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Dear Sir or Madam:

Food Research Inc. is a consulting firm specializing in food and nutrition regulatory issues, data management and database development, nutrient composition research, food consumption research, and other related topics. We appreciate the opportunity to offer the following comments on the proposed Guidelines for Voluntary Nutrition Labeling of Raw Fruits, Vegetables, and Fish.

1) Re-proposal of the rule

a) Additional nutrient data on fruits and vegetables have been submitted to FDA in response to these proposed Guidelines. We urge the agency to re-propose the regulation with revised labeling values, on the basis that is unclear how the agency will integrate new data with existing data. 

b) In the current proposal, FDA has avoided the combining of data from separate sources and has simply chosen one data set over another on a nutrient-by-nutrient basis. A logical outgrowth of the proposal would be to assume that FDA will discard data and select one data set over another, rather than combining data from different sources. Consumers and industry should be given an opportunity to review the available data and comment on any re-proposed labeling values. 

c) We submit that there are circumstances where the combining of data is appropriate and will lead to an accumulation of data that will yield the most accurate and current labeling values. The agency should signal its intentions and list the optional methods for combining of data. We suggest that a re-proposal of the labeling values for produce would lead to a clear and transparent rulemaking process. This will assist the industry in the design and planning of future research.

2) Data from different sources

a) Differences between sample collection methods: There are basically two sample collection methods. The first is packinghouse sampling, where the product identity, origin, variety, and season are clearly identified. The second is market basket sampling, where the variety may or may not be properly identified, the growing region is unclear, and identity such as size and standard are not known. The season is known in both the market basket and packinghouse samplings. The market basket method is clearly a cost-cutting sampling plan where many of the variables are combined. Consequently, the market basket plan produces smaller standard deviations than the packinghouse method. If enough packinghouse samples were collected and analyzed, the market basket data would fall within the boundaries of packinghouse values.

3) Methods for combining data

a) The Weighting method

i) Each individual data point could be given a weighting factor for volume of that season or volume of a variety. 

4) Retiring data can be used when 

a) There is sufficient data for an individual nutrient

b) An error is found in the data

5) How much data is enough?

a) The problem lies in comparing one data set to another data set when there are not enough samples in either data set to establish a true mean. With only a few data points collected, data may appear to have differences that are only related to the season. Because seasonality is the largest factor in nutrient variation in produce (variety being second), we urge the agency to combine datasets that, by themselves, do not sufficiently account for seasonal differences.

b) The FDA Nutrition Labeling Manual—A Guide for Developing and Using Data Bases (1998) provides a formula that may be used to estimate the number of samples needed to arrive at a true mean nutrient value: n = z2(CV)2/P2, where

n = the sample size you wish to calculate; z = a tabular value of the normal distribution; CV = Coefficient of variation = mean/standard deviation x 100; and P = the specified relative error in the population mean. For a 95% confidence interval with a 5% margin of error, z = 1.96 and P = 0.05. For a 90% confidence interval with a 10% margin of error, z = 1.645 and P = 0.1. 

c) The formula may be applied to existing data to obtain an estimate of how much data is needed to arrive at a true mean nutrient value.

d) As additional data are obtained, estimated sample sizes should be recalculated. The need for additional data and/or the retirement of existing data could be reassessed at that time.

6) Removing outliers

a) In reference # 11, “Procedures for Detecting Outlying Observations in Samples (1969), Grubbs discusses when it is appropriate to remove outliers and when they should be retained. When a data point is merely an extreme manifestation of the random variability inherent in the data, the data point should be retained. Grubbs goes on to state that an investigation to ascertain the reason for the aberrant value may be desirable; and if there is a physical reason or a gross deviation from the prescribed procedure or an error in calculation, the value should be rejected. 

b) We recommend that the agency follow Grubb’s science-based procedure for rejecting or retaining data on fruits and vegetables. For agricultural commodities, in which some nutrients will naturally have a wide variation, “outliers” should not be removed unless there is sufficient evidence that the values are indeed erroneous. 

7) Adjustment of carbohydrate when the sum of sugars and dietary fiber exceed total carbohydrate

a) In the proposed labeling values for fruits and vegetables, FDA has adjusted total carbohydrate values in instances where the sum of sugars and dietary fiber exceed the value for total carbohydrates. In the preamble (67 FR 12918 at 12922), FDA states that the value for total carbohydrate must be greater than or equal to the sum of sugars and dietary fiber, and that it considers the adjustment of the total carbohydrate value to be appropriate because sugars and dietary fiber are determined by laboratory analyses and, therefore, are more accurate than the value for total carbohydrate, which is determined “by difference.” 

i) We disagree with this reasoning, contending that the carbohydrate value must not be greater than the difference between the weight of the sample and the sum of protein, total fat, moisture and ash. Proximates that are determined by analysis provide an accurate basis from which to calculate carbohydrate by difference on that sample. Adjusting total carbohydrate to accommodate a sugar value that is from a different sample is inappropriate. If dietary fiber is determined on the same sample, then that value should also be considered to be more accurate than a sugar value from a different sample.

ii) 21 CFR 101.9(c)(6) states, “Total carbohydrate content shall be calculated by subtraction of the sum of the crude protein, total fat, moisture, and ash from the total weight of the food.” The regulation cites USDA Handbook No. 74, Energy Value of Foods—Basis and Derivation (slightly revised, 1973), by Merrill, AL and Watt, BK (pp. 2-3). There is no mention in the regulation or in Handbook No. 74 of adjusting total carbohydrate to reflect the sum of sugars and dietary fiber.

iii) When sugar values are from a different source than the proximate, fiber, and other nutrient values, we believe that the sugars value should be adjusted whenever sugars and fiber exceed total carbohydrates. This would more accurately represent the sugar and carbohydrate content, as well as the caloric value, of the samples from which most of the nutrition labeling values have been derived.

b) We recommend including the results of USDA nutrient analyses of 16 fruits and 12 vegetables, which were recently submitted to FDA. We also recommend including, when they become available, USDA results for Vitamin C, sodium and potassium in these fruits and vegetables, as well as for carotenoids in 5 of the vegetables. 

Thank you for the opportunity to comment on these important Guidelines.

Sincerely yours,

Food Research, Inc.

Charlene Rainey

President

