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BAYER HEALTHCARE, LLC

Ascensia Contour and Ascensia Breeze Diabetic Monitoring Systems

Advertising Agency:
Undisclosed

Challenger:

Abbott Laboratories  
Product Type:

Drugs/Health/Health Aids   

Issues:


Performance Claims; Superiority Claims

Disposition:

Discontinued

.
· Denigrating claims must be truthful, accurate, narrowly drawn and do not falsely disparage a competitor’s product.

Basis of Inquiry:  

Print and Internet claims made by Bayer Healthcare, LLC (“Bayer”) for its Ascensia Contour and Ascensia Breeze Diabetic Monitoring Systems were challenged by Abbott Laboratories, manufacturer of competing Diabetic Monitoring Systems.  Specifically, the following claims were challenged:

· “Inaccurate results may have serious clinical implications”  “Miscoded                 meters can put treatment outcomes at risk”

· With “certain” miscoded FREESTYLE meters, “98% of the values obtained resulted in a possibility of altered clinical action”

· 4% of FREESTYLE readings “would likely result in overcorrections of acceptable glucose considerations”

· “Coding errors in some meters can skew results by up to 43%”

· “Diabetic Monitoring Study Finds Inaccuracies in Improperly Coded Blood

Glucose Meters as high as 43%”

· When properly coded, the ONE TOUCH ULTRA and FREESTYLE meters

yielded blood glucose results that differed from the correct results by a

range of “-30% to +43%”

· For FREESTYLE, “90% of the errors fell in the range of +30% to +59%

(Code 7), and -10% to -30% (Code 41)”

· “The median difference in results from a miscoded FREESTYLE meter

when compared to a correctly coded meter was +43.3% and -16.1%”

· When improperly coded, the ONE TOUCH ULTRA and FREESTYLE meters yielded blood glucose results that differed from the correct results

by a rage of “-31.3% to +45.9%”

· For FREESTYLE, “90% of the errors fell in the range of +30% to +59%

(Code 8), and -5% to -30% (Code 41)”

· “The median difference in results from a miscoded FREESTYLE meter

when compared to a correctly coded meter was +45.9% and -15.2%.”

Challenger’s Position

Background

The challenger explained that Abbott and Bayer are competitors in the market for blood glucose monitoring systems.  According to the challenger, these systems consist of small, hand-held devices that are utilized by diabetics to monitor their blood glucose levels.  The challenger noted that while there are differences in the devices, all work in roughly the same way: (i) the patient obtains a pinprick of blood by means of a lancet inserted into a narrow cylindrical “sampler”; (ii) the blood sample is placed onto a coded test “strip” which is inserted in the meter; (iii) the blood on the strip is automatically drawn into the meter’s reaction cell where a chemical reaction occurs; and (iv) after a short period of time (usually a matter of seconds), the meter displays the patient’s blood glucose level.  According to the challenger, the primary difference between the Abbott and Bayer meters is that the Abbott meter – like a third leading meter, Johnson & Johnson’s ONE TOUCH ULTRA – must be “coded” each time a user opens a new package of test strips by inserting a numerical code that corresponds to the code on the package of strips being used by the patient.  The challenger explained that the Bayer device does not have to be coded because it is manufactured in a way that allows the instrument to automatically adjust to the coding information on each strip.

The challenger noted that diabetics utilize these meters for a variety of purposes, such as determining whether they need to have an insulin injection (if their glucose level is extremely high) or whether they need to ingest a high-glucose-content food or beverage (if their glucose level is extremely low).  Patients with less serious forms of diabetes, such as Type II diabetes, may merely record these readings as part of an ongoing blood glucose monitoring process.

The Challenged Advertising

At issue in this challenge are a series of print advertisements, press releases and website materials that focus on the fact that, because of the automatic coding feature of Bayer’s meters, there is no risk of the patient accidentally miscoding the meter.  The challenger argued that while this is obviously true, the advertising falsely disparages Abbott’s FREESTYLE meters by (1) grossly exaggerating the extent of the potential error resulting from miscoding of the Abbott meters and (2) claiming that those errors can have serious clinical implications for the patient.

The Challenger’s Critique of the Advertiser’ Evidence

The challenger explained that the advertiser’s claims regarding the potential coding errors associated with the FREESTYLE and ONE TOUCH meters are based on two laboratory studies conducted by Bayer.  According to the challenger, the first study, which resulted in a February 2004 report by a Bayer HealthCare Research Scientist, tested ONE TOUCH ULTRA, FREESTYLE and Bayer’s ASCENSIA CONTOUR; while the second study, which resulted in a July 2004 report by a Bayer HealthCare Research Associate, tested ONE TOUCH ULTRA, FREESTYLE and Bayer’s ASCENSIA BREEZE.  Since both studies followed the same protocol, the challenger addressed only the protocol from the February 2004 report.

a. The Protocol

The challenger explained that Bayer collected four sets of blood samples from 50 subjects at a hospital diabetes center (each set consisted of four separate droplets).  According to the challenger, the first three sets of samples were processed through four different meters for each of the three brands, i.e., four ASCENSIA CONTOUR meters, four ONE TOUCH meters and four FREESTYLE meters; the fourth set of samples was processed through a laboratory glucose method.  The challenger noted that because the ASCENSIA meter is automatically coded, no coding of that meter was necessary.  The challenger maintained that for the FREESTYLE and ONE TOUCH meters, two of each were coded with the correct code and two were deliberately miscoded.  According to the challenger, the resulting blood glucose level readings were then compared, i.e., readings from the four ASCENSIA meters were compared to each other while the readings from the two miscoded FREESTYLE (and ONE TOUCH) meters were compared to their correctly coded counterparts.

b. The Data Analysis

Significantly, noted the challenger, the correctly coded FREESTYLE and ONE TOUCH meters were just as accurate as the ASCENSIA meters.
  In contrast, argued the challenger, the results for the incorrectly coded FREESTYLE and ONE TOUCH meters showed a high range of error.  According to the challenger, the ONE TOUCH results ranged from +5.5% to -31.1% as compared to the correct result while the FREESTYLE results ranged from +43.4% (for Code 7) to -16.1% (for Code 41) as compared to the correct result.  The challenger noted that these are the error ranges referred to in the various advertisements.

c. The Clinical Analysis

The challenger explained that a standard method of judging the effect of errors in glucose readings is the Clarke Error Grid analysis.  The challenger noted that a virtually identical analysis is provided by the Parkes Error Grid.  According to the challenger, under this analysis, erroneous glucose readings are assigned to one of five zones, ranging from A (lowest degree of error) to E (largest degree of error).  For each zone, explained the challenger, there is a corresponding clinical effect.  For example, noted the challenger, Zone A error is inconsequential:

                          “Results are clinically accurate.  Values are within ± 20%

                          of the [correct value]. . .”

