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BRAND VS GENERIC 
I N  R E N A L  T R A N S P L A N T  R E C I P I E N T S

CONTENT OVERVIEW

• Brief overview of the developing pharmaceutical industry

• Regulations governing brand and generic medications

• Comparing brands vs generics

• Immunosuppressant generic savings 

• Narrow therapeutic index medications

• Price comparisons 

Disclosure statement:  Glenn Bernatowicz, transplant pharmacist at Willis-Knighton Medical center, 
receives no financial compensation from preparing and presenting this presentation.
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LAWS, RULES AND REGULATIONS
• Pure Food and Drug Act of 1906

• Prohibited food and drugs from misbranding and being adulterated
• Considered misbranded if:  

• Contains false or misleading information, missing manufacturer 
information, does not include an active ingredient, etc.

• Considered adulterated if:  
• Contain “filthy, putrid, or decomposed substances; considered 

contaminated, includes unapproved additives or ingredients not 
recognized by the official compendia, etc.

• Food, Drug and Cosmetic Act of 1938
• Any new drug had to be proven safe before marketing

LAWS, RULES AND REGULATIONS

• Durham-Humphrey Amendment of 1951
• Established 2 classes of drugs

• Nonprescription drug products (OTC)
• Legend or prescription drugs 

• Kefauver-Harris Amendment of 1962
• All new medications were not only required to be safe but now effective
• Was a result of the thalidomide birth defects

• Hatch-Waxman Amendment  of 1984
• Drug approval process for generic was streamlined 
• Only required proof of generic bioequivalence (similar pharmacokinetic properties:  

absorption, distribution, metabolism, elimination; to the brand name
medication
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WHEN DO GENERIC DRUGS COME TO MARKET?

• Manufacturers must submit an abbreviated new drug application to the 
FDA.

• Process is shorter because brand name company has already 
established safety and efficacy of all ingredients.

• Brand drug patent must expire (may take 20 years, new indications or 
lawsuits) can hold up the process.

• Competition among manufacturers may slow the generic’s arrival to the 
market because a  company is sometimes granted “exclusivity” for a 6 
month window

• Some generics are more expensive than others because of supply and 
demand.  The more competition between companies means lower 
prices.

COMPARING BRANDS AND GENERICS

• Generic names
• Assigned to a drug/ chemical structure by the USAN (United States of 

Adopted Names)

• Trade names or brand names
• Selected by the pharmaceutical company

• Orange book
• Reference source of bioequivalent medications
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EXAMPLE OF BRAND NAME MANUFACTURING

BAYER LAW SUIT OF 1920

• Bayer fought to keep generic aspirin off the shelf

• Bayer lost in court

• Many cost saving generics became available
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FACTS ABOUT GENERIC DRUGS

FACT: FDA requires generic drugs to have the same quality and performance as 
brand

name drugs.

FACT: Research shows that generics work just as well as brand name drugs.

FACT: FDA does not allow a large difference in the effectiveness of the generic 
drug product. (Average is 3.5 percent).  

FACT: When it comes to price, there is a big difference between generic and 
brand name drugs. On average, the cost of a generic drug is 80 to 85 percent 
lower than the brand name product. ( 2010 alone -FDA approved generics 
saved $158 billion, an average of 3 billion every week)

FACT: Cheaper does not mean lower quality

• Not required to repeat clinical trials of new drugs

• Do not pay for costly advertising, marketing, and promotion

• Multiple generic companies often compete for the same product thus lowering 
prices

FACT: FDA monitors adverse events reports for generic drugs

FACT: FDA is actively engaged in making all regulated products – including 
generic drugs – safer (FDA monitors undesired effects when switching from 
brand to generic or generic to generic)
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WHY THE BAD RAP ON GENERIC DRUGS?

• Some studies have found that lower-income patients — those who could 
benefit the most from generics — are among the groups that are most 
skeptical.  They were using brand-name medications even though cheaper 
generics were available. Because of the higher cost, some weren’t refilling 
their prescriptions when they ran out.

• Other studies have shown that people with higher education and income 
levels are more likely to view generics positively — those groups may see 
choosing generics as a smart financial choice.

• Part of the problem, some suspect, is the name itself: “generic” causes people 
to visualize the budget aisle at the local supermarket. 

