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SUMMARY OF PRESCRIPTION DRUG ISSUES  

Statement of the Problem/Opportunity:  The effectiveness and cost of prescription drugs are 
increasing at a pace that intensifies the importance of careful resource allocation.1,2,3  Because 
prescription drug costs are consuming a larger share of public and private payer health care 
budgets, payers are focusing on the efficient use of scarce resources.4  In addition, variation in 
prescription drug therapy implementation effectiveness challenges existing approaches to disease 
management. 

Perspectives:  There are a number of perspectives on these issues.  A review of the literature 
identifies the following: 

• Increases in the proportion of the population eligible for a prescription drug benefit and 
the proportion of the population who use and need prescription drugs;5 

• Expansion in the scope of prescription drug coverage;6 

• An aging population, which increases the risk of many medical conditions (heart disease, 
arthritis, cancer) that require more drugs;7 

• Introduction of new drugs for treatment of diseases that were previously untreatable (drug 
therapy-intensive disease management), and which increase the life span of people with 
life-long prescription drug needs such as HIV and transplants; 

• Introduction of new drugs that can improve the quality of life of the patient and are taken 
for decades to “smooth the rough edges of life more than to eradicate disease”;8 

• Direct marketing to consumers, which creates a demand for specific, newly emerging, 
and oftentimes expensive pharmaceutical products, and which can also cause confusion 
and anxiety;9,10,11,12,13,14 

• Purchasers are less able to negotiate favorable discounts for preferred drugs because 
patient demand for advertised drugs is reducing preferred drug prescription volume;   

• Access to Internet-based information, which creates more sophisticated patients; 

• Cost-sharing benefit designs, which insulate consumers from actual prescription drug 
costs;15 

• An accelerated Food and Drug Administration approval process;16,17 

• Manufacturer pricing to recover research and development expenditures that are 
increasing because of drug development time, number of clinical trials conducted, 
number of patients participating in clinical trials, drug failures, and interest costs; 18,19 

• A disproportionate share of pharmaceutical research and development costs being 
allocated to United States purchasers; 

• Patents that delay introduction of competitively priced generic drugs; 20,21 

• Prescription drug reimbursement methods that are predominantly fee-for-service; 
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• Inability of payers to achieve strong bargaining power in regions where there is a limited 
supply of pharmacies per capita;22 

Mechanisms Affecting Resource Allocation for Prescription Drugs:  The literature also 
identifies a number of mechanisms employed to moderate resource use for prescription drugs.  
These include, but are not limited to, the following: 

• Benefit Design and Patient Cost Sharing 

Ø Reducing or eliminating the prescription drug benefit from the benefit package, or 
significantly increasing patient cost-sharing related to drugs;23,24 

Ø Using a drug formulary and tiered cost-sharing benefit design that provides 
incentives to patients to select less costly but equivalent generic or therapeutic 
drugs over more expensive brand name drugs;25,26,27,28 

Ø Using incentive-based cost sharing arrangements that encourages patients to 
comply with drug regimes that have significant health and financial consequences 
if regimes are not followed;29 

Ø Using a reference price system for therapeutic drug categories (especially where 
alternatives exist) and charging the patient the difference between the reference 
price and the actual drug cost;30 

Ø Using brand name drugs when determined to be more effective in terms of overall 
medical costs, patient compliance and health outcomes;  

Ø Placing limits on selected drugs, limiting the number of prescriptions available to 
some patients, and limiting high quantity prescriptions;31 

Ø Excluding drugs that are prescribed for preventive or cosmetic treatments;32 

• Drug Supply and Licensing 

Ø Limiting introduction of new drugs to those that can demonstrate an advantage 
over existing products;33 

Ø If new drugs cannot be shown to be cost effective, requiring that the drug be 
priced equal to or less than existing products;34 

• Delivery System 

Ø Using pharmacists as quality reviewers in dispensing payer-preferred drugs; 

Ø Using mail order pharmacies to distribute drugs;35 

Ø Dispensing drugs through one’s own pharmacy to attain a higher substitution 
rate;36,37 