The challenger argued that Zone B is also clinically acceptable:

                          “Results are different from the [correct value] by > 20%

                          and would either not cause a change in therapy or would

                          be a basis for treatment without harmful consequences.”

According to the challenger, only when the error is large enough to fall within Zone C are there meaningful consequences:

                         “Results would initiate action resulting in the over-correction

                         of acceptable glucose concentrations.

The challenger noted that because of the high error rate associated with the deliberately miscoded FREESTYLE meters, a large percentage of the incorrect readings fell within Zone B and a handful fell within Zone C.  Quoting from the February 2004 report, the challenger noted:

                        “Clinical accuracy was compromised when the meter was

                        set to Code 7.  Only 2% of the results (n=1) were within

                        Zone A, 94% were clearly in Zone B, and 4% (n=2) were

                        inside Zone C.”

The challenger noted that as for the meters miscoded to Code 41, 66% were within Zone A but 34% were within Zone B.

The challenger explained that the resulting error grid analysis was published in the challenged print advertisements which were headlined, “Inaccurate results may have serious clinical implications – Miscoded meters can put treatment outcomes at risk.”  These advertisements also state that “98 % of the values obtained” on the miscoded FREESTYLE meters “resulted in a possibility of altered clinical action” while 4% of the readings “would likely result in overcorrections of acceptable glucose concentrations.”  The challenger argued that the advertisements misstate the error grid categories and grossly exaggerates the implications of a Zone B error.  According to the challenger, Zone B readings do not have “serious clinical implications” or “put treatment outcomes at risk.”  To the contrary, contended the challenger, they have “little or no effect on clinical outcome.”  However, maintained the challenger, the more significant problem surrounding the claim is that the large number of FREESTYLE readings that wound up in Zone B is merely an artifact of the high error range that Bayer reported for the deliberately miscoded FREESTYLE meters.  Indeed, argued the challenger, Bayer generated this unrepresentative data by deliberately choosing to miscode the FREESTYLE meters to codes that it knew would produce the greatest margin of error and, more importantly, codes that will never be used by diabetes patients using a FREESTYLE meter.

d. The Challenger’s FREESTYLE Meters

The challenger argued that the error range produced by the advertiser’s deliberate miscoding in its studies is totally atypical of any miscoding that is likely to happen in the real world.  The challenger explained that in order to appreciate the how distorted the data generated by Bayer’s studies, it is necessary to understand the FREESTYLE coding system and the range of codes that are actually in use.

According to the challenger, the need to “code” a blood glucose meter arises from the fact that the meter must accurately “read” the blood applied to the strips.  Due to slight variations in materials and manufacturing, one lot of strips may vary slightly from another lot.  The challenger’s meters are therefore calibrated to match a variety of variations in the strips.  The challenger explained that each package of strips (all of which are from the same lot and thus bear the same code) contains instructions telling the user what code to insert.  For example, noted the challenger, if a FREESTYLE user has a package of #17 strips, the meter should be coded to 17.  According to the challenger, miscoding the meter to a number substantially higher or lower than 17 would result in a slightly erroneous reading.

The challenger explained that all of the Abbott FREESTYLE meters are precoded to code 18.  This precoding, maintained the challenger, reflects the fact that 18 was the original manufacturing calibration target.  The challenger noted, however, that in practice, more FREESTYLE strips have fallen into calibration code 17 than any other.  The challenger indicated that the FREESTYLE meters are designed to accept codes ranging from 1 to 50, so as to account for as many as 50 variations in strips.  The challenger asserted that Abbott has never manufactured strip lots corresponding to all 50 codes.  In fact, noted the challenger, all but a handful of lots in distribution during 2004 and 2005 fell within thirteen codes and the overwhelming majority of lots fell within six codes.  According to the challenger, by far the largest percentage of strips manufactured during this period were #17 strips; this means that their use in a meter preset at “18” would produce a result that is essentially accurate.

Equally significant, noted the challenger, is the fact that only a handful of the 50 possible FREESTYLE codes would produce a reading that is at significant variance with the preset code, 18.  The challenger maintained that this is because virtually all of the 50 codes fall within a small level of variation on either side of Code 18.  Moreover, argued the challenger, 39 of the 50 codes generate readings within 15 mg/dL of the true reading; under ISO (International Standards Organization) standards, for glucose levels below 75 mg/dL, readings within 15 mg/dL of the “true” reading are deemed accurate.

The challenger argued that there was virtually no likelihood that a diabetic patient would ever use the two erroneous codes that Bayer utilized in its study.  According to the challenger, the two “miscoded” FREESTYLE meters used in the Bayer study were coded at 7 and 41 respectively.  Yet, asserted the challenger, no strips bearing those codes were in distribution in 2004 or 2005; in fact, Abbott has never produced a single strip bearing either code.  The challenger concluded that Bayer chose these codes because they generate the largest degree of difference from the correct reading, not because they reflected typical user error.

