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UNITED STATES INTERNATIONAL TRADE COMMISS.ION. 
Washington, DC 

Investigation No. 731-TA-423 (Preliminary) 

GENERIC CEPHALEXIN CAPSULES FROM CANADA 

Petermination 

On the basis of the record 1/ developed in the subject investigation, the 

Commission determines, 21 pursuant to section 733(a) of the Tariff Act of 1930 

(19 U.S.C. § 1673b(a)), that there is a reasonable indication that an industry 

in the United States is threatened with material injury by reason of imports 

from Canada of generic cephalexin capsules, provided for in item 411.76 of the 

Tariff Schedules of the United States (subheading 3004.20.00 of the Harmonized 

Tariff Schedule of the United States) .• that are alleged to be sold in the 

United States at less than fair .value (LTFV). 

Background 

On October 27, 1988, a petition was filed with the Commission and the 

Department of Commerce by Biocraft Laboratories, Inc., Elmwood Park, NJ, 

alleging that an industry in the United States is mat~rially injured by reason 

of LTFV imports of generic cephalexin capsules from Canada. Accordingly, 

effective October 27, 1988, the Commission instituted preliminary antidumping 

investigation No. 731-TA-423 (Preliminary). 

Notice of the institution of the Commission's investigation and of a 

public conference to be held in connection therewith was given by posting 

copies of the notice in the Office of the Secretary, U.S. International Trade 

Commission, Washington,. DC, and by publishing the notice in the Federal 

l/The record is defined in sec. 207.2(i) of the Commission's Rules of Practice 
and Procedure (19 CFR § 207.2(i)). 
21 Acting Chairman Brunsdale and Commissioner Cass determine that there is no 
rea~onable indication that an industry in the Un~ted States is materially 
injured or threatened with material injury, or that the establishment of an 
industry in the United States is materially retarded, by reason of imports from 
Canada of generic cephalexin capsules that are alleged to be sold in the United 
States at less than fair value. 
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Register of November 4, 1988 (53 F.R. 44676). The conference was held in 

Washington, DC, on November 16, 1988, and all. persons who requested the 

opportunity were permitted to appear.in person or by counsel. 
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VIEWS OF COMMISSIONERS ECKES, LODWICK, ROHR AND NEWQUIST 

We determine that there is a reasonable indication that an industry in 

the United States is threatened with material injury by reason of imports 

from Canada of generic ceph~lexin capsules which are alleged to be sold at 

LTFV. · 11 

Like Product and Domestic Injury. 

To determine whether there exists a "reasonable indication of material 

injury or threat of materiai injury" the Commission must first determine the 

"like product" corresponding to the imported merchandise under 

investigation. Like product is defined in section 771(10) of the Tariff Act 

of 1930 as "a product which is like, or in the absence of like, most similar 

in characteristics and uses with, the article subject to an 

investigation .... " 2:.1 

The Commission's decision regarding like product is essentially a 

·factual determination, made on a case-by-case basis. 11 The Commission 

usually considers a number of factors when determining whether a domestic 

like product is "like" the product subject to investigation.!:!/ These· 

11 Material retardation of the establishment of an industry is not an issue 
and will not be discussed further. 

Z/ 19 u.s.c. § 1677(10). 

11 Asociacion Colombiana de Exportadores de Flores v. United States, 12 CIT 
_, 693 F. Supp. 1165, 1169 (1988) (hereinafter "ASCOFLORES"). 

!±I Petitioner in this investigation has argued that in enacting the Omnibus 
Trade and Competitiveness Act of 1988 ("the 1988 Act"), the Congress 
intended to require the Commission to change its analysis of the like 
product definition, to one "similar to those that characterize current 
antitrust analysis." Petition at 13. This assertion is unfounded. The 
antidumping and countervailing duty laws are not antitrust statutes. See 
Maverick Tube Corp. v. United States, 12 CIT---, 687 F. Supp. 1569, 1573-74 
(1988): USX Corp. v. United States, 12 CIT---, 682 F. Supp. 60, 65-68 

(continued ••. ) 
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factors have included: (1) physical characteristics an~ uses, (2) 

interchangeability, (3) channels of distribu~ion, (4) common manufacturing 

facilities and production employees, (5) customer or produ~er perceptions, 

and (6) price. 2/ No single factor.is dispositive, and the Commission may 

consider other factors it deems relevant based on the facts of a given 

investigation. The Commission looks for clear dividing lines between like 

products Q/ because minor distinctions are an insufficient basis for finding 

separate like products. ZI 

Petitioner argues that the like product in this investigation should be 

limited to the scope of the Department of Commerce's investigation, ~/ 

!±/( ... continued) 
(1988); 125 Cong. Rec. S 10312 (July 23, 1979). That fact was not changed 
by the 1988 Act, nor did the Congress make any changes to the definitions of 
like product or industry in the statute. 

2/ See, g_._g_._, Certain All-Terrain Vehicles from Japan, Inv. No. 731-TA-388 
(Preliminary), USITC Pub. 2071 (March 1988) at 6; ASCOFLORES, 693 F. 
Supp. at 1170 n.8. 

Q/ See, g_._g_._, Operators for Jalousie and Awning Windows from El Salvador, 
Invs. Nos. 701-TA-272 and 731-TA-319 (Final)°, USITC Pub. 1934 (Jan. 1987) at 
4, n. 4. 

l/ ASCOFLORES, 693 F. Supp. at 1168-1169. S. Rep. No; 249, 96th Cong .. , 1st 
Sess. 90-91 (1979). 

