– 624 children in pediatric units

–39% drugs prescribed for off-label 

usage

–67% of the children received off-

label drugs



Aspirin

• 1960s and 1970s evidence presented that 

Aspirin could lower the risk of a second 

heart attack

• 1998 FDA approved  this labeling



Pharmaceutical Advertising





Pfizer fined $2.3 billion for illegal 

marketing in off-label case

Sept 2, 2009



2012 - GlaxoSmithKline paid $3 billion for 

illegal off-label marketing:

• paroxetine in children (approved only     

for use in adults)         

• antidepressant bupropion as a weight 

loss aid 



Genentech Suit

• McDermott worked as a “professional 
educator liason” for Genentech

• Rituxan approved for non-Hodgkins 
Lymphoma

• Job involved recruiting doctors to promote 
Rituxan as a treatment for rheumatoid 
arthritis

• Alleges “sham” consulting agreements 
given to rheumatologists whom the 
company  identified as “key opinion 
leaders” who were expected to influence 
other doctors to prescribe for arthritis 



Serona S.A. - 2005

• $704 million – criminal and civil 

charges relating to deceptive 

marketing of Serostim

• Conspiracy to distribute an 

unapproved device and conspiracy to 

pay illegal remuneration to health-

care providers to induce referrals to 

Medicaid pharmacies



2012 - Abbott paid $1.6 billion for off-

label marketing of anticonvulsant 

valproic acid. Paid Docs to Rx in older 

aggressive patients with schizophrenia 

and dementia  

2009 - Eli Lilly paid $1.4 billion in a 

settlement for off-label marketing of 

antipsychotic olanzapine for dementia



Pfizer Suit

• 2004 - Warner Lambert pleaded guilty to federal 
charges that it promoted Neurontin for off-label 
uses beginning in 1990

• Pfizer acquired Warner Lambert in 2000

• Pfizer agreed to pay $430 million to resolve the 
criminal charges and civil liabilities

• British public rebuke for promoting drugs before 
government approval given  - Breached code of 
conduct  and “discredited the industry”







Fed Court FDA Ruling 2015

• FDA has long insisted that companies 

break the law if they market a drug for a 

purpose not approved

• Amarin asked the court to stop the FDA 

from enforcing its off-label marketing ban

• “FDA can’t bar marketing as long as 

claims are truthful and not misleading”





Why Drugs Remain 

Off-Label

• Responsibility of pharmaceutical 

company to seek supplemental 

marketing approval for new uses

• FDA approval slow

• Limited patent time is financial 

disincentive to fund studies for new 

indications



Age Related Macular 

Degeneration

• Lucentis - $1887/dose    FDA approved

• Eylea     - $1850/dose    FDA approved

• Avastin   - $25/dose       Off-label



Physician Risk





FDA regulates drug approval, not drug 

prescribing 

Doctors are free to prescribe a drug for 

any reason they think is medically 

appropriate



“Off-label use is a key           

component of mainstream              

medical practice”



“Because the pace of medical 

discovery runs ahead of the FDA’s 

regulatory machinery, the off-label 

use of a particular drug or device 

may even define the standard of 

care”

Richardson v Miller Tenn Ct. Apr 2000



“while attempts have been made

to use the term “off-label” to imply 

recklessness in the malpractice arena 

….failure to use off-label medicine when 

appropriate under the standard of care 

may also constitute malpractice”
American Academy of Pediatrics



Off-Label Drug Use

by: Michael Ball, DVM

April 2000 Article # 215

“Off-label drug use, which technically was illegal until recently, might be one 

of the most beneficial things we as veterinarians do in the treatment of 

disease in animals. The technically illegal part was a result of the way a drug 

was licensed by the ...”



What should I ask the Doctor?

• Is it FDA approved or “off-label” 

• If “off-label”

– What is it approved for?

– What scientific evidence supports its use

– Check on-line

• Don’t accept “everyone uses it, don’t 

worry”





Counterfeit Drugs

• $75 billion per year industry

• Low Risk – High Reward

• Sold through rogue internet sites



Counterfeit Drugs

• China and India  major producers 

• Eastern Europe: up to 20%

• Middle East

• Estimated 700,000 death from malaria and TB



•New Zealand Citizen Pleads Guilty in US 
Counterfeit Drug Case: July 19, 2012 

•Canadian Citizen & Online Pharmacy 
Entrepreneur Arrested in Florida: June 15, 2012 

•MHRA Seizes £14 Million in Assets from 
Convicted UK Drug Counterfeiter: April 27, 2012 

•Two Israeli Citizens Plead Guilty to Importing 
Counterfeit Drugs to US: April 24, 2012 

