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the CHD risk (Ref. 137). With Maethod 1. FDA estimated that 3 yvears afler the
ellective date, the final rule would annually prevent 600 cases of CITD and
240 deaths. Preventing 240 deaths would anaually save about 1,920 discounled
life vears (240 deaths x 8 voors) using a 7 pereent discount 1‘&&:2,640
discounted life vears (240 dealhs x 11 years) using a 3 percent discount rale.
With Maethod 2, FDA estimated that 3 vears aller the elleclive date. the linal
rule would annually prevent 1,200 cases of CHID and 480 deaths, saving about
3,840 discounted life years (480 deaths x 8 years) using a 7 pereent discount
rale, or §5.280 discounled life vears (480 deaths x 11 vears) using a 3 porconl
discount rate. Because the association between rans fal consumption and CIHID
through chauges in T.001.-C is more conclusive, the benefits estimated using
Method 1 should be regarded as twore cerlain than the benefits estimated usiug
Method 2.

For nonlalal cases, FDA eslimated the cosl (o be the sum of the medical
costs, the cost of functional disabilily, and the cost of pain and suffering. The
[unctional disability. and pain and suffering combine to reduce the qualily of
life for victims. In a recent study, CGuller and Richardson (Rel. 77) astimated
from National Cenler for Health Statistics data thal the quality adjusted life
vear for a CIID survivor was 0.71, which indicates that the annual loss to the
viclim is 0.29 quality adjusted vears. This loss represents Lhe combined cffecls
of funclional disabilily and pain and suffering. FDA assumed that the loss lasts
lor 13 years, or 8.4 discounted years. FDA did nol sstimate the extent o which
nonfatal cases reduce life expectancy or increase other health costs. Because

nonfatal cases probubly do have these effects, FIDA may have underestimaled

the health benefits from preventing nonfatal cases.
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first, excepl that it values reduclions in marialily risk as the numboer of

| REVISIOivg

statistival deaths provented multiplied by the willingness to pay o reduce the
risk of death (ratlier thon the extensions Lo longevity multiplied by the valae

of increases in life-vears gained), and caleulales the value of reclfgirlg the

o . FPA
number of nonfatul cases as simply the savings in medical (:ostst}i#r«—semﬁm"g *"""D =

St Jl‘his section presents these two approaches in tum,

heginning with benelits as the extensions o longevity mulliplied by the value
of such incraases in life-yoars gainoed, plus the prevenied costs of nonflatal cases
and medical costs.

Under the first approach, FNA ostimated the costs of nonfalal cases to be
the sum of the medical costs, the vost of funclional disability, and the cosl
ol pain and suffering. The functional disability, and pain and suffering
combine fo roduce ihe quality of life for victims. Tn a recent study, Culler and
Richardson (Ref. 77) eslimated {rom National Center fur Health Statislics data
thatl the quality adjusted life vear for a CTID survivor was 0.71. which indicales
that the annual loss (o the victim is 0.24 qualitv adjusted years. This loss
represents the combined effects of functional disability and pain and suflering.
DA assumed that tho loss lasts for 13 vears, or 8.4 discounted years
(discounled al 7 pereent) and 10.6 discounted vears (discoumted at 3 percent).
IFDA did nol estimale the extent to which nonlalal cases reduce life expectancy
or increase other health costs. Because nonfalal cases probably do have these
effects, FDA may have underestimated e health benelits from preventing

nonfatal cases.

There are also medical casts for nonlalal cases of CHND. The American

Veart Association eslimates that the cost of a new CHD case is about $22,700
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cost of testing for trans fat. Included in the analytical testing estimate is the

cost of testing two samples of the product, one hour of labor to prepare and

package the product (at $14.73 per hour) and delivery charges for one two-

pound package delivered overnight (at $26.30). The labor cost estimate was

based on the average total compensation (wages and benefits) for handlers,

equipment cleaners, helpers, and laborers in manufacturing industries.

Overhead beyond benefits on the time to prepare a sample for testing is

¥Dr
negligible. The model reports a range of testing costs for trans fat given in table —

. éduﬁgoloﬂf) VI

TABLE 4,—RANGE OF PER PRODUCT AND TOTAL TESTING COSTS

/7
Low Mpdium High

Cost per Product $281 | ses sa71

Total Testing Cost $ ___M W
a 40,29% 000 ¢ ;7,, 293¢

One comment suggested that butter and other products W1th ingh butter

fat contents, such as some ice cream, would contain a reportable amount of
naturally occurring trans fal, and that therefore, FDA had underestimated the
costs of testing these products. In this final analysis, FDA has included testing

and relabeling costs for all dairy products including butter and other products
that are high in butter fat.

3. Relabeling Costs

In the analysis of the proposed rule, FDA estimated that 39,000 SKUs were
associated with the 32,000 products that would change their information
panels at a cost of $30 million. During the comment period reopened
November 2002, FDA received comments that we would have to reestimate

the relabeling costs for the final rule. Under this final rule many more labels

will have to be changed than under the proposed rule. FDA has used the new
Labeling Cost Model ta reestimate the relabeling costs of this final rule. Based
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“"  on information in the model, three-quarters of the labels normally will be U
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scheduled to be changed during the 30 month compliance period. FDA
estimates that about 78,000 (25 percent) of the almost 308,000 SKUs will have
to be changed earlier than would have been planned without this rule.
Included in the cost of relabeling are administrative, graphic design, pre-press
preparation, printing and engraving, and the lost value of discarded labels.
Across product categories, the average low relabeling cost per SKU is about
$1,100 and the average high relabeling cost per SKU is $2,600. The reported
estimated costs of changing labels varies within a product category because

differont packaging converters and food manufacturers reported different costs

to RTI International. Table 5 shows the total SKUs changed earlier than E
planned and the total estimated costs of relabeling per product category and v
»~=  for the entire industry. Siwrdch Columan /réajv‘ﬁf
ABLE 5—RANGE OF BY PRODUGT CATEGORY
{ SKus Changed [ Froduct Caiegories ) Low Medium High
Baked Goods N 12,500 $10.841,000 $18,157.000 $27.291.000
Baking Ingrediants / 1,700 $1.615.000 $2.380,000 $3,899,000
Baby Foods ~—~—— Vv 200 $184,000 $243,000 $404,000
Selecled Bavarages 8,000 $11.871,000 $16,650,000 $25.437.000
Breaklast Foods 1,000 $801,000 $1.237,000 $2.044,000
Sslacied Candy 4,100, $4,801,000 $5.974,000 §10,846,000
Salected Condiments, Dips and Spreads 3,700 $4,028,000 $5.970,000 $8,283,000
Dairy Foods 8,700 $10,744.000 §16,025,000 525,032,000
Desserts 3,500 $2,762,000 $4.263,000 $7.042,000
Distary Supplements 8,100 §13,445,000 $20,110,000 $34,041,000
Selected Dressings ! Suuces 2,800 $2,008,000 $4.352,000 $6,767,000
Egge 2,400 54,903,000 32,896,000 $5,086,000
Entrees 2400 $2.012,000 $3,078,000 $5,032,000
Fats and Oils 800 §759,000 $1,160,000 $1.848,000
Fruits and Vegeables 7,500 $7.426.000 $10,315.000 $17,882,000
Seatood 1400 $1,732,000 $2,541,000 $3,786,000
Side Dishes and Starches 4,100 $3,361,000 $5,124,000 $8,434,000
™ Snack Foods 3,600 $3.604,000 $5,288,000 $8,499,000
Soups 700 $409,000 $1,184,000 $1,854,000
Welght Control Foods 200 $198.000 $289,000 $489,000