~/ In making its like product determination, the Commission may· define the 
domestic like product and industry more broadly than the scope of Commerce's 
investigation. See ASCOFLORES, 693 F. Supp. at i168 n.4; Shock Absorbers 
and Parts, Components, and Subassemblies Thereof from Brazil, Inv. 731-TA-
421 (Preliminary), US ITC Pub. 2128 (Sept. 1988) at .7. See also Industrial 
Belts from Israel, Italy, Japan, Singapore·, South Korea,' Taiwan, The United 
Kingdom, and West Germany, Invs. Nos. 701-TA-293-295 and 731-TA-412-419, 
(Preliminary), USITC Pub. 2113 (Aug. 198.8) at· 6-8 (like product not limited 
to scope of investigation). · ~ 
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generic cephalexin monohydrate in capsule form. 21 Respondent contends that 

the like product includes both generic and brand name cephalexin 

capsules 10/ and suggests that the like product could include other oral 

dosage forms of cephalexin, i.e., tablets and powder for oral suspension, as 

well as capsules. 11/ 

We define the like product to be cephalexin, whether brand name or 

generic, in all oral dosage forms. We see no basis in this investigation 

for distinguishing between generic and brand name cephalexin for purposes of 

applying the statutory definition of like product. The record in this 

investigation 12/ establishes that generic and brand name cephalexin 

21 Petition at 4-18; petitioner's postconference statement at 4-24. 

The Department of Commerce defined the imported products subject to this 
i~vestigation as: 

... generic cephalexin capsules from Canada, as provided for in 
item 411.7600 of the Tariff Schedules of the United States 
Annotated (TSUSA) and currently classifiable under Harmonized 
System (HTS) item number 3004.20.00. Generic cephalexin capsules 
are cephalexin monohydrate in capsule form. Cephalexin 
monohydrate is a semi-synthetic cephalosporin antibiotic intended 
for oral administration. Its chemical- formula is Cl6Hl7N304S_.H20. 
Generic cephalexin capsules contain the equivalent of not less 
than 90 percent and not more than 120 percent of the labelled 
amount of cephalexin monohydrate. The capsule is made of a water 
soluble gelatin, designed to facilitate swallowing and a phased 
release of the drug into the user's digestive system. 

53 Fed. Reg. 47563 (November 23, 1988). 

10/ "Brand name" cephalexin refers to cephalexin that has been given a 
trade name. Cephalexin is marketed under the brand name "Keflex" by Eli> 
Lilly & Co. Lilly held a patent on cephalexin monohydrate which expired in 
April 1987. Lilly now also markets cephalexin monohydrate tablets under the 
trade name "Keflet", as well as under the "Keflex" trade name. We 
understand that the "Keflet" tablet is still under patent. h.g., Report at 
A-11. 

11/ Respondent's postconference statement at 3-6. 

12/ Much of the data gathered in this investigation consists of business 
proprietary information. We are thus unable to discuss fully some aspects 
of our determination in this opinion. 
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capsules are identical and bioequivalent . . U.l Thus,, as. far .as · 

characteristics and uses are concerned, there seems to be no.significant 

basis for distinguishing the products on the grounds that one is marketed 

under a brand name and the other is not. 14/ Further, there do not appear 

to be any appreciable differences in production processes between generic 

and brand riame cephalexin . .12/ 

The branded and generic forms .of cephalexin are. viewed ·as.substantially 

.. interchangeable in the. marketp1ace. ·Among certain· physicians r there ;is some 

resistance to substitution of bioequivalent generic ·.drugs. ·for brar:i<:l:~narne 

drugs,- !and ·certain ·states'~ 1-aws ·rriake:"'~µch~-subs.ti:tutiow~more di~fd:cU:lt~'=than 

in others. However, resistance to such substitution resulting from good 

will generated during the life of the patent, extensive and costly 

promotional activities, and legal barriers. to substitution' are declining ;as 

hospitals, HMOs, and consumers ~earch~ ·for W§l.YS~ .to ~tonta1n~ ,the: cost of 

medical care. 16/ When a drug: goes ""off-patent~:,, and gene'ric :producers then 

.Ll/ ·.E.....g., Petition at 7, 13, Tr. at44, 58, 117;.Resporident'.s ·· ·:· 
postconference brief· ·at 5. : ; · :-: : . -<~ .. -. ~ ·; = "-:. · · ' ·· · 

- r-,· ~. " •· • - "' •. ~ • r 
J ~ ' . • - . I._ 

HI See,: g_._g~, .Yuasa-General~ Battery Corp·. :v; ·.United ~st?tes';: 11 :CIT---, 661 
F. Supp. 1214; ·1217_ (1987.)~ (the· Commission· reJected· arguments .that..identical 
batteries sold in ·the original. equipment ·and :rep1acerrient ma·rkets·,-, ·. 
respectively, should not both be. cons-idered~'."part. of th'e ·like pr9duct).·;~ '.:: .. 
Bicycles from Taiwan, Inv. No. 731-TA-111 (r'inal), USITC Pub. 1417 .. (August: 
1983) at 6, n.-8 (''the .. differeilt channels o'f: dis'tribution and· the different 
l_evel of service provided by .the two channels do not· pr'ovide a basis for 
finding more than one like product")·.' --:•.: ' ' .. ~-:. :· . - r i . , .. 

, • - - ~ ,..r f" ,-. ..: • .,, r'> ;... -'.• ::" , • r· ,- .: .. : r 

.12/ We note that the 'Food and Drug Administration must approve all. 
-~production processes for manufacture ·of ·cephalexiri. See,. g_._g~·, Report at .A-5. 

