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At the April 2001 Administrators in Oncology Hematology Assembly (AOHA) Annual meeting in San Antonio, TX, several attendees participated in a forum regarding the increasing prevalence of managed care organizations approaching practices with proposals for brownbagging chemotherapy drugs.  Legitimate concerns about drug stability, quality, and potential medical liability and risk abound, but little has been formally presented in a manner to facilitate practice responses to this issue.  Private practices decided to share their experiences and reference resources, and I volunteered to compile a perspective paper on the topic to share among oncology practices across the country.  This paper offers a broad perspective on the reasons for brownbagging, why brownbagging is detrimental to patient safety and care, and how oncologists are defeating proposals for brownbagging.  It also offers resources that can be used in discussions between oncologists and managed care organizations regarding brownbagging.

What is brownbagging and why is it being proposed?

Brownbagging can take several forms, and each involves some degree of separation of the oncologist from the ordering, preparation, delivery and administration of the drug.  The sole purpose for managed care organizations to propose brownbagging is to save money on their oncology care expenditures.  Managed care companies believe that they can save money by paying manufacturers and drug distributors directly for drugs (usually on a lowest bid basis), and eliminating physician drug reimbursement.  Unfortunately, these savings may be planned by persons with little comprehension of the complexity of managing complex toxic chemotherapy drugs or the delicate balance between drug administration and reimbursement and the ability for community cancer offices to remain viable and less expensive than alternative treatment options.  (Resources:  Attached ACCC Three Part Discussion of Brownbagging)
The move to eliminate drug reimbursement for oncologists without recognizing the significant underpayment inherent in rates for office visits and administration is shortsighted and will only increase cancer care costs for insurers (documented by HCFA, now CMS, as a shortfall of as much as 75% of physician office overhead). Managed care plans that advocate brownbagging will soon find oncologists unable to continue caring for their insured members in the office setting and will find patients being referred to the hospital for their chemotherapy needs.  This is a far more costly alternative for insurers and more inconvenient for patients.  Managed care plans on the East Coast have implemented drug replacement-type programs (a form of brownbagging), and found their inpatient hospital costs not only rising, but surpassing the planned savings of the program and subsequently dropped the programs.

While it is important to recognize that the driving force behind the managed care organization decisions is financial, and that the negative financial repercussions to independent medical practices to provide patient care are significant, the most pressing arguments against brownbagging are based on quality of care, patient safety, and medical liability.

Oncologists are ultimately responsible for quality control, and ANY variation in quality control can have devastating consequences

No managed care organization can argue that the oncologist is not ultimately responsible for the quality of care delivered to patients.  The physician and his/her staff are specially trained to handle, prepare, deliver, and monitor patient reaction to toxic chemotherapy drugs.  Oncology physician offices are uniquely built to ensure safe mixing and delivery environments.  Unlike more routine drugs, which can be dosed in set quantities for a diverse population of patients, chemotherapy drugs require dosing and delivery only after consideration of a variety of factors specific to the patient, their body chemistry, blood condition and other factors at the time of treatment.  These factors can vary significantly from day to day based upon the cancer and the patient’s physical and mental reactions to the drug combinations and strengths. Delivery of premixed drug does not allow for these variations and can result in complete wastage of the premixed when patient conditions change between the day of patient assessment and the day the premixed product is delivered for administration.  Wastage also occurs when treatment must be delayed upon patient assessment or unexpected patient hospitalization.

The drugs are incredibly sensitive to temperatures; often denaturing in heat and developing precipitates in cold.  Manufacturers have established specific temperature criteria for the storage and handling of these drugs and do not guarantee their efficacy if the criteria are not followed strictly.  Variations in drug efficacy, if undiscovered, can cause adverse patient reactions, causing physical harm or creating misleading indications of reactions.  Oncologists insist upon strict quality control of the physical aspects of drug handling and preparation to ensure minimization of such treatment\reaction errors.  Most oncologists spend significant resources on quality facilities, supply systems, and trained staff to assure the purity and stability of treatments.  Oncology is a complex art and inexact science.  There is no need to deliberately add uncertainty and error. 

