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Biomedical Advanced Research and Development Authority (BARDA)

An agency within the Department of Health and Human Services (HHS) responsible for coordinating and promoting the development of medical countermeasures (MCMs), as required by Project Bioshield. Some pharmaceutical companies are reluctant to develop MCMs (which may never be used) due to the high cost of their development (see valley of death) and possible liability for their use. BARDA provides a number of encouragements, including paying researchers and manufacturers for reaching certain milestones in the drug development process, such as getting the product to clinical trials. BARDA was created by the Pandemic and All-Hazards Preparedness Act (PAHPA) of 2006.

medical countermeasure (MCM)

A biological or chemical defense—such as a drug or vaccine—against public health threats, including chemical, biological, radiological, or nuclear (CBRN) attack, as well as pandemics. See Project Bioshield.

Pandemic and All-Hazards Preparedness Act (PAHPA)

Federal legislation enacted in 2006 aimed at bolstering national preparedness for public health emergencies such as pandemics, terrorism, mass disasters—“all hazards.” Among its many provisions, it established the Biomedical Advanced Research and Development Authority (BARDA) within the Department of Health and Human Services (HHS), required a vaccine tracking system, and centralized federal control for preparing for and responding to public health emergencies by placing the Secretary of HHS in charge. Pub. L. No. 109-417 (2006).

Project Bioshield

A federal program designed to guard the United States against a chemical, biological, radiological, or nuclear (CBRN) attack—weapons of mass destruction (WMD). The project provides funding and authorization to develop, acquire, stockpile, and make available critical medical countermeasures (MCMs). It also established Emergency Use Authorization (EUA) to provide access to the countermeasures in an emergency. See also Biomedical Advanced Research and Development Authority and Strategic National Stockpile.

valley of death

For pharmaceutical manufacturers, the time between early research on a new drug and the eventual payoff from sales of that drug (which can only happen after approval by the Food and Drug Administration (FDA)). It can take years and hundreds of millions of dollars to bridge this gap, which can slow down, stop, or even prevent research and development of needed drugs and vaccines. See also Biomedical Advanced Research and Development Authority and orphan drug.

concierge physician practice

An arrangement between a physician or other caregiver (or organization) and a patient under which the patient is provided, for a retainer fee (reported to range from about $1,000 to $20,000 per year) a special class of care and services. The services usually include immediate twenty-four-hour access to the physician in person and by phone, fax, or email; more leisurely personal time with the physician; special help with prescriptions and referrals; medical services while traveling; and often a private reception area at the physician’s office. They may include preventive and wellness services. The practice is usually limited to a specific number of concierge patients (for example, 500). Reported attractions are that physicians like the ability to spend more time with individual patients, who, in turn, appreciate the personalized, unhurried attention. The care under concierge practice is often called “boutique care” or “boutique medicine.”


Questions have been raised, however, regarding both the legal and ethical aspects of the practice. Legally, for example, there is concern that the practice might double bill (both the patient and the insurance company) for the same services. For Medicare, it is illegal to bill a patient for services that are provided by Medicare. Ethically, there is concern that boutique medicine will reduce care available for those unable to pay the annual fee, and reduce the number of available physicians generally. There is also concern that the quality of care will vary according to ability to pay.


The American Medical Association has issued a policy (E-8.055 Retainer Practices), which finds that concierge practices are “consistent with pluralism in the delivery and financing of health care” but raise ethical concerns, and so provides guidelines. Among the recommendations are that the same level of care should be provided to both member and nonmember patients, that patients not be pressured into joining, that the physician facilitate the transfer out of her or his practice of nonparticipating patients, that patients should be able to opt out of the program at any time without penalty, and that the physician should provide urgent care to patients without regard to membership or ability to pay.

consumer-driven health plan (CDHP)