16/ Respondent's postconference statement, attachment A; Tr. at 152-153. 
Novopharm stated a;t the conforence that the Canadian product comp·etes in all 
segments of the market with the U.S. product, including Lilly's product. Tr. 
at· ·183-85. We note that the state pr'escription laws referred to by· 
.petitioner do not bar physicians. from prescrib'ing the geneiit instead '.o'f the 

· Ccontiriued: .. ) 
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enter the market, it is expected that the former patent holder will lose 

market share to the new generic competitors. Consistent with this 

expectation, the record in this investigation indicates that generic 

cephalexin, from whatever source, has taken market share from the branded 

product. 11./ Despite the resistance of individual physicians and the fact 

that substitution of a generic drug for a branded drug is more difficult in 

some states than others, it is evident that generic cephalexin is 

substituting for brand name cephalexin. 

There are some differences in the channels of distribution of brand 

name and generic cephalexin capsules, although the initial purchasers of 

cephalexin from producers and importers all sell to the same types of end-

users~ ~/ There is also a substantial difference in the price of the 

branded product versus the generic product. 19/ However, we find that the 

identical characteristics and uses' of the generic and brand name capsules, 

the evident similarity in production processes, and the fact that the 

generic product seems to be substituting for the brand name product to a 

large and increasing degree in the marketplace, indicate that the branded as 

16/( ... continued) 
brand name drug. Certain states' laws may hinder pharmacists and/or 
patients from substituting a generic drug for a brand name drug when the 
physician prescribes the brand name drug. 

11.I ~., Report at A-6--A-7; A-13; A-28. 

18/ See Report at A-14. 

l!i_/ See Report at A-36. 
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well as the generic forms of cephalexin are the like product in this 

investigation. 20/ 

We also find it to be appropriate in this preliminary investigation to 

define the like product to include cephalexin capsules, tablets, and powder 

for oral suspension. 2.1/ The products are simply different dosage forms of 

the same drug, 22/ and their essential characteristics and uses are similar 

if not identical. Further, the evidence gathered in this investigation 

indicates that all three forms are or could be manufactured by producers of 

capsules at the same facilities. 23/ 24/ 

The domestic industry is defined in section 771(4) (A) of the Tariff Act 

of 1930 as: 

20/ Further, while similarities or differences in channels of distribution 
have been one factor considered by the Commission in defining like products, 
the Commission has rejected arguments that different distribution systems or 
different end users using the product for the same purpose are sufficient 
bases alone to make a like product definition. See Yuasa-General Battery 
Corp., 661 F. Supp. at 1217 (the Commission rejected arguments that 
identicai batteries sold in the original equipment and replacement markets, 
respectively, should not both be considered part of the like product); 
Bicycles from Taiwan, USITC Pub. 1417 at 6, n.8 ("the different channels of 
distribution and the different level of service provided by the two channels 
do not provide a basis for finding more than one like product"). 

£1/ Commissioner Lodwick intends to consider this question more fully in 
any final investigation. 

22/ In particular, cephalexin tablets contain the same mixture of active 
and inactive ingredients as capsules. See Report at A-4. 

23/ We intend to consider further this like product definition in any final 
investigation, in particular, whether bulk cephalexin should also be 
included in the like product. We also intend to consider whether Keftab, a 
form of cephalexin hydrochloride manufactured under patent by Eli Lilly, 
should be included in the like product in any final investigation, and will 
seek more extensive data on this product. 

24/ Commissioner Rohr notes that there is a strong case to be made for 
including bulk cephalexin in the like product. He did not do so in this 
preliminary investigation largely due to the scarcity of data on bulk 
cephalexin production. 
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... the domestic producers as a whole of a like product, or those 
producers whose collective output of the like product constitutes 
a major proportion of the total domestic production of that 
product. 25/ 

Accordingly, we define the industry to be the U.S. producers of cephalexin 

in oral dosage form. 

One issue in this investigation is whether processing bulk cephalexin 

into oral dosage forms such as capsules is sufficient production-related 

activity to be considered "domestic production" or whether such firms are 

more appropriately considered importers or "packagers" rather than 

producers. Eli Lilly & Co. produces bulk cephalexin as well as the dosage 

form of the drug, and there is thus no question that it is a producer. 

However, other producers of dosage form cephalexin import bulk cephalexin 

which is then processed into dosage form. The Commission must thus consider 

whether such processing firms should be included in the industry. 

Factors considered by the Commission in prior investigations in 

deciding whether a firm is a producer have included the extent and source of 

a firm's capital investment, the technical expertise involved in production 

activity in the United States, the value added to the product in the United 

States, employment levels, the quantity and type of parts sourced in the 

United States, and any other costs and activities in the United States 

directly leading to production of the like product. 26/ 

25/ 19 U.S.C. § 1677(4)(A). 

26/ See, !L...,g., Certain All-Terrain Vehicles from Japan, Inv. No. 731-TA-388 
(Preliminary), USITC Pub. 2071 (March 1988) at 10-11; Erasable Programmable 
Read Only Memories from Japan, Inv. No. 731-TA-288 (Final), USITC Pub. 1927 
(December 1986) at 11 & n.23; Low-Fuming Brazing Copper Wire and Rod from 
New Zealand, Inv. No. 731-TA-246 (Final), USITC Pub. 1779 (November 1985) at 
6. 
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Although value added by processing bulk cephalexin is low, 27/ and 

employment levels are not high, 28/ a not insignificant amount of capital 

was expended by the producers for which the Commission has information. 29/ 

Further, production of dosage form cephalexin appears to involve 

considerable technical expertise. 30/ Accordingly, we determine that 

producers of cephalexin in dosage forms who import the bulk cephalexin used 

to manufacture their products are engaged in sufficient production-related 

activity to be considered part of the industry. l.l/ 1.11 

A further question presented by the definition of the industry is 

whether producers with production facilities located in the U.S. Virgin 

Islands are considered part of the industry "in the United States." "United 

States" is not defined in the antidumping or countervailing duty laws. For 

purposes of this preliminary determination, we include producers located in 

the U.S. Virgin Islands in the industry. Although the U.S. Virgin Islands 

are outside the customs territory of the United States, 111 we are directed 

to make our determination as to whether there is a reasonable indication of 

material injury to a domestic industry "in the Un~ted States," 34/ not in 

27/ See Report at A-21. 