Ø Using a preferred provider system;38 

Ø Using telepharmacy to improve access to pharmacy care, increase pharmacist 
productivity, provide patient medication counseling, etc.;39 
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Ø Using a pharmacy benefit management company to manage the pharmacy 
network, develop and manage the formulary, negotiate prices with manufacturers, 
adjudicate claims, and monitor drug prescribing and utilization;40 

• Communication, Education and Prescribing Guidelines 

Ø Educating patients, pharmacists and physicians via written materials, face-to-face 
contact, phone calls, and telepharmacy to assure that patients are taking 
medications properly and to increase the use of payer-preferred drugs or 
compliance with the formulary; 41,42 

Ø Providing technical assistance to help physicians develop their own list of 
preferred medications;43 

Ø Providing prescribing guidelines that include average prescription volume for 
each medical specialty by therapeutic use and drug category;44,45 

Ø Providing counter-detailing support to prescribing physicians through provision of 
written materials that described the negative consequences of heavily advertised 
prescription drugs, which can be given to patients; 

• Prior Authorization and Utilization Review46 

Ø Using large medical databases (demographic, diagnostic, pharmacy and 
laboratory data) to identify patients at risk for specific diseases that if left 
untreated or under-treated would result in more costly care;47  

Ø Using a drug utilization review program to control the use of specific drugs and 
identify provider activities considered inappropriate and requiring concurrent or 
prior consent for therapeutic substitution;48 

Ø Supplementing the drug utilization review program with face-to-face contact and 
telephone calls to pharmacies seeking their help in altering inappropriate 
prescribing and drug use;49 

Ø Profiling pharmacy dispensing patterns to identify potential opportunities for 
improvement; 

Ø Profiling physician prescribing practices and providing them with information 
comparing their prescribing patterns to those of their peers (weighted by patient 
age, gender and frequency of consultation);50,51,52,53 

• Reimbursement and Risk Sharing 

Ø Controlling prices directly;54 

Ø Using purchasing power to negotiate for rebates or lower prices from 
pharmaceutical manufacturers or taking advantage of volume purchasing practices 
by large pharmaceutical companies;55, 56,57 

Ø Decreasing amounts paid for ingredients, drug acquisition, inventory management 
and dispensing for non-preferred drugs and increasing them for preferred drugs; 
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Ø Regulating profits of pharmaceutical manufacturers or negotiating prices that take 
into consideration company characteristics and expected benefits to the 
economy;58 

Ø Sharing prescription drug risk with manufacturers, physicians, and/or hospitals 
through capitation, reductions in reimbursement, and assessment;59,60,61,62 

Ø Penalizing financially providers who prescribe drugs in high quantities;63 

• Fraud and Abuse 

Ø Auditing claims to detect program compliance discrepancies and overcharges; 

Ø Strengthening fraud and abuse activities;  

• Wastefulness 

Ø Placing limits on the amount of pharmaceutical research and development to help 
eliminate duplication of drugs already on the market and to encourage companies 
to invest more judiciously in new products;64 

Issues to Consider in Preserving the Effectiveness of Prescription Drugs:   

• Quality of Care Issues 

Ø Formulary development is not subject to a private accreditation program;65 

Ø Information used by Pharmacy and Therapeutics (formulary) Committees in the 
formulary decision-making process is often supplied by manufacturers and is not 
always useful given its complexity;66 

Ø Pharmacoeconomic data used to assess new drugs and their utility in the health 
care system is untimely (available two to three years after needed);67 

Ø Literature reviewed as part of the formulary decision-making process may not be 
applicable to a specific situation or meet quality criteria requiring the reader to 
use guidelines developed for the purpose of evaluating study results;68 

Ø Not all generics contain the same inactive ingredients or delivery systems and 
their use can result in adverse reactions69 when a patient is switched between 
products of different manufacturers;70, 71 

Ø Multiple formularies confuse patients, physicians and pharmacists; 