A health plan option designed not only to control costs, but also to educate plan participants (the “consumers”) and influence their behavior. CDHPs typically offer a cost-sharing health plan in conjunction with discretionary healthcare dollars—for example, a high-deductible health plan (HDHP) combined with a health reimbursement account (HRA) or Health Savings Account (HSA). Often, tools and resources—such as health and wellness, disease management, and case management programs—are provided to help participants increase health and keep medical conditions under control. Consumers, using more of their own money to pay for health care, presumably become more involved in healthcare decision making and make better choices, based on cost, quality, and treatment options. Also called consumer-directed health plan, consumer-directed health arrangement (CDHA), consumer-choice, or self-directed health plan (SDHP).

cyberchondria

A condition of anxiety brought on by the wealth of information—both legitimate and erroneous—available on the Internet. A person may surf the Internet to investigate his or her symptoms, and self-diagnose based on the information found, which may or may not be accurate. From “cyber” (referring to cyberspace) and “hypochondria” (excessive anxiety about one’s health). Sometimes called Internet printout syndrome.

Daubert test

A standard for determining the admissibility of expert testimony in court. The judge, serving as “gatekeeper,” must determine whether the evidence is both relevant and reliable before it is offered to the jury. To be relevant, the evidence must assist the jury in determining a material fact at issue in the trial. To be reliable, the expert opinion must be based on sound scientific theory or technique. The judge should consider at least:

1.
Whether the theory or technique has been scientifically tested.

2.
Whether it has been subjected to peer review or publication.

3.
The known or potential error rate of the technique used.

4.
The existence and maintenance of standards controlling the technique’s operation.

5.
Whether there is widespread acceptance of the theory or technique in the relevant scientific community.

This test was first stated in Daubert v. Merrell Dow Pharmaceuticals, Inc., 509 U.S. 579 (1993). In that case, the U.S. Supreme Court was interpreting Rule 702 of the Federal Rules of Evidence, so the ruling applies to federal cases only. However, the test has been applied by courts in a number of states, and has influenced decisions in others. There are also many variations of the test.


The Daubert case notably overturned the standard established in 1923 in Frye v. United States, 293 F. 1013 (D.C. Circuit 1923). In Frye, expert testimony was permitted if based on a theory or method that was “generally accepted” in the scientific community. The Daubert test more readily permits new or novel theories and methodologies (note that there does not have to be widespread acceptance), but it generally subjects expert testimony to greater scrutiny than under the old standard. See also gatekeeping history.

Do Not Use List

A list of abbreviations, acronyms, and symbols that should never be used by healthcare professionals because there is too much danger of confusion and error. For example, do not use “MS” because it could mean either morphine sulfate or magnesium sulfate. Instead, write out the full words. The list is published by the Joint Commission on Accreditation of Healthcare Organizations (JCAHO).

Emergency Use Authorization (EUA)

Permission by the Food and Drug Administration (FDA) to use an unapproved drug, or an approved drug for an unapproved use, in the event of an emergency. The Secretary of Health and Human Services must first issue a “declaration of emergency,” based on a determination by the Secretary of Homeland Security, Secretary of Defense, or Secretary of Health and Human Services that there is a domestic emergency, military emergency, or threat to national security involving a specified biologic, chemical, radiological, or nuclear agent or agents. The FDA may then approve the drug for emergency use if it determines that the potential benefits outweigh the risks under the circumstances. Drug companies may submit drugs to the FDA for consideration for potential EUAs prior to an emergency, to save time in the event of an emergency. This is called a pre-EUA. See also compassionate use.

e-visit

A doctor’s “visit” that consists of email communication between patient and physician. This can be especially useful for care of ongoing conditions such as diabetes, high blood pressure, or asthma. Health plans have traditionally only covered face-to-face visits, but some are now paying for e-visits as well. See also telehealth.

green cleaning

Using healthy, safe, and environmentally friendly cleaning products and technologies. The American Society for Healthcare Environmental Services has adopted a position encouraging healthcare facilities to use green practices for cleaning and disinfection, but to make sure that the procedures are clinically proven to be effective.