28/ See Report at A-18--A-19. 

29/ See Report at A-22. 

30/ See Report at A-4--A-5. 

l.11 Commissioner Rohr notes that this was a close decision. 

32/ Commissioners Lodwick and Newquist intend to consider further these 
producers engaged in sufficient production-related activity in any final investigatior 

33/ See 19 U.S.C. § 1202, Headnote 2. 

34/ 19 U.S.C. § 1673b(a). 
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the "customs territory of the United States." 35/ We have previously 

considered a producer located in a foreign trade zone (thus outside the 

customs territory of the United States) to be a producer in the United 

States. 36/ We, therefore, have considered producers located in the U.S. 

Virgin Islands to be producers in the "United States" for the purpose of 

this determination. 

Reasonable Indication of Threat of Material Injury. 

We have made our affirmative preliminary determination on the basis of 

a reasonable indication of a threat of material injury rather than material 

injury. 37/ We did not make our determination based on present material 

injury because, considering the information available, there does not appear 

to be even a reasonable indication of material injury. Available financial 

data indicate an industry that is [ *'H' ] • 38/ While a number of industry 

indicators have declined since Lilly's patent expired, such a decline is not 

indicative of material industry for this industry, because such a decline 

may be expected in the situation when a monopoly market suddenly becomes 

12./ "[A] patent distinction is drawn between the boundaries delineating the 
geographic territory of the United States and the customs territory of the 
United States." Hawaiian Independent Refinery v. United States, 460 F.Supp. 
1249 {Cust. Ct. 1978). 

36/ See Certain All-Terrain Vehicles from Japan, Inv. No. 731-TA-388 
(Preliminary), USITC Pub. 2071 (March 1988) at 10-11 (including Kawasaki 
Motors Manufacturing Corp. in the U.S. industry), A-5 (Kawasaki production 
facilities located in foreign trade zones). 

37/ Although petitioner indicated that the Commission need not address the 
issue of threat of material injury because it viewed the investigation as 
focusing solely on present material injury, the statute requires that we 

.consider threat of material injury. See 19 U.S.C. § 1673b(a). See also 
Budd Company Railway Division v. United States, 1 CIT 67, 74, 507 F. Supp. 
997, 1003 (1980) reh'g denied, 1 CIT 156 (1981). 

38/ See Report at A-20. 
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subject to competitive pressures. 39/ Indeed, it is expected that when a 

drug goes "off-patent" those generic producers who enter the market 

immediately will reap higher prices and profits than are possible at a later 

date when increasing competition results in lower prices and profit margins. !JJJ/ 

Accordingly, we find the data supporting a reasonable indication of threat 

of material injury to be ·more persuasive than the case for a preliminary 

present material injury determination. 41/ 

Sect1on 771(7)(F) of the Tariff Act of 1930 directs the Commission to 

determine whether a U.S. industry is threatened with material injury by 

reason of imports "on the basis of evidence that the threat of material 

injury is real and that actual injury is imminent. Such a determination may 

not be made on the basis of mere conjecture or supposition." 42/ The ten 

factors the Commission must consider are: 

(I) if a subsidy is involved, such information as may be presented· 
to it by the administering authority as to the nature of the 
subsidy (particularly as to whether the subsidy is an export 
subsidy inconsistent with the Agreement), 

(II) any increase in production capacity or existing unused 
capacity in the exporting country likely to result in a 
significant increase in imports of the merchandise to the United 
States, 

(III) any rapid increase in United States market penetration and 
the likelihood that the penetration will increase to an injurious 
level, 

39/ With respect to cephalexin capsules, which accounted for 80 percent of 
demand in 1987, five producers and six importers from a number of countries 
have entered the marketplace since April 1987. See Report at A-7. 

40/ See Report at A-7; A-20. 

41/ We note that our affirmative preliminary determination was based in 
part on the fact that we cannot find that there is no likelihood that 
contrary evidence would be developed in any final investigation. 

42/ 19 U.S.C. § 1677(7)(F)(ii). 
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(IV) the probability that imports of the merchandise will enter 
the United States at prices that will have a depressing or 
suppressing effect on domestic prices of the merchandise, 

(V) any substantial increase in inventories of the merchandise in 
the United States, 

(VI) the presence of underutilized capacity for producing the 
merchandise in the exporting country, 

(VII) any other demonstrable adverse trends that indicate the 
probability that importation (or sale for importation) of the 
merchandise (whether or not it is actually being imported at the 
time) will be the cause of actual injury, 

(VIII) the potential for product shifting if production facilities 
owned or controlled by the foreign manufacturers, which can be 
used to produce products subject to investigation(s) under section 
1671 or 1673 of this title or to final orders under section 1671e 
or 1673e of this title, are also used to produce the merchandise 
under investigation, 

(IX) in any investigation under this title which involves imports 
of both raw agricultural product (within the meaning of paragraph 
(4)(E)(iv) and any product processed from such raw agricultural 
product, the likelihood there will be increased imports, by reason 
of product shifting, if there is an affirmative determination by 
the Commission under section 705(b)(l) or 735(b)(l) with respect 
to either the raw agricultural product or the processed 
agricultural product (but not both), and 

(X) the actual and potential negative effects on the existing 
development and production efforts of the domestic industry, 
including efforts to develop a derivative or more advanced version 
of the like product. 43/ 

In addition, we must consider whether dumping findings or antidumping 

remedies in markets of foreign countries against the same class of 

merchandise suggest a threat of material injury to the domestic 

industry. 44/ 

We consider these factors in turn: 

43/ 19 U.S.C. § 1677(7)(F)(i), as amended Qy: 1988 Act§§ 1326(b), 1329. 