The challenger argued that since no FREESTYLE strips bearing a 7 or 41 code were ever in distribution, there is no likelihood that those codes would ever be entered into a FREESTYLE meter.  Indeed, noted the challenger, a recent study has found that only 16% of diabetes patients miscode their glucose meters.  Moreover, contended the challenger, it is generally recognized that the most common cause of miscoding is that the patient neglects to recode the machine when a new package of strips is opened.  Accordingly, argued the challenger, since all FREESTYLE meters are preset at 18, the most common error would be for the meter to remain at 18 when a package of non-18 strips is utilized.  According to the challenger, the second most likely scenario would be that the patient sets the meter at 17 – to match the most commonly available FREESTYLE strips – and forgets to recode the meter when a new package of strips is opened.  In either case, asserted the challenger, the “miscoding” would merely involve the erroneous use of a #17 or #18 code; since these codes are squarely in the middle of the FREESTYLE calibration system, the degree of error is de minimis.
In this regard, the challenger argued that it is particularly unlikely that patients will enter the wrong code number with Abbott’s FREESTYLE meter because the FREESTYLE meter is simple to code and the display screen is easy to read.  In support of its argument, the challenger submitted a 2005 clinical study in which first-time lay users evaluated Abbott’s FREESTYLE Freedom meter.  According to the challenger, consumers gave the meter very high ratings (5.8-5.9 on a 6-point scale) on attributes such as “Display is Easy to Read,” “Easy to Use,” “Meter is Easy to Learn,” and “Instructions are Easy to Follow.”  The challenger argued that in the unlikely event of an entry error, the code actually entered would likely be within one or two digits of the intended code because FREESTYLE meters are coded by scrolling up or down.  The challenger noted that while it is possible that a consumer might overshoot or undershoot the intended number by a digit or two when scrolling, this would be a very minor impact on the test result and it is highly unlikely that the user would randomly scroll to a completely inaccurate code.
The challenger contended that Bayer has conducted a study that was designed to generate data that is not typical of the experience of the average FREESTYLE user.  In fact, argued the challenger, it is likely that no FREESTYLE user has ever miscoded a FREESTYLE meter through use of a  #7 or #41 code.  As a result, asserted the advertiser, the error range and clinical consequence data cited by Bayer in its advertising bear no relation to reality.  According to the challenger, claims regarding this data are false and misleading.

The challenger noted that NAD has consistently required that claims about a product’s effectiveness or ineffectiveness be “typical” results.
 
According to the challenger, Bayer “ducks” the question of whether its claim that coding errors can “skew results by up to 43%” represents a typical outcome.  The challenger noted that according to Bayer, 43% is the “median” of the error range for one of the improper codes used in the study.  But, argued the challenger, this does not mean that 43% is a “typical” result of improper coding because Bayer only tested four of the most extreme incorrect combinations of codes and strips out of hundreds of possibilities – and it tested none of the most likely types of coding errors.

Coding Errors Are Not a Major Cause of Inaccurate Meter Readings

The challenger explained that a close reading of the medical literature submitted by the advertiser shows that coding errors are relatively rare and are but one of many potential causes of inaccurate meter readings.  In this regard, the challenger noted that the advertiser cites two studies – neither of which involved any FREESTYLE users – in which researchers observed that 16% of patients presented with a meter whose calibration code did not correspond to the code on the package of strips the patient was using.  The challenger noted that while 16% is not de minimus, the vast majority of patients (84%) had properly coded their meters.  Moreover, these studies did not show the extent  of the miscoding error (i.e., the significance of the error.)   Further, argued the challenger, the researchers in the first study found no statistically significant difference in the A1C value (a measure of long-term glucose control) for patients with improperly coded meters versus those with properly coded meters.

The challenger noted that the other articles submitted by Bayer to support its position that coding errors are a major cause of inaccurate meter readings in fact show that of the many causes of meter inaccuracy, coding errors are one of the least likely.  The challenger explained that the first three articles cited by Bayer list the following potential causes of inaccurate meter readings:  1) failure to store glucose strips properly; 2) failure to set the glucose meter code to match the strip code accurately; 3) failure to apply sufficient blood on the meter strip; 4) failure to use control solutions; 5) use of date-expired control solutions; 6) use of date-expired strips; 7) failure to clean optics surface of certain meters; 8) failure to follow instructions regarding proper application, timing and removal of the blood sample; and 9) failure to follow the manufacturer’s procedures.  Finally, the challenger asserted that the fourth article submitted by the advertiser actually ranks the incidence of various types of user error and incorrect coding was the least frequent type of user error.

Moreover, argued the challenger, none of the medical literature offered by the advertiser evaluated coding errors with the FREESTYLE meter.  The challenger argued, however, that Bayer’s advertising suggests that coding errors are a major cause of meter inaccuracy for all manually coded meters – a message that is not substantiated.

Typical Coding Errors Will Not Result in an Inaccurate Meter Reading

The challenger explained that even though personal glucose meters are extremely useful for day-to-day diabetes self-management, all are subject to some margin of error.  According to the challenger, home-use meters are not as accurate as more sophisticated laboratory equipment, and two tests performed back-to-back on a home-use meter will not necessarily produce the exact same result.  The challenger maintained that through the International Organization for Standardization (“ISO”), the industry has adopted guidelines regarding acceptable levels of deviation for home-use blood glucose meters.  According to the challenger, ISO guidelines state that a meter is accurate if, for glucose levels ≤ 75 mg/dL, 95% of the readings are within ± 15 mg/dL of the true glucose level.  The challenger noted further that for glucose levels >75 mg/dL, ISO considers a meter accurate if 95% of the readings are within ± 20% of the true glucose reading.  According to the challenger, if a consumer neglects to code his or her meter at all, and thus all tests are performed using the default code 18, the systematic error produced by every lot of FREESTYLE strips sold by Abbott will be within the ± 20% range deemed accurate under ISO guidelines.  According to the challenger, Bayer has not disputed these computations, nor Abbott’s conclusions that errors of this type would not affect the patient’s clinical outcome.  Additionally, noted the challenger, because the code variation in FREESTYLE strips is small, a patient who fails to change his or her meter from one code to another when opening a new package of strips also is likely to obtain an accurate reading under ISO guidelines.  Finally, the challenger explained that a consumer who enters the wrong code by scrolling a bit too far, or not quite far enough, is likely to obtain an accurate reading because codes that are close together render similar results.

Bayer’s 43% Inaccurate Claim is Not Redeemed by the “Up to” Language

The challenger explained that the law on “up to” claims is well-settled.  According to the challenger, because such claims present a “best case” or “worst case” scenario, they can be misleading if the outer limit cited by the advertiser is not achieved by an appreciable number of consumers.
   The challenger argued that in the present case, Bayer has no evidence that typical coding errors, or an appreciable number of coding errors, are likely to result in readings that are 43% inaccurate.

Bayer Has Not Demonstrated That Coding Errors Can Have “Serious Clinical Implications”

The challenger argued that Bayer’s entire advertising campaign rests on two studies involving a few arbitrary and unrealistic coding errors.  According to the challenger, aside from its significant design flaws, even on its face, Bayer’s data does not support a finding of “serious clinical implications” as claimed in its professional advertising.  In this regard, the challenger noted that in Bayer’s first study, when the FREESTYLE meter was incorrectly set on code 7, only two readings (4%) fell within zone C on the Parkes error grid (likely to affect clinical outcome) and none were in Zone D (possibly significant medical risk) or Zone E (possibly dangerous consequences).  Moreover, noted the challenger, when the meter was incorrectly coded to 41, none of the readings fell within in zones C, D or E.