health court

A proposed alternative justice system for people injured by medical errors. This method of tort reform would establish an administrative process to compensate injured patients, similar to the workers’ compensation system. The health court (which is outside of the regular court system) would be presided over by a specially trained judge, who would make the decision (there would be no jury). The court, rather than plaintiff and defendant, would hire neutral, independent expert witnesses to assist it. The judge would issue a written, public opinion to provide guidance to prevent future injuries. Notably, the standard for liability would be broadened: If an injury would have been avoidable had best practices been followed, it would be compensated, unlike the present standard, which requires that negligence be proved.


A trial would be avoided when possible. An injured patient would first file a claim. The court would do a preliminary investigation and determine whether the injury was avoidable according to a predetermined list of avoidable classes of events called accelerated compensation events (ACEs). For example, a sponge left in after surgery might be on the list. If the event was an ACE, the patient would be awarded compensation. This, too, would be guided by a predetermined schedule and would include both economic and noneconomic compensation. If the event was obviously not avoidable, the claim would be dismissed (an appeals process would be available). Only if there was an issue as to avoidability would the case go to trial.


Health courts would also be available to adjudicate claims of improper denial of coverage by insurance companies and health plans. The court would resolve the issue of medical necessity, and award compensation if appropriate.


The concept of health courts was developed by the national advocacy organization Common Good (cgood.org) working with a research team from the Harvard School of Public Health, supported by the Robert Wood Johnson Foundation. Federal and state legislation was introduced in 2006 to create health court pilot projects.

independent health record bank (IHRB)

A proposed independent, nonprofit, member-owned institution that would serve as a repository for lifetime electronic health records (EHRs). Consumers would be free to choose an IHRB to maintain their health records, and would be able to access that information (perhaps with a health card) and give permission for others to access it. Providers could access the account at the point of care to gain medical and health plan (payment) information. In an emergency, providers would have immediate access, anywhere in the country, to a pre-authorized, limited data set. The IHRBs collectively would create a nationwide network of health information, similar to the nationwide financial network created by MasterCard and Visa associations.


According to proposed legislation (2006), IHRBs would be registered and regulated through the Federal Trade Commission (FTC) and the U.S. Attorney General. The IHRB could make money by selling consumer-approved, blinded (the patient’s identity would not be revealed) data for research or other authorized means. (Note that the research value of these medical records would be severely limited by the nature of the “sample” of patients electing to use the IHRB as well as their willingness to give consent to release of information.) The revenue would be considered tax-free income and split between the IHRB and the consumer. Providers and payers could also receive payment for data they deposit into the IHRB. See also Nationwide Health Information Network.

information therapy (IT)

The use of Internet-based health information and systems to meet an individual’s health knowledge needs. The physician (or other caregiver) writes an information prescription (Ix), recommending a particular web site or sites to the patient. Or the IT may be more customized and be provided by interactive systems and electronic health records, for example. The goal is to get the right information to the patient at the right time to improve health, support decision making, and encourage healthy behaviors.

Medicare Administrative Contractor (MAC)

An entity that has been awarded a contract by CMS to administer the Medicare fee-for-service program and perform the tasks previously handled by carriers and fiscal intermediaries. The Medicare Modernization Act of 2003 required that full and open competitions be held for all Medicare contracts, as part of Medicare contracting reform, to ensure the best value in cost and quality. Beginning in 2005, CMS established fifteen “primary” A/B MACs (to administer both Part A and Part B programs), four specialty MACs servicing home health and hospice providers (HH MACs), and four MACs servicing suppliers of durable medical equipment (DME MACs).

Medicare Modernization Act (MMA)

Federal legislation enacted in 2003 that notably added prescription drug coverage (Medicare Part D, see under Medicare) to Medicare; previously there was none. The act also for the first time introduced variations in premiums, cost sharing, and coverage—prior to this, all beneficiaries paid the same amounts and received the same benefits. The new law instituted “means tests” to determine payment levels for drug coverage.