44/ See 19 U.S.C. § 1677(7)(F)(iii), as amended Qy: 1988 Act§ 1329. 
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There is no subsidy alleged in this antidumping investigation. 

The Canadian exporter's capacity to produce cephalexin increased between 

1986 and 1987. This increase occurred because production of cephalexin was 

transferred to a separately dedicated plant, a move prompted by Food & Drug 

Administration requirements that cephalosporins be produced in a dedicated 

facility separate from the manufacture of other antibiotic products. 45/ 

[ '"""" ] . 46/ [ H~' ] , 47 / there is the potential for a significant increase 

of exports to the United States. 48/ 49/ Respondent [ *** ] . 50/ .21/ 52/ 

45/ Report at A-25; A-26, Table 17. 

46/ While reported capacity utilization for the Canadian exporter [ *** ]. 
Compare Report at A-15--A-16 with A-26. 

47/ See Report· at A-27. 

48/ We examine only the imports that are alleged to be sold at LTFV, generic 
cephalexin capsules. However, in assessing threat of material injury, the 
ability of the Canadian-producer to divert other cephalexin production to 
capsule production may be a relevant factor for our consideration. We note, 
however, that production of other forms of cephalexin is primarily shipped 
within Canada, [ *** ] . Report at A-27. 

49/ Commissioners Rohr and Newquist intend to explore in any final 
investigation whether the price of drugs in Canada is controlled by the 
national or provincial governments, .and whether any such price controls may 
create an incentive for increased exports to the United States. See 
generally Tr. at 170. 

50/. See Report at A-28. 

21/ We note that [ *** J if, in any final investigation, the import figures 
are examined on a monthly, instead of a quarterly, basis. The interim period 
examined by the Commission includes the first quarter of 1987, when Lilly's 
patent was still in effect. This may skew a comparison of market penetration 
between the first three quarters of 1988 and the first three quarters of 
1987. In addition, to the extent that the Commission did not receive 
complete data, market penetration levels are overstated. 

52/ Commissioner Newquist notes that, measured in terms of value, the 
imports from Canada achieved a much lower market share than if measured in 
terms of volume. [ **'" ] . See Report at A-28. 



15 

The effect of Canadian generic cephalexin capsules on prices in the 

United States for the like product is unclear. The cephalexin market is very 

price competitive. 1:11 Despite the competitive nature of this environment, 

sharply declining prices in the generic segment of the market, 54/ 55/ and an 

apparent decline in demand 56/ our data indicate that the respondent has 

[ 1"'"°' ] during the period covered by this investigation. There are no 

evident quality differences between the domestic and imported product and, 

thus, [ '" 1"°' ] . However, underselling data are ambiguous on this point, 57 I 

and we intend to revisit this question in any final investigation. 

53/ See Report at A-7. 

54/ See Report at A-31. Such declining prices, however, may be unrelated to 
the presence of the Canadian imports, as sharply declining prices are 
expected when competition increases after a drug goes off-patent. See Report 
at A-7. 

22/ While branded cephalexin is part of the like product, branded cephalexin 
prices have fluctuated at a much higher level than prices of the generic 
product. See Report at A-70--A-76. We may consider whether imports are 
having a greater or lesser effect on certain segments of the market, even 
where there is competition between the imports and the domestic like product 
generally. See,~. Gifford-Hill Cement Co. v. United States, 9 CIT 357, 
363, 615 F. Supp. 577, 582 (1985) (price trends in geographic submarkets); 
Internal Combustion Engine Forklift Trucks from Japan, Inv. No. 731-TA-377 
(Final), USITC Pub. 2082 (May 1988) at 26 (focusing on pricing data where 
"competition between imported and domestic products was the most vigorous") 
(Eckes, Lodwick, Rohr). 

56/ We no.te that the apparent decline in demand for cephalexin between the 
first three quarters of 1987 and the first three quarters of 1988 may be due 
to factors related to the startup of generic cephalexin production. See 
Report at A-12, n.l. 

57/ While there appear to be few instances of underselling between the 
imported product and the generic product, our pricing data understates the 
degree of underselling because certain of the Canadian prices obtained were 
not adjusted for all rebates and discounts. See Report at A-31. 
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There has not been an increase in inventories of Canadian generic 

cephalexin capsules in the United States. [ *** ] . 58/ 

The discussion of underutilized capacity required by factor six is 

subsumed in the discussion of factor two above .. 

We find no other demonstrable adverse trends that indicate the 

probability that importation of the merchandise will be the cause of actual 

injury. 

There is no evidence of product shifting in this investigation as 

described in factor eight because there are no known antidumping or 

countervailing duty investigations or orders that apply to Canadian 

production facilities that can be used to produce cephalexin capsules. 

Cephalexin capsules are not a raw agricultural product nor a product 

processed from such a raw agricultural product. There is no likelihood of 

increased imports by reason of shifting production from a raw agricultural 

product to cephalexin capsules. 

