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1. Are methods currently employed by sponsors and FDA appropriate for

evaluating look-alike and sound-alike names? Examples of methods currently being used include handwriting and voice recognition studies, computer tools, expert committee analyses, and questionnaire/surveys.

The following considerations are important when evaluating any 

proposed method of evaluation:

  (a) The method must be scientifically validated. That is, there 

must be some evidence that the method being used can reduce the probability of confusion. Ideally this validation would be based on some form of behavioral test (of memory, perception, or action).

   (b) The method must be reproducible and, to the extent possible, 

transparent. That is, others must be able to clearly understand and 

independently reproduce the evaluation. This may be difficult given the 

competitive, commercial marketplace for safety screening services and the related need/desire to keep some methods as trade secrets.

   (c) The method should be, at least in part, objective. Although 

the subjective judgments of experts will almost inevitably be relied upon in the final analysis, some of the major inputs to the decision-making process should be objective. We would never consider making safety/toxicity judgments in the absence of objective data, and we should not make naming decisions without objective evidence either.

   (d) The circumstances of evaluation should be free from real or 

apparent conflicts of interest. One potential source of conflict that needs to be dealt with is when the organization who coins the name is also the organization that screens the name for safety. If an organization has a financial interest in the eventual adoption of the name, some safeguards must be put in place to make sure that the safety screening of that name is not unduly influenced by those who would benefit financially by its adoption.

2. In studies designed to evaluate potential prescription errors: 

What is an appropriate study design? (b) What is the appropriate     size for an expert committee or for a prescription drug (written and voice recognition)study? (c) What should be the composition of a group of evaluators (e.g.,what proportion of physicians, pharmacists, nurses, consumers)? (d) What are appropriate outcome measures?

(a) I will review several standard study designs commonly used to 

test the accuracy of short-term memory, visual perception, and auditory 

perception.

(b) The sample size needed for any experiment depends on the 

expected effect size of the result and the experimenter's tolerance for 

false positive and false negative errors. I will present a power analysis and suggested sample sizes for some likely experimental scenarios, using published estimates of drug name confusion error rates as the basis for my analysis. For example, Flynn, Barker and Carnahan recently reported that the wrong drug error rate in community pharmacy is approximately 0.13% (6/4481). I will discuss how large a sample is needed to have 80% confidence in detecting even one event under this scenario.

 (c) The composition of the group of evaluators should be related 

to the proportional composition of the population of individuals who will encounter the drug as a professional or patient. Thus, the composition will vary depending on the drug's legal status (Rx vs. OTC), its indication, and its likely context of use. At a minimum, the panel should include a physician, a pharmacist, a nurse, and a patient.

 (d) The most meaningful outcome measure is presence or absence of 

an error on some behavioral test of memory, perception, or action. The next most meaningful outcome is an expert judgment on a validated rating scale.

3. What kind of information (e.g., drug name, strength, quantity,

directions) should be included in verbal or handwritten prescription drug studies?

  Studies should include all of the drug attributes that typically 

are included on drug orders or prescriptions. This will most commonly 

include drug name, strength, dosage form, quantity, and administration 

schedule.

4. Sometimes similar drug names are approved contingent on a pre-marketing agreement for a risk management program. Describe examples of effective risk management programs (e.g., an educational campaign) that could be used to minimize look-alike, sound-alike confusion. How should the effectiveness of a risk management program be evaluated?

 Additional evidence is needed as to the effectiveness of 

post-marketing risk management programs designed to minimize name 

confusions. Those that have been tried with some anecdotal success include labeling changes, "shelf shouters," computerized alerts, "Dear Doctor" letters, pre-printed prescription pads, and print advertisements. Risk management programs should be evaluated in controlled  experiments and real-world quasi-experiments. Dr. Tony Grasha's work exemplifies how such real-world quasi-experiments might be conducted. The outcome in tests of risk-management interventions must be the difference in error rates with and without the intervention. Pre/post designs are probably not appropriate 

because time itself affects the error rate. In such studies, error rates must be assessed by direct observation or careful scrutiny, not by self-report.

5. Should there be different trade-name evaluation procedures for different classes of drugs (prescription vs. over-the-counter)?

Since harm reduction is the ultimate goal, and since both Rx and 

OTC drugs have the potential for serious harm, the OTC/Rx distinction may not be that useful in this context. The evaluation program should aim to reduce harm, where harm is seen as a function of the probability of error, the number of opportunities for error, and the severity of the consequence of each error. In general, high alert drugs (i.e., drugs with a narrow therapeutic index) and drugs that will be very frequently prescribed should receive the greatest scrutiny.
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