Brownbagging proposals seek to remove from the physician:

· The choice of drug (brand, constitution, formula, even regimen) 

· The choice of drug supplier or distributor

· The delivery of the drug from the physician’s office, making it instead the patient’s responsibility to receive the drug and transport it to their physician’s office, and/or

· The presence of the patient from the physician, restricting his/her capability to monitor the patient for subtle changes and reactions to the toxic nature of the drugs

The consequences of these separations are significant:

· Choice of drug and removal of mixing of drug from physician control – Even similar appearing generic drugs are formulated differently and can react differently with other combinations of drugs in the planned treatment regimen.  Some formulations mix more easily and accurately than others, which may result in inconsistent dosage strengths across varying brands of the same drug.  Some formulations take significantly different times to mix and administer than other formulations of the same drug type.  This can result in significantly different consequences for the patient, practice management, staff and other resource utilization. (Resources: See attached SmithKline Beecham handling parameters as a representative of the complexity, Oncology Nursing Society (ONS) 2nd Edition Cancer Chemotherapy Guidelines, OSHA Technical Manual Section IV: Chapter 2 Controlling Occupational Exposure to Hazardous Drugs, Shirley Gullo article “Safe Handling of Cytotoxic Agents Safe Handling of Antineoplastic Drugs: Translating the Recommendations Into Practice)
· Choice of drug supplier – The growing proliferation of counterfeit drugs and recent press coverage of a pharmacist accused of diluting chemotherapy drugs illustrates the need for reputable drug suppliers.  (Resources:  See attached articles regarding Richard Courtney and counterfeit drug proliferation within and outside the United States – a major consideration with federal plans to relax importation of foreign drugs).  Pressure on distributors to lower drug prices can result in the delivery of short-dated product about to expire, delivery of product obtained under the counter or diverted from other sources (such as hospitals), inaccurate delivery policies resulting in drug being transported by shipping companies with lax temperature controls and even dilution of the drug or sale of counterfeit drug.  All of these scenarios can have devastating effects on patients.  Physicians develop close working relationships with drug suppliers, and develop confidence in their chosen suppliers. Long term care facilities, group nursing homes, and correctional facilities all have experience with medication delivery, and specific policies and procedures have long been in place so that medications coming from any supplier other than the one designated by the institution are not allowed under any circumstances. Long Term Care facilities also encounter the need for IV Therapy and will not allow pre-mixed drugs to be delivered.

· Delivery of drug – The term ‘brownbagging’ most commonly refers to insurers forcing patients to receive or pick up a drug from a central pharmacy, and bring the drug to the physician office for administration.  Unfortunately, by the time the drug gets to the physician, she/he doesn’t know where that drug has been or under what conditions it has been stored.   No physician should accept the medical liability of placing toxic drugs in a patient without knowing the conditions under which that drug was mixed and transported.  Delicate stability balances and strengths cannot be maintained if drugs are left in cars while the patient finishes errands or left in the hot sun or freezing temperatures.  Even use of couriers or delivery mechanisms other than those commonly used by the physician’s preferred drug supplier are subject to doubt regarding their diligence in temperature control during transport.

· Removal of the patient from the physician – Home self-injection or visiting nurse administration of toxic chemotherapy drugs, while not under the direct and constant monitoring of a physician can have adverse results.  Physicians should not accept the medical liability of the inherent risks involved in the administration of chemotherapy drugs not under their supervision.

What are oncology practices doing about brownbagging proposals, and what can they do?