The MMA also implemented the Medicare Advantage program, made changes in the FDA approval process to bring lower cost generic drugs to the market sooner, and established Health Savings Accounts (HSAs). It expanded Medicare benefits for preventive care by adding a “welcome to Medicare” physical examination for new enrollees and covering screening tests for cardiovascular disease and diabetes. Other provisions included measures to combat waste, fraud, and abuse and to improve quality of care and contain costs. The full title is the Medicare Prescription Drug, Improvement, and Modernization Act of 2003. Pub. L. No. 108-173, 117 Stat. 2066 (2003).

National Hospital Quality Measures (NHQM)

A set of performance measures, adopted by the Hospital Quality Alliance (HQA), used by hospitals to voluntarily report their performance to CMS. By 2007, about twenty standardized measures had been approved by HQA and endorsed by the National Quality Forum (NQF). These measures are identical to the National Quality Improvement Goals (NQIGs) (see performance measure) developed by the Joint Commission on Accreditation of Healthcare Organizations (JCAHO). They include ten “starter set” indicators initiated in 2004. The measures have gone through years of extensive testing for validity and reliability by CMS and its quality improvement organizations (QIOs), JCAHO, HQA, and researchers. The goal is for the NHQMs to eventually be reported by all hospitals and accepted by all purchasers, oversight and accrediting entities, payers, and providers.


Examples of measures include aspirin on arrival for acute myocardial infarction (AMI) patients, beta blocker on arrival for those same patients, left ventricular function assessment for heart failure patients, initial antibiotic received within four hours of hospital arrival for patients with pneumonia, smoking cessation counseling for all of these patients, and prophylactic antibiotic received within one hour prior to surgical incision for all surgical patients to prevent surgical infections.


A current use of the NHQMs is to inform consumers about hospital quality via the Hospital Compare web site. Also, the Medicare Modernization Act (MMA) required hospitals paid under the inpatient prospective payment system (IPPS) to submit NHQM data to CMS to receive their full Medicare payment updates. Synonym: Hospital Quality Measures (HQMs). See also National Patient Safety Goals, pay-for-performance, and transparency initiative.

Nationwide Health Information Network (NHIN)

A national network to link disparate healthcare information systems to allow patients, physicians, hospitals, public health agencies, and other authorized users to share clinical and other healthcare information in real-time under stringent security, privacy, and other protections. The NHIN would not involve a central database of information, but rather allow appropriate access to information stored in a variety of locations, such as providers’ offices, hospitals, organizational and government web sites, and population health databases (see also independent health record bank). The network requires nationwide interoperability among electronic health record systems (EHRS) and other healthcare information sources, such as public health databases (see Patient Medical Record Information). Such a system would make critical patient information instantly available to any emergency department or doctor’s office anywhere in the United States, and would facilitate telemedicine.


The “building blocks” of the NHIN are the regional health information organizations (RHIOs). The initiative is under the direction of the Office of the National Coordinator for Health Information Technology (ONC). It was originally called the National Health Information Network (and in earlier discussions, the National Health Information Infrastructure (NHII)). www.os.dhhs.gov/healthit/nhin.html
pay-for-performance (P4P)

A model of payment for healthcare services designed to provide incentives for the improvement of quality and control of costs; sometimes called pay-for-quality. In a contractual arrangement between payer and provider, specific targets are set for achieving quality and/or containing costs. Two basic payment models are used: reward and punishment. In a reward-based (positive incentive) pay-for-performance program, the provider receives a bonus for meeting the target. In a “punishment” (negative incentive) system, money is withheld for failure to meet a target.