Likewise, noted the challenger, in Bayer’s second study with incorrect code 8, only one reading (2%) was in zone C and no readings were in Zones D or E.  According to the challenger, with incorrect code 41, none of the readings fell in zones C, D oe E, and 94% were in zone A (no effect).  In fact, asserted the challenger, when miscoded with code 41 the FREESTYLE meter was just as accurate as the ASCENSIA meter, where 96% of readings were in zone A.

The challenger explained that while some of the miscoded FREESTYLE readings in both tests fell in zone B, the zone is characterized by Parkes as “altered clinical action with little or no effect on clinical outcome.”  According to the challenger, inaccurate readings of the sort, by definition, do not result in serious clinical consequences.  Indeed, contended the challenger, at most, the patient would fail to take some minor corrective action to deal with her high or low blood sugar, but this would not adversely affect her health.

The challenger rejected the advertiser’s argument that some of its advertising was not likely to be misunderstood because it was directed to a professional audience.  In this regard, the challenger noted that Bayer argues that it is appropriate to discuss adverse clinical implications in advertising directed to medical professionals because of their specialized training.  But, argued the challenger, professionals can be misled by half-truths.
  According to the challenger, it is deceptive for Bayer to tell medical professionals that “with certain miscoded FREESTYLE systems 98% of the values obtained resulted in a possibility of altered clinical action” without disclosing that 94% of the inaccurate values obtained (i.e., all but one reading) were in zone B and would have “little or no effect on clinical outcome.”  The challenger noted that Bayer’s further characterization of these results as “likely to jeopardize the health and safety of your patients” and having “serious clinical implications” is not accurate because none of the incorrect codes used in its test produced a reading in zone D or E, the only zones that could have potentially serious medical consequences.  The challenger argued further that Bayer’s professional advertising is also misleading because the reader will not realize that Bayer tested only four highly unlikely coding errors out of hundreds of possibilities – and that typical coding errors would have no effect on clinical action or clinical outcome.

Bayer’s Advertising Falsely Implies That the ASCENSIA Meter is clinically Superior to Meters Requiring Manual Coding

The challenger argued that because of its comparative format, Bayer’s advertising necessarily implies that people who use the ASCENSIA meter will be more successful in treating their diabetes than people who use a meter that requires coding.  According to the challenger, Bayer has no study comparing the clinical success of ASCENSIA users versus users of manually coded meters, and the data from Bayer’s studies does not support a meaningful difference in clinical outcome.  According to the challenger, even using codes that produce a “worst case scenario,” out of a total of 204 readings collected for the incorrectly coded FREESTYLE meters in Bayer’s two studies, only 3 readings fell below zone B – the rest of the readings were in zones A or B and, therefore, would have little or no effect on clinical outcome.

Bayer’s Advertising Falsely Denigrates Manually Coded Meters

According to the challenger, NAD has held on many occasions that claims that denigrate a competitor’s product will be carefully scrutinized to ensure that “they are truthful, accurate and narrowly drawn.”
  The challenger argued that the claims at issue in this challenge do not withstand such scrutiny.  According to the challenger, coding errors are not typical, and when they occur, the most common types of errors have such a minor impact on the meter’s performance that the reported blood glucose value remains within the range considered accurate under prevailing industry standards.  The challenger also argued that NAD has recognized that product denigration is particularly troublesome when it overstates or falsely implies that a competitor’s product is potentially hazardous to health.

Advertiser’s Position

Background

By way of background, the advertiser explained that diabetes is a medical condition in which the body’s ability to convert nutrients to glucose is compromised.  According to the advertiser, the result is an extreme fluctuation of blood glucose levels which, if left untreated, can lead to blindness, amputation of the extremities, kidney dysfunction, arteriosclerotic heart disease and death.  The advertiser noted that one of the most important aspects of management of this disease is preventing and minimizing fluctuations of the blood glucose level by monitoring and, when appropriate, altering the diet and/or as clinically indicated by taking synthetic insulin.

The advertiser explained that a significant advance in medical care for diabetes occurred in the 1970’s with the development of blood glucose monitoring systems which can assist diabetes sufferers with self-monitoring of home use blood glucose (SMBG) which in turn enables them to take action proactively to avoid or minimize the risk of large glucose fluctuations.  The advertiser noted that it is widely recognized in the medical community that effective SMBG is critical to achieving effective glucose control for diabetics.  

According to the advertiser, improvements in blood glucose monitoring systems have been extremely important to improving overall care and treatment for diabetic patients.  The advertiser explained that over the years, blood glucose monitoring systems have had several limitations, one of which has been the substantial risk of user error, which can lead to flawed blood glucose data which in turn leads to treatment failure. 

The advertiser explained that “calibration” is the process of adjusting the meter’s settings allowing it to correctly “read” the user’s blood in order to measure the blood glucose level.  According to the advertiser, most glucose meters “read” the blood after it has been placed on a chemically impregnated strip of paper, where certain chemical reactions take place, thereby enabling the meter to quantify the blood glucose level.  The advertiser noted that because of lot-by-lot variations in the constituents of the chemical-impregnated paper strip that is used by the meter to analyze blood, with many meters, like the Abbott FREESTYLE, it is necessary for the user to manually enter a code number into the meter, which enables the meter to properly interpret the chemical reaction so as to quantify the blood glucose.  The advertiser explained that each box of test strips bears a code number which, when entered manually into the meter, enables the meter to interpret the chemical signals produced by reactions between the blood and the strip, so as to indicate the level of glucose in the blood.  According to the advertiser, the code is entered into the meter by pressing a button, which in turn enters the code number.

The advertiser indicated that failure to enter the correct code number before using the meter to test glucose levels is one of the most common sources of user error.  According to the advertiser, in view of the variability in visual acuity, manual dexterity, and attentiveness of users of glucose monitors, errors in setting the meter’s code are commonplace.  The advertiser asserted that two separate researchers, after checking the calibration code used by a large number of patients, have determined that the incidence of miscoding among patients, for any reason, is as high as 16%.