Imports of generic cephalexin from Can~da appear to have had little 

effect on research and development in the domestic cephalexin industry. The 

original patent holder of cephalexin has already paid for th~ research and 

development needed to develop an oral dosage form of cephalexin. The generic 

producers rely on this research when seeking approval from the Food and Drug 

Administration to produce a generic cephalexin product. We find no 

meaningful evidence of any actual or potential negative effects on efforts to 

develop a derivative or more advanced version of the like product. 

Finally, there do not appear to be any dumping findings or antidumping 

58/ See Report at A-25. 
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orders in effect in third countries with respect to cephalexin capsule 

imports from Canada. 59/ 

Our determination of a reasonable indication of threat of material 

injury is based upon the [ *** ] of the alleged LTFV imports from Canada 

while U.S. cephalexin conswnption has declined, the [ *** ] of the Canadian 

exporter of the allegedly LTFV product, and incomplete pricing data that 

suggests that the Canadian imports may have obtained their [ *** ] share of 

the market by price underselling. 60/ The decline in a nwnber of industry 

indicators, [ *** ] 61/ suggest that the domestic industry may be vulnerable 

to increasing imports from Canada. 

59/ See Tr. at 104; 185. 

60/ Commissioner Newquist notes ·that the record in this investigation barely 
supports an affirmative preliminary determination. 

§.l./ Report at A~lS-A-16; A-20. 
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DISSENTING VIEWS OF ACTING CHAIRMAN ANNE E. BRUNSDALE 

Generic Cephalexin Capsules from Canada 
Inv. No. 731-TA-423 (Preliminary) 

December 12, 1988 

In this investigation, I disagree with the majority of my 

colleagues and determine that there is no reasonable 

indication that the domestic industry producing cephalexin is 

being materially injured by unfair imports from Canada, nor 

is there any reasonable indication that the domestic industry 

is threatened with material injury by reason of these 

imports . .!/ I offer these views to explain my analysis in 

this case. 

Legal Standard in Preliminary Investigations 

The Commission has in recent opinions offered quite a bit of 

explanation on the analytical framework in preliminary 

Commission investigations.1j As I stated in my views in 

Steel Rails from Canada, I believe that a negative 

determination, resulting from no reasonable indication of 

material injury or threat of material injury, might occur on 

one of two bases. First, Petitioner may offer no evidence or 

.!/ Material retardation of the domestic industry is not an 
issue in this investigation and will not be discussed further. 

1J See ~, New Steel Rails from Canada, Inv. No. 701-TA-
297, 731-TA-422 (Preliminary), USITC Pub. 2135 (Additional 
Views of Commissioner Alfred Eckes, Addition·a1 Views of 
Commissioner Ronald A. Cass, Views of Acting Chairman Anne E. 
Brunsdale) (November 1988). 
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an insignificant amount.of evidence in support of its 

position. Second, evidence collected by staff and that 

presented by the Respondent in favor of a negative 

determination might outweigh the evidence presented by the 

Petitioner.1/ In both cases, there must be no likelihood 

that contrary evidence central to the negative determination 

will arise in a final investigation . .!/ This investigation is 

one in which the latter basis for a negative is present: I 

believe the evidence favoring a negative determination far 

outweighs the evidence of material injury presented by the 

Petitioner in this case . .2J Therefore, I make a negative 

determination in this preliminary investigation. 

Like Product and the Domestic Industry 

The Commission's threshold inquiry in Title VII 

investigations is the determination of the appropriate like 

product and domestic industry. The. statute defines like 

product as the product "like, or in.the absence of _like, most 

similar in characteristics and uses with, the article subject 

'J_/ Id. at 68. Using either formulation, the evidence is 
clear and convincing that there is no reasonable indication 
of material injury . 

.11 See American Lamb v. United States, 785 F.2d 994, 1001 
(Fed. Cir. 1986) . 

.2J In addition, I believe that the available evidence is 
complete and that no contrary evidence would arise in any 
final investigation. 
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to investigation."§/ The domestic industry under 

investigation consists of all domestic producers of the like 

product.1/ In this case, I believe the like product consists 

of brand name and generic cephalexin capsules, tablets, and 

powder for oral suspension. 

Respondent and Petitioner differ on whether brand name 

and generic cephalexin are the same like product.!!/ Both 

parties agree that brand name and generic cephalexin are 

bioequivalent and identical in physical characteristics. In 

addition, both agree that brand name and generic capsules are 

produced using the same manufacturing process . .2.J Also, while 

there is some evidence that brand name and generic cephalexin 

are sold to different middlemen in the chain of distribution, 

that evidence is mixed.10/ 

W See 19 u.s.c. 1677(10). The Commission traditionally has 
examined a number of factors in its like-product analysis, 
including (1) physical characteristics and uses, 
(2)interchangeability, (3) channels of distribution, (4) 
common manufacturing facilities and employees, and (5) 
customer or producer perceptions. I agree with the 
Petitioner's assertion that these five inquiries act as 
proxies for two questions -~ how substitutable are the 
products under scrutiny from the perspective of the 
manufacturer and from the perspective of the consumer? I 
believe that these five areas of inquiry are among those the 
Commission can use to gather evidence on the two questions of 
substitutability that are at the heart of the like-product 
determination. 

11 See 19 u.s.c. 1677(4) (A). 

!!./ See, ~, Respondent's Post Conference Brief at 5, 
Petitioner's Post Conference Brief at 10-15. 