The quality targets, for example, may be based upon performance measures such as the National Hospital Quality Measures or the AQA physician performance measures. Cost containment may be based upon utilization targets, or upon standards of care that have proven to offer higher quality while reducing costs. For example, evidence-based programs of care have been developed for asthma, congestive heart failure, hypertension, and diabetes mellitus, which result in lower costs, improved quality of life, and better outcomes. Targets will typically be measured statistically (patterns of care) rather than by individual patients. See also Bridges to Excellence.

prescription drug plan (PDP)

Insurance or plan that meets the requirements for Medicare Part D prescription drug coverage. This is a stand-alone plan, purchased and paid for separately from Medicare Part A and Part B, or from a Medicare Advantage plan that does not include drug coverage. PDPs are offered by private companies; Medicare pays the companies a subsidy of approximately 75% of the cost of the plans, with beneficiaries paying the other 25% in premiums. People with limited incomes can get extra help paying the premiums. PDPs are required to use e-prescribing. See also formulary (health plan).

recovery audit contractor (RAC)

A private auditing firm contracting with CMS to review Medicare claims of physicians, hospitals, nursing homes, and other providers to find instances in which the government paid too much or too little, and which were not found during the normal claims and review processes. The RAC seeks recovery of any overpayments. If an underpayment is found, the RAC notifies the Medicare Administrative Contractor (MAC) so that the provider can be paid. Required by the Medicare Modernization Act (MMA), this is a pilot project in three states—California, Florida, and New York—initiated in 2005, to run through 2008. The RAC gets paid only based on the amounts it recovers for Medicare; thus some have called these firms “bounty hunters.” 

regional health information organization (RHIO)

A term describing a joint effort among hospitals, physicians, other providers, health plans, pharmacies, public health entities, and others in a specific area to link together electronically to share patient information (electronic health records) in an effort to enhance patient care and increase economies. Some view RHIOs as the “building blocks” of the Nationwide Health Information Network (NHIN). The collaborative efforts span whole communities, states, and even multi-state regions. Unlike with earlier efforts (such as the community health information network (CHIN)), much of the needed technological infrastructure now exists (broadband Internet access, electronic medical records in more physicians’ offices, wireless capability in hospitals to permit PDA (personal digital assistant) and laptop use), and there is increasing pressure to have the NHIN in place: Health information technology has been shown to reduce costs and promote patient safety and health. This means that there is more funding and support available for the regional efforts. 


In the mid-2000s, there were over 100 RHIOs. One example is the California Regional Health Information Organization (CalRHIO), www.calrhio.org. Some RHIOs are funded by the federal government, whereas others are supported by private industry or state governments. RHIO has no “official” definition, but many of these efforts call themselves this. Synonyms: local health information infrastructure (LHII), health information exchange (HIE), regional health information network (RHIN). See also community-wide health information system.

serious reportable event (SRE)

In 2002, the National Quality Forum (NQF) published “Serious Reportable Events in Healthcare,” a list of twenty-seven adverse events in health care that should never happen. Examples are wrong-site surgery, stage 3 or 4 pressure ulcers acquired after admission, and leaving a foreign object inside a patient after surgery. NQF has since endorsed a set of definitions and measures to standardize data collection and reporting of these events, which are grouped into six categories: surgical, product or device, patient protection, care management, environmental, and criminal acts. The list is updated as necessary, to include events that are:

· Of concern to both the public and healthcare professionals and providers.
· Clearly identifiable and measurable, and thus feasible to include in a reporting system.
· Of a nature such that the risk of occurrence is significantly influenced by the policies and procedures of the healthcare facility.
Some states require the reporting of these events. This is also called the “never list.” Synonyms: never event, reportable event. See also adverse drug event, adverse patient occurrence, medical harm, and sentinel event.