The advertiser explained that in the 1990’s, Bayer introduced a meter that provided a substantial benefit over competing glucose monitoring systems on the market by eliminating the requirement that the user manually calibrate his or her meter.  According to the advertiser, the elimination of the need for manual calibration removed a significant source of manual error associated with SMBG systems.  For example, noted the advertiser, in the ASCENSIA BREEZE the manual calibration process is replaced with a system in which ten test strips are packaged in a sealed ASCENSIA AUTODISC cartridge which, when loaded into the meter, calibrates it automatically with no possible user error.  According to the advertiser, a similar process is used with the ASCENSIA CONTOUR in which code information is automatically read by the meter so as to calibrate the meter settings without the need for data-entry of a code number by the user.

The advertiser explained that if a meter is not properly calibrated, it will produce an inaccurate blood glucose level.  According to the advertiser, calibration errors can be clinically significant by recording a higher or lower glucose level than the true level, which can indicate the need for some corrective action, or clinically insignificant, with very little or no impact on treatment.  In either case, noted the advertiser, the diabetic patient is presented with inaccurate information and, therefore, the purpose of SMBG will be frustrated.

The advertiser explained that the challenged claims were designed to convey to consumers and health care professionals the benefits of Bayer’s automatic calibration/no coding feature by demonstrating the consequences of a miscoded meter.  According to the advertiser, the source for the claims in question is a peer reviewed published clinical white paper which reported on two studies of the dangers of a miscoded meter, both in terms of differences between glucose levels displayed by the miscoded meter and true laboratory glucose levels and in terms of its clinical impact.

The Advertiser’s Argument and Evidence

The advertiser argued that the challenger’s contention that the erroneous codes that were entered into the Abbott meters in the Bayer studies are unlikely to be entered into actual meters by actual consumers, and therefore the studies “deliberately distorted” the data, simply because the mistaken codes entered were not generally available as test strips on the marketplace, is fundamentally flawed and must be rejected.  According to the advertiser, Abbott’s analysis – and its underlying contention that the erroneous codes entered into the Abbott meters were unrealistic – is based upon Abbott’s contention that the codes used in the studies are outside the range of codes actually found in test strips in commercial distribution by Abbott.  

The advertiser explained that what is fundamentally flawed about Abbott’s analysis is that the limited availability in commerce of Abbott FREESTYLE test strips bearing a particular calibration code has absolutely no bearing on the risk that consumers will enter into a FREESTYLE meter a calibration code that is erroneous.  According to the advertiser, consumers can and do enter mistaken calibration codes.  For example, noted the advertiser, in the process of changing a code entry from the code of an expired box of test strips to the code of a new box of test strips, or simply in the process of entering an original code number when a new meter is used, it is entirely possible that codes are mistakenly entered.  Indeed, contended the advertiser, considering the ease with which the FREESTYLE meter can be mistakenly set because of deteriorating eyesight or deteriorating manual dexterity or lack of attentiveness and because of the very brief time period that the code number is displayed on the meter, it is quite possible that a consumer will enter a mistaken code regardless of the fact that there may be no strips on the market bearing that code.

According to the advertiser, the relevant issue in the Bayer studies is the effect of a miscoded meter on the accuracy of the results displayed, and not the likelihood that a particular calibration code will be found among test strips purchased on the market.  The advertiser maintained that if the meter is miscalibrated, its results are inaccurate, regardless of what caused the miscalibration.

The advertiser explained that the two miscoding studies it submitted as evidence plotted the errors in blood glucose levels that would result from miscoding of the FREESTYLE meter on the Parkes Error Grip.  The advertiser explained that the Parkes Error Grid categorizes erroneous meter-based differences from true blood glucose levels by plotting the results on a grid, which results in five possible clarifications:

· Zone A – no effect on clinical action.

· Zone B – altered clinical action – little or no effect on clinical outcome.

· Zone C – altered clinical action – likely to affect clinical outcome.

· Zone D – altered clinical action – which could have a significant medical risk.

· Zone E – altered clinical action – which could have dangerous consequences.

The advertiser explained that the alternative grid – The Clarke error grid – would produce the same result since it has similar zones:

· Zone A – less than 20% deviation from true blood glucose

· Zone B – more than 20% deviation from true blood glucose, but leads to no treatment or benign treatment

· Zone C—overcorrection of acceptable blood glucose levels.

· Zone D – dangerous failure to detect and treat blood glucose errors.

· Zone E – erroneous treatment (treatment contradictory to that actually required)   

According to the advertiser, the two studies substantiated claims of erroneous meter readings with miscoded Abbott meters.  The advertiser explained that in the Baum study, a full 98% of the results with the erroneously coded meters were plotted in Zones B, C, D, and E, and only 2% were plotted in Zone A on either the Parkes or the Clarke grid (no effect on clinical action, or less than 20% deviation from true blood glucose).  In other words, the advertiser asserted, 98% of the results differed from true blood glucose levels so much that they called for “altered clinical action” on the Parkes error grid, or “greater than 20% deviation from true blood glucose” on the Clarke error grid.  According to the advertiser, these are accurate representations of the results of plotting the FREEESTYLE erroneous readings on these two widely accepted error grids, commonly used by endocrinologists to evaluate the accuracy of blood glucose meters.  Consumers with diabetes, maintained the advertiser, are entitled to know the potential for an erroneous result from a miscoded FREESTYLE meter; and it is entirely appropriate for Bayer to inform them of just how much a miscoded FREESTYLE meter reading varies from true blood glucose levels.

The advertiser also explained that the professional print advertisement which makes reference to the Parkes and Clarke error grids, is directed to doctors who are entirely capable of understanding the implications of the error grids, from which the clinical implications referred to were derived.  According to the advertiser, the advertising claim is entirely correct in stating that 98% of the values obtained from miscoded FREESTYLE systems “resulted in a possibility of altered clinical action, including 4% of the readings that would likely result in overcorrections of acceptable glucose concentrations.”  The advertiser argued that this is a completely accurate claim based on the correct plotting of the blood glucose differences generated with erroneously coded meters on these widely recognized error grids used by physicians to evaluate treatment of blood glucose levels.

The advertiser rejected the challenger’s arguments that its claims violate the typicality rule.  According to the advertiser, a careful reading of the Baum study, “Improving the Quality of Self-Monitoring Blood Glucose Measurement:  A Study in Reducing Calibration Errors,”
 and the similar study by Lois Proud, “Miscoding: Impact on the Accuracy of Blood Glucose Monitoring Systems,”
 reveals that the reported results of the studies were not at one end of a scale – atypical results.  Rather, argued the advertiser, the studies reported the median average results, entirely in compliance with the typicality rule.