Many practices are finding that a straightforward discussion with managed care companies regarding the inherent risks and liabilities of brownbagging is sufficient to dissuade the payors from the activity.  Many community practices meeting mention that a verbal discussion was sufficient to raise alarms.  (Resources:  attached Word summary of oncology listserve query and responses from individuals re their practices and responses)
Some practices have found it necessary to follow up initial discussions with letters that more clearly indicate the potential medical risk and liability.   In some cases medical insurance coverage does not allow physicians to accept that additional risk. (Resources: sample letter provided by Susan Ahearn that refers to OSHA and ONS Guidelines (attached) defining that these drugs:

· Must not be transported by patients throughout their communities

· Must not be stored in uncontrolled environments incapable of maintaining strict ranges of temperature

· Must not be administered to patients unless the health care provider is certain that the drug has been stored, prepared, and/or transported under conditions of controlled temperature, and

· Must not be handled in any manner risking topical or inhaled exposure to these agents by healthcare workers, patients, or family members.)

In 1995, Jamie Young, then the executive director of Illinois Medical Oncology Society (IMOS) and Director of state societies and government relations for ACCC (which provided the management services to IMOS), worked with physicians to create a standard letter for Illinois medical practices to outline their objections to brownbagging and refusal to accept the medical risk and liability inherent with it.  (Resources:  copy of Illinois Medical Oncology Society letter to payors.)

A sample indemnity clause has been attached in the Resource section of this document, in addition to related comments from staff at Pre Cert Resources, who provided the sample.  Please use the sample as a beginning point, and discuss final language appropriate to your state with your attorney before using an indemity clause.
Some practices have found it most effective to inform their patients of the risks of brownbagging and have drafted generic letters for patients whose insurance carriers are proposing brownbagging. Patients are very effective in presenting the risk and quality issues to their insurance companies and employers.  Many managed care organizations decide that the risk is not worth the anticipated financial reward and rescind the policy.  This is a very emotional issue for patients.  Cancer patients, in particular, can be very informed patients, and often quick to react to potential changes in their own care options.  

There are some locations in the country, where managed care organizations have been able to isolate physicians and threaten their practice base unless they accept brownbagging.  The attached Association of Community Cancer Centers (ACCC) analysis of brownbagging does an excellent job of indicating the geographic areas where brownbagging is prevalent.  One practice at the AOHA meeting stated that they served a market where they had no choice but to accept Aetna’s threat of exclusion if they didn’t accept brownbagging.  However, the practice is now in a position to return to Aetna and state that they have tried this for one year, and, for specific documented reasons, they wish to abolish the brownbagging program.  The insurers’ divide and conquer strategy works particularly well in areas with extreme market competition for patients.  However, the overriding issues of quality, medical risk and liability are applicable in any market and it would behoove physicians to stand firm in defense of their patients.   (Resources:  attached article on potential legal fallout from recent Richard Courtney drug dilution publicity)
Summary and Next Steps

The arguments against brownbagging are clear and based upon patient safety and medical liability.  Physicians should stand firm that if the control of these drugs is being removed from their oversight, so should the acceptance of the medical liability.  It only takes one lawsuit to hit a managed care organization and to dent any potential savings they hoped to gain.  The unfortunate recent tragedy and aftermath of determining medical liability in the Richard Courtney drug dilution case has underscored the potential risks to patient safety and the repercussions of those risks.  In addition, managed care organizations are very sensitive to public reaction to the suggestion that they are controlling medical decisions, particularly when patient safety and quality of care are involved.  Finally, it would be beneficial for practices to speak to their state legislative leaders and patient advocates making them aware of the issue and impact on community practices and patients.

Physician practices should unite, through state medical societies or other organizations behind the banner of patient care and quality. 

The approach you take with your managed care organizations will vary, but hopefully this summary has provided physician practices with sufficient arguments to effectively convince managed care organizations of the issues and risks involved with brownbagging. 

Feel free to contact the sources of these resources and use these examples as much as you need to.

Resolution of this issue is a work in progress.  If oncology practices wish to add sample letters and talking points to the body of supporting documentation in this paper, please forward such materials to Dawn Holcombe (address below) and they will be disseminated.  Thank you to every one who participated in this project and good luck.
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