Strategic National Stockpile (SNS)

Large quantities of medicine and medical supplies to protect the American public if there is a public health emergency (such as a terrorist attack, flu outbreak, or earthquake) severe enough to cause local supplies to run out. The stockpile includes such items as antibiotics, chemical antidotes, antitoxins, life-support medications, IV administration supplies, airway maintenance supplies, and medical/surgical items. One item is called a Push Package; this is a cache of a broad spectrum of pharmaceuticals, antidotes, and medical supplies to respond to an emergency as soon as possible, perhaps even before the exact threat is known. When needed, these supplies can be delivered to any state in the United States within twelve hours. If a disease agent is well-defined, products will be sent specific to that agent. Each state has plans to receive and distribute SNS supplies to local communities as quickly as possible. In case the SNS runs out (or does not have an item), arrangements are in place with vendors to provide medicines and supplies directly; this is called vendor managed inventory (VMI). The SNS is managed by the Office of Terrorism Preparedness and Emergency Response (OTPER), within the Centers for Disease Control and Prevention (CDC). www.bt.cdc.gov/stockpile
surge capacity unit (SCU)

An inflatable, portable hospital, similar to the mobile hospitals used by the military. An SCU can be used to provide extra beds, equipment, and supplies in case of emergency, mass disasters, epidemics—anytime the capacity of regular facilities is inadequate—and for quarantine when needed. Synonym: surge hospital. Sometimes called a MASH unit after the Mobile Army Surgical Hospital.

telehealth

The use of telecommunications, computers, and other information technology to deliver healthcare services and information over distances, both large and small. It may be used in clinical patient care, professional and patient education, and public health and health administration. The tele- prefix is sometimes added to specific disciplines; see, for example, telemedicine and telenursing. Synonyms: eHealth services, online healthcare services (OHS). See also interactive health communication.


CMS uses the terms “telehealth” and “telemedicine” interchangeably. It does, however, distinguish three types of telehealth services. The first is a remote, “face-to-face” encounter between provider and patient, utilizing audio and video technology. CMS calls this a “teleconsultation” and permits it to substitute for an in-person, “hands-on” encounter for consultation, office visit, individual psychotherapy, and pharmacologic management. Reimbursement is limited to certain providers (physicians, nurse practitioners, clinical psychologists, and others), facilities (physician or practitioner’s office, hospital, Critical Access Hospital, Rural Health Clinic, or Federally Qualified Health Center), and only for services with CPT codes. The second type is remote, non-face-to-face services, delivered using telecommunications technology but not requiring the patient to be present during their implementation, such as interpretation of electrocardiograms and x-rays. These services, called store and forward, are not considered telemedicine or telehealth by CMS, but are covered just as if they were delivered on-site. The third type is home health services delivered by means of telecommunications; these are not covered by Medicare because they do not involve personal contact as required for a home health visit.

telemedicine

Medical care provided through telecommunications when the patient and the caregiver are at separate physical locations or when the patient and the primary caregiver are at one location (the originating site), and a specialist or other consultant is at a separate location (distant site). May involve the use of interactive audio-visual technology, as well as remote patient monitoring.


Telemedicine is developing many specialties, such as telepathology, teleradiology, teledermatology, telepsychiatry, and so forth. Synonyms: remote medical diagnosis (RMD), online medical services (OMS). See also presenter and telehealth.

Universal Protocol

Short for Universal Protocol for Preventing Wrong Site, Wrong Procedure, Wrong Person Surgery. The protocol calls for (1) a preoperative verification process, (2) marking the operative site, and (3) taking a “time-out” immediately before the procedure to verify the correct patient, procedure, site, and, as applicable, implants. Issued by the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) and endorsed by more than forty professional medical associations and organizations. Not to be confused with universal precautions (see under precautions), which have to do with infection control.

value-based purchasing (VBP)

Obtaining the highest quality health care at the most reasonable price. The concept links the payment for care with the quality of care, including patient outcomes and health status, and rewards cost-effective practices. For example, the employer or other purchaser of healthcare services contracts with the provider to pay for care that meets specific standards of quality, such as performance measures. See also pay-for-performance.
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