The advertiser argued that because the instant challenge uses selective and highly misleading partial quotations of the claims, it is important that NAD carefully examine the precise claims Bayer actually makes.  For example, noted the advertiser, the challenger quotes the claim that the studies find inaccuracies in improperly coded blood glucose meters as high as 43%.  According to the advertiser, while the wording of the claim might suggest that the “43%” figure is at one end of a range – the sort of claim that NAD has in the past found to violate the typicality rule – in fact the 43% figure represents the median of applicable results.  Similarly, with respect to the challenged Ascensia Contour Website, the challenger quotes the advertising claim describing the results with ONE TOUCH ULTRA and the results with FREESTYLE as reflecting a “range of -30% to +43%.”  According to the advertiser, the challenger implies that the +43% is at the top of the range quoted, which would suggest that the 43% figure is not typical of the quoted range.   According to the advertiser, it is not truly a range at all as to FREESTYLE, but rather is a “range” of the results with the two miscoded meters (ONE TOUCH ULTRA and FREESTYLE).  The advertiser noted that the reference in advertising to the 43% figure with FREESTYLE is in fact one of the median error figures in the study of FREESTYLE meters, with FREESTYLE producing errors in the range of +30% to +59% (when erroneously coded with Code 7) (leading to the median of 43%).  Thus, contended the advertiser, the “up to 43%” figure recited frequently in the advertising is in fact not an “up to” figure at all, but rather represents one of the typical, or median values, for miscoded FREESTYLE meters, which with erroneous Code 7 produced errors ranging from +30% to +59%.

The advertiser argued that despite the conservative use of the term “up to,” the Bayer claims are in fact representations of the median study results with FREESTYLE, not the high end of a range, as the challenger suggests.  According to the advertiser, this is precisely what NAD has recommended that advertisers do to avoid misrepresentation in the cases cited by the challenger.  For example, noted the advertiser, NAD recommended that claims be changed from the upper-bound result to a value that fits more in the average (the typical result) in Natural White, Inc.
  There, noted the advertiser, NAD objected to a claim that a product whitened up to ten shades of whiteness and concluded that the claim was not adequately supported because the average change in tooth shade was only 4.76 shades in one study and 4.2 shades in another, not ten shades.  According to the advertiser, the claim of ten was misleading because it was not representative of the average.
  Here, maintained the advertiser, while one of the advertising claims featured in the challenged campaign was that “coding errors on some meters can skew results by up to 43%,” in actuality, the claim is substantiated because the supporting study showed that, depending on which mistaken code was entered, coding errors on FREESTYLE meters skewed results by a median or average of 43%.  Thus, asserted the advertiser, the claim was in fact based on the typical or average result, and not the upper end of a range of results as the challenger suggests.    

Decision

In deciding this case, NAD had to carefully balance an advertiser’s right to tout the benefits of its product against a competitor’s right not to have its product falsely disparaged.  This is not a novel issue for NAD.  Indeed, NAD has long recognized an advertiser’s right to make literally truthful and accurate advertising claims sometimes at the expense of its competitors.  On the other hand, NAD strives to ensure that denigrating claims are truthful, accurate, narrowly drawn and that they do not falsely disparage a competitor’s product.
Here, there is no question that the advertiser’s blood glucose meter, which does not have to be manually calibrated before use, is a valuable product innovation that provides a meaningful benefit to consumers (and their treating physicians) which the advertiser has every right to tout.  The only question is whether the advertiser truthfully and accurately described the disadvantages of competing products that do not have automatic calibration capability.

The advertiser maintained that its studies provide a reasonable basis for its claims regarding the risks posed to diabetics if they miscode their FREESTYLE meters.  The advertiser noted that if the meter is miscalibrated, its results are inaccurate, regardless of what caused the miscalibration.  Consequently, the advertiser argued that there was no need for NAD to consider “typicality,” i.e., how likely consumers are to miscode their meters in the manner the advertiser miscoded meters in its tests.

The challenger, on the other hand, argued that the advertiser was obligated to demonstrate that the miscodes it used in its test meters were “typical” of the sort of errors that would occur with consumers using the challenger’s meters in the real world.  Indeed, argued the challenger, Bayer’s claim that coding errors can skew results by “up to 43%” is false and unsubstantiated because Bayer did not use typical coding errors in its tests and it did not test a reasonable cross section of coding errors.  Rather, the challenger asserted, the advertiser deliberately picked a handful of mis-codes which it knew would produce the outer limit of extreme blood glucose meter readings.  The challenger argued that typical coding errors would not result in the type of inaccurate meter readings reported in the advertiser’s testing, or claimed in its advertising.

After carefully reviewing all of the evidence in the record, NAD determined that the advertiser’s claims overstated the nature of inaccurate readings consumers were likely to obtain from manually miscoded meters as well as the potential harm to consumers relying on the results from miscoded meters in managing their diabetes.  

As a preliminary matter, NAD noted that all competing brands of home-use blood glucose meters must be approved by the FDA for efficacy before being offered for sale.  This approval process is designed to ensure home use blood glucose meters provide sufficiently accurate blood glucose readings to enable people with diabetes to make informed decisions about how to manage their condition.  It is undisputed that when the challenger’s and the advertiser’s meters are coded correctly, they provide synchronous and accurate results.  The issue for NAD is what happens when meters that must be coded manually by the user are not coded correctly.  The advertiser submitted a study which indicated that as many as 16% of consumers who use meters for self monitoring of blood glucose levels miscalibrate their meters.  While 16% is by no means de minimis, NAD noted that the vast majority, 84%, calibrated their blood glucose meters properly.   Moreover, NAD was troubled by the fact this study did not indicate the range of errors, the typical coding errors or the percentages of variance between properly coded and miscoded meters.  If, for example, the 16% of the miscodings were off by one digit, the “inaccurate reading” would have no significant degree of variance from the blood glucose readings obtained from an accurately coded meter and, consequently, would not have any adverse health consequences for a user relying on the results and, consequently, would not provide any support for their advertising claims.  

NAD also considered the fact that the operation and design of the challenger’s FREESTYLE meters mitigated against the type of coding errors used in the advertiser’s testing.  First, while the FREESTYLE meters are designed to accept codes ranging from 1 to 50 (so as to account for as many as 50 variations in strips), all but a handful of lots fall within thirteen codes with the majority falling within six codes (and of those, the largest majority by far fall into lot # 17).  