Ø Changing prescriptions between brand name and generic drugs confuses patients 
who often take both; 

Ø On-call physicians may not have access to formulary information applicable to a 
specific patient; 

Ø Patients are often unavailable to discuss the consequences of drug substitutions 
when the physician is considering such based on a call from the pharmacy; 

Ø Requiring physicians to follow drug preauthorization protocols reduces the 
amount of time available for patient care; 
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Ø Physicians must be allowed to override the formulary, when medically 
appropriate; 

Ø Time spent on non-clinical activities (such as assuring compliance with health 
plan formularies and preauthorization protocols) can be reduced by providing 
physicians with easy-to-use prescribing guidelines, which help them select drugs 
that best meet the clinical needs of the patient; 

Ø Compliance with drug therapy is influenced by the patient’s ability to pay his or 
her share of prescription drug costs;72 

• Financial Issues 

Ø Overly restrictive formularies sometimes have the negative consequence of 
increasing total health spending;73,74 

Ø Restrictive formularies and prior authorization may increase administrative costs; 

Ø With costs increasing rapidly, it may be difficult to establish an equitable 
pharmaceutical capitation rate; 

Ø Many health plans have existing financial agreements with physicians, 
pharmacists and manufacturers that will not necessarily match a statewide 
financial arrangement; 

Ø Pricing methodologies applied to large pharmacies may not work for smaller, 
independent pharmacies; 

Ø Regulation of pharmaceutical manufacturer profits may provide incentives that 
result in waste;75 

Ø In an environment of direct price controls it is necessary to monitor pricing of 
other countries to avoid cross-subsidization;76 

• Access to Services Issues 

Ø The system designed to deliver pharmacy services must recognize the 
transportation constraints facing patients; 

Ø Reductions in reimbursement must be balanced with maintaining adequate 
pharmacy capacity; 

• Legal Issues 

Ø Restrictions on the physician’s drug of choice or allowing pharmacists to make 
substitutions may result in patient injuries that are considered negligent and create 
liability issues; 

Ø “Programs implemented by manufacturers that pay pharmacists or the managed 
care organization to substitute or switch a drug product present a significant legal 
risk.”77 

Ø A potential conflict of interest occurs when a pharmacy benefit management 
company is acquired by pharmaceutical manufacturing companies. 
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Glossary78 

Capitation:  A method of reimbursement in which payments are made in advance on a per-
member-per month (PMPM) basis to a health care provider for providing specified services 
during a specified period of time to enrolled members of a managed care organization. 

Cost Sharing:  An amount paid by the insured person toward health care services received.  It 
can take the form of a deductible, copayment (a fixed fee), or coinsurance (a percent of the total 
charge). 

Disease Management:  A philosophy toward the treatment of the patient with an illness (usually 
chronic in nature) that seeks to prevent recurrence of symptoms, maintain high quality of life, 
and prevent future need for acute and more costly medical interventions by using an integrated, 
comprehensive approach to health care; pharmaceutical care, continuous quality improvement, 
practice guidelines, and case management all play key roles in this effort, which (in theory) will 
result in decreased health care costs and improved patient outcomes. 

Drug Utilization Review:  An authorized, structured and continuous program that reviews, 
analyzes, and interprets drug-prescribing patterns against predetermined standards.  It can occur 
in a prospective or retrospective manner. 

Formulary:  A list of drugs that are approved for use by a hospital, health plan, or other health 
care organization and that will be dispensed through participating pharmacies to an insured 
person.  It can be designed as an open, closed or managed formulary. 

Generic Drug:  A chemically equivalent copy of a brand name drug with an expired patent that 
is typically less expensive and sold under a chemical name. 

Maximum Allowable Cost:  A maximum price that retail pharmacies in health plan networks 
may be paid for certain generic drugs. 

Pharmacoeoncomics:  The description and analysis of the costs and consequences of drug 
therapy to health systems and society. 

Pharmacy and Therapeutic Committee:  A hospital or medical staff committee that oversees 
all decisions or policies regarding the use of any therapeutic agents.  The committee reviews old 
and new therapies approved by the Food and Drug Administration in terms of safety, efficacy, 
ability to achieve desired medical results, substitutability, and cost. 