21 See Report at A-4 . 

.lQ/ See Report at A-29, Tr. at 183-85. 
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Petitioner argues that, in practice, brand name and 

generic cephalexin are not substitutable for a number of 

reasons, including extensive advertising for brand name 

cephalexin, physicians' habit of only prescribing brand name 

medicines, and physicians' fear of malpractice:claims 

resulting from prescribing generic drugs.11/ r·,These 

arguments, however, are starkly refuted by market share data, 

which indicate a [************************************ 

****************************************************** 

**********] . .!2J Clearly, consumers believe the two are 

substitutable, and are increasingly choosing the cheaper 

generic version over the more costly brand name variety 

wherever possible. 

Another factor allowing incr~ased substitution of 

generic for brand name cephalexin are state laws designed to 

promote the use of generic drugs. In 26 states, the 

prescription form used by doctors is·desjgned to allow 
. . 

pharmacists to substitute generic for brand name drugs unless 

the physician expressly forbids the substitution.11J This 

provides further evidence that. generic and brand name 

l1/ See Petitioner's Post Conference Brie.f at 10 . 

.!2J See Report at A-28. 

11J See Report at A-3. Nineteen states use a two-line form 
that forces physicians to specifically state that generic 
substitution is permissible, a factor that favors brand name 
over generic drugs. In five states, either prescription form 
is permissible. Id. 
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cephalexin are substitutable and should be considered the 

same like product. 

Thus, based on the similarity in physical 

characteristics, manufacturing processes, and consumer 

perceptions, I conclude that brand name and generic 

cephalexin should be considered the same like product in this 

investigation.· I also believe that the like product should 

include cephalexin capsules, tablets, and powder for oral 

suspension. The essential characteristics of all three forms 

are similar and the uses for all three are also nearly 

identical.W 

The domestic industry in this case therefore consists of 

the six domestic producers that manufacture brand name or 

generic cephalexin capsules, tablets, and oral suspension 

Eli Lilly & Co., Biocraft Laboratories, Inc., Vitarine 

Pharmaceutical; Barr Laboratories, Zenith Laboratories, and 

Jerome Stevens Pharmaceuticals .. 15/ 

Condition of the Domestic Industry 

The production and financial data for this indust·ry are 

mixed, indicating a slight decline over the three-year period 

of investigation and an industry that +emained in good health 

14/ As reported by the· staff, the physical composition of all 
three forms are very similar. See Report at A-5-7 •. 

15/ See id. at A-10-11. 
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throughout.16/ As demonstrated below, changes in the 

condition of the domestic industry can be linked to the 

emergence bf generic cephalexin from ail sources .. in 1987, and 

not to the introduction of Canadian cephalexin into the 

market. 

capacity to produce cephalexin in a11 ·do.sage forms 

·skyrocketed in 1987, the year generic producers entered the 

market. Capacity rose from [*******] kilograms ·in.1985 and 

[*******] kilograms in 1986 to (*******] kilogra•s"in 

1987:.17/ Production remained steady over the three-year 

period, with (*******] kilograms produced i~ 19i~, (**i****] 

kiiog~ams in 1~86, and (*******]·in i987. · ~hus, bapacity 

utili'zatiori ·fell dramatically with the advent of generic drug 

capacity in-1987.W 

.l.2J Most of the information made available to the Coll1ll\ission 
in thi~- investigition.is corifideritial because of the ' 
structure of the domestic industry and the presence of only 
one Canadian producer and importer under investigation. 
Thus, individual firm data and some aggregate data are 
confidential in this case. The information in this section 
comes from the [************] domestic producers --. (*** 
***********************.**~********]. 

121 See Report at A-15 (Table 4), A-16 (Table 5). In the 
first nine months of 1987, capacity stoo9 at (*******] 
kilograms, ·bompa~ed.with (*******]kilograms in the same 
period of 1988. Id. 

W Average capacity utilization for capsule manufacturing 
operations was [**] percent in 1985, [**] percent in 1986, 
(**] in 1987, [**] percent for three quarters of 1987 and 
(**] percent for the first three quarte~s of 1988. Id. at A-
15 (Table 4). Average capacity utilization for tablet and 
oral susp~nsion op~ratioris was'[*~] percent in-1985, (**] 
percent in 1986, (**] percent in 1987, (**] percent for.the 
first three quarters of 1987, and (*] perbent for the first 
three quarters of 1988. Id. at A-16 (Tabl~ 5). 
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The volume of domestic shipments increased for the first 

three years of the investigation, but turned down in the 

first nine months of 1988. The volume increased from 

[*******] kilograms in 1985 to [*******] kilograms in 1986 

and [*******] kilograms in 1987.12/ Comparing interim 

periods,· volume declined from [*******] kilograms to 

[ *******] kilograms between ··1987 and 1988 .2..Qj The value of 

domestic shipments -peaked in 1986 and declined in 1987 and 

1988. -Shipments totalled[******] million in 1985, [******] 

million in 1986, [*****'*] million in 1987,£1/ and thereafter 

[********************] from [******] million in interim 1987 

to [*****] million in interim 1988.~ The drop in value 

over the course of the investigat"ion was much more pronounced 

than the drop in volume. 

Inventories of domestic producers showed no clear 

trends. They stood ~t [******] kilograms in 1985, [******] 

kilograms in ·1986; and ( ******] kilograms in 1987 .21.J 

Employment and total compensation increased sharply in 

1987 with the entry of generic producers into the market. 

Employment was [**] in 1985, [**] in 1986, and (***] in 

121 See Report at A-17 (Table 6). 

20/ Id. 

£11 Id. 

~ Id. 