• In many states pharmacists are required to dispense the generic version of a 
drug unless a doctor specifies otherwise.

• Today, the Food and Drug Administration and nearly every other major health 
authority agree that generic drugs are safe and effective.

• Over the past decade, health insurers, large employers and major health care 
providers have led the switch to generic drugs because they cost so much 
less — often about 80 percent less than the brand-name drug.

• In 2014, generic drugs accounted for 88% of the 4.3 billion prescriptions filled 
in the United States. And, the use of generic drugs in the United States led to 
$254 billion in health care savings.
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IMMUNOSUPPRESSIVE DRUG COSTS DECLINE, 
BUT STILL EXPENSIVE
Data presented at the 2013 American Transplant Congress:

• The annual per-patient cost rose from $9,280 in 1993 to a high of 
$33,040 in 2007 and then declined to $18,746 in 2011.

• Generic forms of immunosuppressive drugs such as cyclosporine, 
tacrolimus, and mycophenolate mofetil became available resulting in 
the decline in costs from 2007. 

• Physician concerns over the bioequivalency of some generics can 
affect a doctor’s decision to prescribe them, leading to cost increases.
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SURVEY OF U.S. KIDNEY TRANSPLANTS

• More than 70% of their patients have a serious problem paying for their 
medications

• More that 40% of patients have difficulty paying for their immunosuppressive 
medications

• 68% of the programs report deaths and graft losses attributable to cost-
related immunosuppressive medication non-adherence.

• Many centers not putting dialysis patients on transplant waiting  list because 
they could not pay for immunosuppressive drugs.

NARROW THERAPEUTIC INDEX DRUGS

• According to the U.S. Food and Drug Administration (FDA), a drug with a 
narrow therapeutic range (NTI) is one with a narrow range between the 
drug's risks and its benefits. The NTI is also known a narrow therapeutic 
index or critical dose drug. The FDA considers these drugs to be subject 
to "therapeutic drug concentration or pharmacodynamic monitoring

• An NTI drug is a critical dose drug.
• Small changes in dose and/or blood concentration could potentially 

result in clinically important changes in drug efficacy or safety; such 
drugs require not only blood monitoring but also relatively frequent 
dose adjustments.

• NTI drugs have a narrow range between the minimum effective 
concentration and the minimum toxic concentration in the body.
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• Carbamazepine

• Cyclosporine

• Digoxin

• Levothyroxine

• Lithium carbonate

• Phenytoin

• Tacrolimus

• Theophylline

• Warfarin

Common Narrow Therapeutic Index 
Drugs

• Substitution for prednisone, azathioprine, and Cellcept can be 
undertaken with confidence that efficacy will be maintained without 
increased harm, as they are not NTI agents.

• Substitution for cyclosporine, tacrolimus, sirolimus, must be 
undertaken with caution.   These NTI agents require careful 
monitoring after substitution is made. Patients should be counseled 
to call and alert their physician if a substitution is made by a 
pharmacy.

• Studies show that there can be a ± 20% change in trough levels from 
Prograf to tacrolimus and may require more dose adjustments.

• The conversion from brand to generic can result in a significant 
pharmacy savings; however, unanticipated rejections may lead to an 
increase in institutional costs.
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COMPARISON PRICES BRAND VS GENERIC

Prograf 1 mg 120 qty $693.00 Brand

Tacrolimus 1 mg 120 qty $458.00 Generic

Cellcept 250mg 240 qty $1961.00    Brand

Mycophenolate 250mg 240 qty $853.00    Generic

Neoral 25 mg 120 qty $247.87     Brand

Cyclosporine Mod 25 mg 120 qty $188.00    Generic

CONCLUSION

• Economic and health-related savings are associated with long-term 
maintenance of immunosuppressive therapy.

• Generic drug therapy has the potential of providing equivalent 
therapeutic efficacy at a lower cost to the patient, unlike the brand 
name medication that is often not covered by insurance plans.

• If the patient is able to afford their immunosuppressant medication, 
they are more likely to be compliant.

• Safeguards should be in place to ensure safety and correct 
concentrations of the medication if generic substitutions are used.

• In the end, the patient should be thoroughly educated to ensure 
survival of the graft.
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