Pharmacy Benefit Management Company:  A company that designs, implements and 
administers outpatient drug benefit programs for employers, managed care organizations, and 
other third party payers.  The four core functions that the company performs for its clients are 
claims processing and adjudication; pharmacy network management; formulary development 
and management; and rebate negotiation and contracting with pharmaceutical manufacturers. 

Prescribing Guidelines:  Treatment procedures arrived at and agreed upon by a medical 
committee or group for certain common medical conditions.  A guideline provides the clinician 
with specific treatment options or steps when faced with a particular set of clinical symptoms, 
signs, or laboratory data. 
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Profiling:  An analytical tool that uses epidemiologic methods to compare practice patterns of 
providers on the dimensions of cost, service use, and/or quality of care.  The provider’s pattern 
of practice is expressed as a rate, aggregated over time, for a defined population of patients. 

Rebates:  A sum of money given to an organization by a drug manufacturer in exchange for 
inclusion of the manufacturer’s drug product on the formulary or, more recently, in exchange for 
moving market share of a particular drug or combination of drugs. 

Reference Price System:  A system where a reimbursement price is set for a therapeutic 
category of drugs and patients pay the difference between the cost of the product and the 
reference price.  The reference price may be the average price of drugs in a category, the lowest 
priced drug, or the lowest priced generic drug plus some amount. 

Telemedicine:  The use of electronic information and communications technologies to provide 
and support health care when distance separates the participants.  Telemedicine technologies 
include videoconferencing, telephones, computers, the Internet, fax, radio and television.  The 
potential advantages of telemedicine include improved access to care, greater efficient in 
diagnosis and treatment, higher productivity, and marking positioning for the coming century. 