Further, NAD noted, the challenger submitted a clinical study demonstrating that first-time users of the challenger’s products found them to be very easy to learn, use and read.  Because FREESTYLE meters are coded by scrolling up or down through codes in numerical order, NAD believes that while it is possible that a consumer might overshoot or undershoot the intended number by a digit or two when scrolling, this would have a very minor impact on the accuracy of the test result.  In contrast, NAD believes it is highly unlikely that users would typically scroll past the most likely code (17) to the tested codes 7, and 41.  That would require a consumer attempting to enter code 17 to scroll down 10 extra digits to mistakenly enter code 7, or scroll up 24 extra digits to mistakenly enter code 41.  These scenarios also presuppose that the consumer would misread or ignore the meter’s screen which displays the code when it is first entered and each time the consumer performs a new test.

Finally, NAD considered the fact that only a handful of the 50 possible FREESTYLE codes would produce a reading that is at significant variance with the preset code, 18, since virtually all of the codes fall within a small level of variation on either side of code 18.  As the challenger noted, if a consumer neglects to code his or her meter at all (and thus all tests are performed using the default code 18), the systematic error produced by every lot of FREESTYLE strips sold by Abbott would be within the ±15 md/dL for low level readings and ± 20% range deemed accurate under ISO guidelines for higher glucose level readings.  Similarly, a consumer who enters the wrong code by scrolling a bit too far, or not quite far enough, is likely to obtain an accurate reading because codes that are close together render very similar results. 

In reaching this determination, NAD also considered the fact that even if it were to accept the advertiser’s miscodes as having real world significance, the coding errors produced by the advertisers’ tests do not support its claims that the readings obtained would result in serious clinical implications.  In Bayer’s first study, when the FREESTYLE meter was miscoded as 7, only two readings (4%) fell within Zone C on the Parkes error grid (likely to affect clinical outcome) and none were in Zone D (possibly significant medical risk) or Zone E (possibly dangerous consequences.)  When the meter was miscoded to 41, none of the readings was in Zones C, D or E.  Similarly, in Bayer’s second study with miscode 8, only one reading (2%) was in Zone C and no readings were in Zones D or E.  With incorrect code 41, none of the readings fell in Zones C, D, or E, and 94% were in Zone A (no effect).
  

In sum, while the coding errors used by the advertiser in its tests are theoretically possible, the available strips manufactured for the challenger’s meters, the design of the meters and the lack of evidence that these coding errors are typical are likely to render the advertiser’s claims regarding the dangers posed by the miscoding of manually calibrated meters unsubstantiated.  Consequently, NAD recommended that these claims be discontinued.
Conclusion

After carefully reviewing all of the evidence in the record, NAD concluded that advertisers’ home blood glucose meters, which automatically calibrate to the correct code for each test strip, provide a meaningful consumer benefit which an advertiser is free to tout.  However, NAD concluded that the advertiser’s claims regarding the dangers posed by the miscoding of competing manually calibrated meters were overstated and not supported by the evidence in the record.  Consequently, NAD recommended that the advertiser discontinue these claims.

Advertiser’s Statement

Bayer believes that the decision of the NAD was in error.  Accordingly, Bayer requests referral of this decision to a panel of the National Advertising Review Board.  Specifically, Bayer believes that the NAD decision – that it must substantiate “typical” or “likely” errors, or errors that consumers are “likely” to or “typically” obtain from manually miscoded meters, that it must substantiate the harm which “typically” or “likely” occurs to consumers who rely on results from miscoded meters in managing their diabetes, and that Bayer’s advertising falsely disparaged a competitor’s product – was mistaken.  Bayer did not claim that any particular magnitude of error or errors, or any particular clinical consequence of an error or errors, is the typical or likely consequence of failing to code correctly any meter that must be coded manually.  Therefore it should not have been required to substantiate any such claim.  Accordingly, Bayer will request that a panel of the National Advertising Review Board reverse the NAD decision recommending that Bayer’s claims be discontinued.  (#4641 WJK, closed 02/28/2007)
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� Specifically, the challenger noted the following advertisements:





Bayer’s ACENSIA CONTOUR Advertisement:   The challenger explained that in 2005, the advertiser disseminated advertising for its ACENSIA CONTOUR.  According to the challenger, this is the most egregious of the advertising because it links the alleged inaccurate meter readings with clinical consequences:





The headline states that “Inaccurate results may have serious clinical implications” and that “Miscoded meters can put treatment outcomes at risk”;


The second bullet point states that with “certain” miscoded FREESTYLE meters, “98% of the values obtained resulted in a possibility of altered clinical action”;


This same bullet point adds that 4% of the FREESTYLE readings “would likely result in overcorrections of acceptable glucose concentrations.”





Bayer’s Consumer Advertisement:  The challenger explained that beginning in early 2005 and continuing through at least April 2006, Bayer published a full-page print advertisement for ACENSIA CONTOUR in several consumer magazines, including Prevention, Diabetes Forecast, Newsweek, Time and U.S. News & World Report.  According to the challenger, this advertisement, which is headlined “Coding errors in some meters can skew results by up to 43%,” claims that errors in coding can result in readings that are 43% inaccurate.





Bayer’s Professional Advertisements:  The challenger explained that Bayer also published a series of professional advertisements in various publications targeted to health care professionals which all repeat the claim that improper coding of blood glucose meters can lead to results that are “up to 43%” inaccurate.





ADS Press Release:  The challenger explained that in April or May of 2006, ADS issued a press release regarding Bayer’s ASCENSIA CONTOUR with the following headline:  “Diabetic Monitoring Study Finds Inaccuracies in Improperly Coded Blood Glucose Meters as high as 43%.”





ASCENSIA CONTOUR website:  According to the challenger, the website for ASCENSIA CONTOUR contains a summary of a test conducted by Bayer which purported to measure the effect of coding errors associated with Abbott’s FREESTYLE and Johnson & Johnson’s ONE TOUCH ULTRA meters.  The challenger argued that the following summary contained false, misleading and disparaging statements about FREESTYLE:





Page one claims that, when improperly coded, the ONE TOUCH ULTRA and FREESTYLE meters yielded blood glucose results that differed from the correct results by a range of “-30% to +43%;” 


Page one goes on to say that, for FREESTYLE, “90% of the errors fell in the range of +30% to +59% (Code 7), and -10% to -30% (Code 41).”