•Chinese National Flees Justice After Counterfeit 
Drug Importation Conviction: April 4, 2012 

•New York Pharmacists Indicted for Purchasing 
Black Market HIV Drugs for Resale: April 4, 2012



Counterfeit Drugs - Poisons

• Heavy Metals – carcinogenic or toxic to 

CNS, kidneys, liver, skin and bones

• Common Household Supplies – floor wax, 

sheet rock, cement powder, paint thinner

• No medications at all



West Africa: 40% of drug supply





Estimate (Set Currency)

HK$24,000 - HK$40,000
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Lot Description

FRANCK MULLER. AN 18K WHITE GOLD TONNEAU-SHAPED 

WRISTWATCH WITH SWEEP CENTRE SECONDS

SIGNED FRANCK MULLER, GENEVE, COLOUR DREAMS MODEL, NO. 

18, REF. 5850, CIRCA 2000







China takes it to the counterfeiters

October 10, 2012 | By Eric Palmer

When a serious discussion of counterfeit drugs is held, China and India invariably 

come up in the conversation. That is not a surprise. The FDA says those two 

countries now account for 80% of the drugs and ingredients now sold in the U.S. 

And both are known to have lax regulatory systems.

China, egged on by local media, has been making some high-profile efforts. Earlier 

this year it announced that it had sent out 18,000 Chinese police officers to round 

up nearly 2,000 drug counterfeiting suspects. They were said to have destroyed 

1,100 production plants. The fake drugs they confiscated were valued at $182 

million. The Ministry of Public Safety said the counterfeits had been advertised to 

treat everything from hypertension to cancer and rabies.





A steamroller destroys fake medicine 

Suqian, Jiangsu province.



Counterfeit Cancer Drug Ring 
Exposed in Chinese Trial
Updated Feb 16

On May 20, 2011 eleven defendants 
pleaded guilty to producing and 
selling fake cancer drug medication 
that caused eye infections in 61 
people in Shanghai, China.











the guardian
10 August 2015

Canadian pharmacy sold unapproved and 

counterfeit drugs online, US alleges

US government prosecutors say the online store sold US$78m 

worth of fake, unapproved or mislabelled drugs to doctors, 

including some to treat cancer

An online Canadian pharmacy sold US$78m worth of 

unapproved, mislabelled and, in two cases counterfeit cancer 

drugs to doctors across the United States over three years, US 

government prosecutors have said



Counterfeit Drugs

• US Customs and Border Patrol made 

1239 seizures worth $16.9 million in 

counterfeit drugs bound for the US market

• 2010 -2012:   227 rogue internet pharmacy 

investigations initiated resulting in 

conviction of 560 individuals



Black-Market Drugs

• Burglary, robbery , embezzlement

• Illegal diversion in the distribution chain

– Approved for sale in one country yet illegally 
intercepted and sold in a second country



Black Market Drugs

• Medications bought from hijackers, black 

market dealers and directly from patients 

to resell back into the supply chain with 

forged papers

• Find way to legitimate drug distributors to 

retail pharmacies to unsuspecting patients



How did $14 million in drugs 

vanish from a UM pharmacy?

Technician is charged with stealing $14 

million in expensive cancer drugs over 

three years before he was discovered.

08.06.12



•New York Pharmacists Indicted for 
Purchasing Black Market HIV Drugs 
for Resale: April 4, 2012



U.S. busts $108 million black market 

in Medicaid drugs

(Reuters) - Operators of a nationwide black market 

have illegally sold more than $100 million of expensive 

HIV medications and other drugs obtained from 

patients on the government-run Medicaid 

U.S. authorities said on Tuesday.



The Wall Street Journal
March 22, 2012

Drug Re-sales Get Scrutiny

Some drug distributors are setting up fake pharmacies that allow them to obtain 

and then artificially raise the prices for cancer drugs and other medicines that are 

in short supply, according to letters written by lawmakers Wednesday.

WSJ's Jennifer Corbett-Dooren reports on scrutiny by lawmakers of efforts by 

drug distributors to artificially raise the cost of cancer drugs and other 

medications in short supply. Photo: Joe Raedle/Getty Images

Lawmakers are looking into what they claim is a "gray market" for scarce 

prescription drugs that has emerged in recent months. The U.S. is grappling with 

a shortage of some cancer and other critical-care drugs used in hospital 

emergency rooms and intensive-care units, the result of manufacturing glitches 

and shifts in supply.



Should I purchase the drug?

• Determine country of origin

• Inspect packaging

• Check expiration date

• If price too low , stay away



Buyer Beware