Telepharmacy:  The use of telemedicine in the provision of pharmaceutical care. 
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1702, 1705. 
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5 The American Journal Health System Pharmacy reports that a recent survey of HMOs by Novartis found that 
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6 Alan Lyles reports that patient out-of-pocket expenses for ambulatory prescription drugs were 96% in 1960, but 
only 33.9% in 1996.  Alan Lyles et al, “The Effect of Managed Care on Prescription Drug Costs and Benefits,” 
Pharmacoeconomics, February 15, 1999, pp. 129-140. 
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drugs prescribed.  David J. Gross, “Prescription Drug Formularies in Managed Care: Concerns for the Elderly 
Population,” Clinical Therapeutics, Vol. 20, No. 6, 1998, pp. 1277-1291 
8 Scott Hensley, “Prescription costs – Providers and payers get a big dose of reality with explosive spending and 
patient demand for new drugs,” Managed Healthcare, August 23, 1999, p. 31. 
9 Leslie Werstein Hann, “A Dose of Control: Insurers are finding new ways to manage one of the last frontiers of 
health coverage – drug costs”, Best’s Review Magazine Life/Health Edition, February 1998.  This article reports that 
spending for consumer advertising of prescription drugs increased from $12 million to almost $600 million from 
1989 to 1996. 
10 Medical Economics reports that a survey conducted by The Journal of Family Practices (The Journal of Family 
Practice, Vol. 48, No. 6, June 1999, p. 448) found that 70% of family practice physicians complained that direct-to-
consumer (DTC) advertising “pressures them to prescribe drugs that they might not ordinarily recommend”.  
Medical Economics also reports that Scott-Levin found that “DTC spending rose from $372 million in 1995 to 
nearly $1.1 billion in 1998.”  Robert Lowes, “Doc, I saw this great new drug on TV…,” Medical Economics, April 
26, 1999, pp. 71-76. 
11 Managed Healthcare (August 23, 1999) reports that there is heavy direct-to-consumer advertising for drugs aimed 
at non-life-threatening conditions.  It also reports that consumer ad spending is estimated to grow by 50% in 1999. 
12 “Recent Price Increases for Prescription Pharmaceuticals in the PPI,” Producer Price Indexes, Bureau of Labor, 
August 14, 1998. 
13 Robert A. Bell et al, “Advertisement-Induced Prescription Drug Requests: Patients’ Anticipated Reactions to a 
Physician Who Refused,” The Journal of Family Practice, June 1999, Vol. 48, No. 6, p. 446. 
14 Robert A. Bell, “Direct-to-Consumer Prescription Drug Advertising and the Public,” Journal of General Internal 
Medicine, November 1999, Vol. 14, p. 651-657. 
15 A study conducted by the National Institute for Health Care Management found that private third party spending 
for prescription drugs increased by 123% between 1992 and 1997, while consumer out-of-pocket spending only 
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increased by 13%.  Jon Parham, “Rx Prices Send Health Insurance Soaring: New Drugs, Advertising Increase 
Demand,” Arkansas Business, January 21, 2000. 
16 Thomas D. Musco, Prescription Drugs: Cost and Coverage Trends, Health Insurance Association of America, 
September 1999. 
17 Managed Healthcare reports that the Food and Drug Administration has reduced its approval time, on average, by 
19.6 months.  In 1998, approvals were received in 11.7 months.  Scott Hensley, “Prescription costs – Providers and 
payers get a big dose of reality with explosive spending and patient demand for new drugs,” Managed Healthcare, 
August 23, 1999, pp. 30-34.  
18 Arkansas Business says that the Pharmaceutical Researchers and Manufacturers of America point to a survey 
conducted by IMS Health that claims less than 5% of the 1997 U.S. pharmaceutical expenses came from increased 
prices. 
19 Managed Healthcare (August 23, 1999) reports that newly introduced arthritis pain relievers cost 20 times more 
than their predecessors.   
20 PCS HealthSystems reports that generic drugs are introduced a prices ranging from 20% to 50% less than those of 
original brand name drugs.   
21 The American Journal Health System Pharmacy reports that a recent survey of HMOs by Novartis found that 
while the generics make-up the same portion of total prescriptions written but that there percentage of total 
pharmacy costs has decreased by 2%. 
22 John M. Brooks et al, “Factors Affecting Bargaining Outcomes Between Pharmacies and Insurers,” Health 
Services Research, April 1999, Part II, pp. 439-451. 
23 Business & Health, July 1999, p. 48 reports that Pharmacy Benefit Management Institute surveys show that 
average copayments have risen for all drugs regardless of whether they are purchased through the mail or from a 
retail pharmacy.  From 1995 to 1998, average copayments have risen from 6.8% to 31.6%, with the largest increases 
occurring for mail-order drugs.   
24 Managed Healthcare reports that Highmark Blue Cross and Blue Shield (Pittsburgh) “is considering 
implementing copayments calculated as a percentage of drug costs, perhaps as much as one-third”. 
25 Business & Health, July 1999, p. 48 reports that Pharmacy Benefit Management Institute surveys indicate that 
generic drugs are required except when the doctor requests a brand name drug (37%), except when the patient or 
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26 The American Journal Health System Pharmacy reports that a recent survey of HMOs by Novartis found that the 
most frequently mentioned copayments for formulary brand name products, generics, and nonformulary brand name 
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27 Modern Healthcare reports that Health Net and United Healthcare of California are getting around state 
prohibition of formulary deletions by replacing their current formularies with a three-tiered program that lets 
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brand name drugs was $7.59 and for generic drugs was $5.49.  Alan Lyles et al, “The Effects of Managed are on 
Prescription Drug Costs and Benefits,” Pharmacoeconomics, February 15, 1999, p. 131. 
29 Managed Care reports the following options for incentives: drug copayment rebates after one year of compliance 
with specific drug regimes; low first fill copayments and higher refill copayments; coinsurance plan where the plan 
pays the highest percentage for acute and maintenance generic drugs and much less for wellness drugs.  Michael 
Dalzell, “Pharmacy Copayments: A Double-Edged Sword,” Managed Care, August 1999, pp. 26-31. 
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