On page two, the advertisement states that the “Intent” of the study in question was “to assess the accuracy” of the FREESTYLE and ONE TOUCH ULTRA meters and “to compare accuracy” of the ASCENSIA CONTOUR meter with the FREESTYLE and ONE TOUCH ULTRA meters.


On page three, the advertisement repeats the FREESTYLE error range data but with the following statement as a preface:  “The median difference in results from a miscoded FREESTYLE meter when compared to a correctly coded meter was +43% and -16.1%.”





ASCENSIA BREEZE Website:  The challenger explained that the website for ACSENSIA BREEZE contains a similar summary of a second test conducted by Bayer.  According to the advertiser, this summary also contains false, misleading and disparaging statements about FREESTYLE:





Page one claims that, when improperly coded, the ONE TOUCH ULTRA and FREESTYLE meters yielded blood glucose results that differed from the correct results by a range of “-31.3% to +45.9%;”


Page one goes on to say that, for FREESTYLE, “90% of the errors fell in the range of +30% to +59% (Code 8), and -5% to -30% (Code 41).”


On page two, the advertisement states that the “Intent” of the study in question was “to determine the extent of errors that may result” from miscoding of ONE TOUCH ULTRA and FREESTYLE and “to compare accuracy” of the ASCENSIA BREEZE meter with the FREESTYLE and ONE TOUCH ULTRA meters.


On page three, the advertisement repeats the FREESTYLE error range data but with the following statement as a preface:  “The median difference in results from a miscoded FREESTYLE meter when compared to a correctly coded meter was +45.9% and -15.2%.”


� Quoting from the February 2004 report, the challenger stated:





                                 “The results (Table 5) show that the precision of the three blood


                                 glucose monitoring systems was comparable, with the average


                                 CVs [coefficient of variation] ranging from 4.0 to 4.8%”


 


� Anderson Corporation, Report #3475, NAD Case Reports (July 1998).


�  The challenger cited the following chart:





Meter Technique                                                                 Used Incorrect Technique, %





Used improper wiping technique, if required                                           74


Control test not performed correctly                                                        62


Fingers not cleaned with soap & water or alcohol                                   26


Meter appeared dirty                                                                                19


Target area not covered                                                                            15


Inadequate blood drop obtained                                                                 9


Timer not started according to manufacturer’s guidelines                         8


Blood incorrectly applied                                                                          8


Wiped at incorrect time, if required                                                          7


Inserted strip incorrectly                                                                           5


Alcohol not allowed to dry before testing, if used                                    5


Used expired strips                                                                                   4


Meter coded incorrectly                                                                         3





� In support of its argument, the challenger cited Cavalier Telephone, Report #4148, NAD Case Reports (February 2004); Avon Products Inc., Report #4124, NAD Case Reports (December 2003) (“advertisers should not rely on atypical clinical results as substantiation for ‘up to’ claims.”)


� In support of its argument, the challenger cited Discuss Dental, Inc. Report #4473, NAD Case Reports (April 2006) (professional advertising, even if literally true, may convey misleading messages).


� The challenger also argued that Bayer is incorrect in stating that its claims about adverse clinical consequences are limited just to professional advertising.  According to the challenger, one of the challenged consumer advertisements features the headline: “To Stay On Course You Need To Be Sure Your Results Are Truly Accurate.”  The challenger argued that this sends a clear message to consumers that coding errors will throw them “off course” in managing their diabetes.  Indeed, argued the challenger, any consumer advertisement touting the alleged 43% error rate is likely to alarm consumers about adverse health consequences, even though such consequences are extremely unlikely.


� In support of its argument, the challenger cited Pfizer, Inc., Report #4144, NAD Case Reports (February 2004); Reckitt Benckiser, Inc. Report #4262, NAD Case Reports (November 2004).


� In support of its argument, the challenger cited Seventh Generation, Inc. Report #4488, NAD Case Reports (May 2006) (advertising denigrated competitor’s product by falsely implying that it posted unsubstantiated health risks); ACH Foods Companies, Inc. Report #4539, NAD Case Reports (August 2006) (references to chemical additives in a competitor’s product raised unsubstantiated fears about its safety).


� Diabetes Technology & Therapeutics, Vol. 8, Number 3, 2006.


� Proud, Lois J., Miscoding: Impact on the Accuracy of Blood Glucose Monitoring Systems, Bayer Health Care (July 2004).


� Report # 3998, NAD Case Reports.


� The advertiser noted that NAD’s rationale was explained and put in the perspective applicable to this challenge, in another case, Chattem, Inc., Report # 1671, NAD Case Reports, where NAD stated:





                          NAD generally feels that ‘up to’ claims without a specific range are


                          easily misunderstood by the consuming public, and should be


                          avoided whenever possible.





� NAD was also troubled by the fact that some of the challenged advertisements, in expressing the possibilities of miscoding errors, mixed the two slightly different error grids.  For example, in the challenged advertising captioned, “…Inaccurate results may have serious clinical implications…” the following paragraph was based on the Parkes Error Grid:





92% of the values obtained with certain One Touch Ultra miscoded meters resulted in readings that could alter clinical action.





For Zone B, the Parkes Error Grid provides that while there is a possibility of altered clinical action, there would be “little or no effect on clinical outcome.”  (NAD noted that Zone B of the Clarke Error Grid provides “more than 20% deviation from true blood glucose, but leads to no treatment or benign treatment.”)  In addition to the omission of the fact that there would be “little or no effect on clinical outcome,” the advertiser based the next paragraph on both the Parkes and Clarke Error Grids:





With certain miscoded FREESTYLE systems, 98% of the values obtained resulted in a possibility of altered clinical action, including 4% of the readings that would likely result in overcorrections of acceptable blood glucose concentrations.





NAD noted that the footnote to the above paragraph in the advertising references only the Parkes Error Grid. 





NAD also considered but was not persuaded by the advertiser’s argument that the claims are truthful because the reported outcomes were qualified by conditional terminology such as “could” or “may” result in altered clinical action.  Similarly, NAD was not persuaded by the advertiser’s argument that some of the challenged advertisements were not likely to be misunderstood because they were directed to physicians and the medical community.  However, it is well established that advertising directed to a professional or sophisticated audience must be truthful, accurate and not misleading.