21.J Id. Inventory levels stood at [******] kilograms in.the 
.·first three quarters· of 1987 and [******] kilograms for the 
first nine months of 1988. Id. 
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1987,24/ but fell slightly in the interim periods to [***] 

in 1987 and [***] in 1988.£21 Total. compensation was [****] 

million in 1985, [****] million in 1986, and [****] miliion 

in 1987 ,.£§/ and rose slightly from. [****] million in interim 

1987 to [****] million in interim 1988.£Z./ 

The available financial data indicate that while the 

industry's condition declined somewhat du~ing the 

investigation, it continues to be profitable.2JV ~et sales 

were [*****] million in 1987, [*****] million in the first 

three quarters of 1987, and [*****]million in ·the.first 

three quarters of 1988 • .£2/ The cost of .goods sold also 

declined, but not as rapidly as net sales, so that the cost 

of goods sold as a percentage of net sales. increqsed fro.m 

[**] percent for all of 1987 to [**] percent in the first 

three quarterS1 of 1988.2.Q/ This indicates that downward 

market pressures are. forcing producers to cut prices.~ore 

deeply than they ca~ cut their costs. Another indication of 

24/ Id. at A-19 (Table 10) • 

£21 Id. 

26/ Id. 

ll/ Id. : . 

2JV Only [***] of the six producers, accounting for-[**] 
percent of all generic cephalexin production, were able to 
supply financial data -- [*********************] . 

.£2/ See id. at A-20 (Table 13). 

2Q/ Id .. The cost of goods sold as a percentage of.net sales 
was [**] percent· for the first three quarters of 1~87. Id. 
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this is the fall in operating income from [*****] million in 

the first three quarters of 1987 to [****] million in the 

first three quarters of 1988.21/ Despite this decline, 

operating income in this industry is still significantly 

higher than operating income for the drug industry as a 

whole.12.J 

The above information depicts an industry that went 

through a period of rapid expansion and high profitability 

and is now retreating from that point. The available 

information does not, however, indicate to me that the 

industry is materially injured. It is still profitable, and 

its production factors are relatively stable. Under these 

conditions, I believe the impact of unfair imports would have 

to be significant and quite clear before I could conclude 

that this industry was suffering material injury that had 

been caused by imports. In this case, the effect of the 

unfair imports is clearly not that significant, and any 

downturn in the industry's performance is explained by other 

factors. 

Any Injury Suffered by the Domestic Cephalexin Industry in 
This Case Was Not Caused by Canadian Imports 

2!J Id. Operating income for all of 1987 was [*****] 
million, -indicating that the profits had already begun to 
decline by the fourth quarter of 1987. _Id. 

1£1 See id. at A-23. 
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In ~his case, the imported product and the product 

manufactured by the domestic industry are highly 

substitutable. Cephalexin from any source must meet FD~ 

standards governing the drug's composition and manufacturing 

process _if i~ is .. to be sold in the United States .. 1.1/. We _ha.ve 

no evidence that consumers perceive differences between 

imported ~nd domestic c~phalexin.lif · Therefore; sale~ of 

Canadian cephalexin will directly affect the fortunes of the 

domestic industry. 

In addition, the Petitioner alleges that the margin of 

dumping in this cas~ ranges from.18.4 to 39.7 percent.35/ 

These margins are fairly high, so that, in some cases, if the 

Canadians were forced to increase their prices by the full 

amount of these margin~, they would.be priced out of the 

domestic cephale~in market.2§/ 

Despite these f a_ctors, Canadian impqrts have only made 

minimal inroad~ into t~e domestic cephalexin market. ~he 

volume of imports from Canada has bee~ consistently low over .. •. ' . 

.11J See Report at A-5 • 

.14J See id. at A-5 (pharmacists see no difference between the 
two). ., 

l.2J See id. at A-9. The'margins are based on actual sales 
prices in Canada and the United States, and are the best 
information available at this stage of the investigation. 

2§/ In my analysis, I assum~ that if the foreign producer 
were found to be dumping ahd duties were imposed; an amount 
equal to the entire margin" of dumping would be passed ~long 
from the foreign manufacturer to the·customer in the form of 
a price increase. In this case, that translates into price 
increases of 18 to 40 percent by Canadian producers. 
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that portion of the period of investigation in which generic 

drugs were available.11/ Imports started in April 1987 when 

the market was opened to generic cephalexin. By volume, they 

reached (******] kilograms in the April-September 1987 

period,.lR/ [*****] kilograms in the last quarter of 1987,J..2./ 

and (******] kilograms in the first three quarters of 

1988.40/ The value of the Canadian imports 

(************************* *************************] over 

the period of investigation. Thus, measured by value, the 

unfair imports totalled [****] million for-the last nine 

months of 1987, compared with (****] million for the first 

three quarters o~ 1988.W 

By volume, market penetration was [*] percent in 1987 

and (*] percent for the first three quarters of 1988 . .!2./ By 

value, market penetration was [*] percent in 1987 and [*] 

percent in the first three quarters of 1988 . .!lf These 

figures for import volume, value, and market share indicate 

111 Only generic cephalexin was imported from Canada during 
this investigation. 

~See Report at A-28 (Table 20). 

W Id. 

40/ Id. 
periods, 

W Id. 

Arguably, if you compare the two three-quarter 
[******************************************]. 

W Id. at A-28 (Table 21) . 

.!l/ Id. 
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that the Canadian pr~sence in the U.S. market.\is not very 

.significant. 

The pricing data also present n9 c;;lear evidence ··t_hat. the 

Canadian product is injuring U.S. sales.·.i.1j In most cases;. 

the price evidence revealed overselling by the -Canadian · . . . 

product, not underselling . .i..2J Therefore,.despite.the high 

degree of substitutability, the Canadian impqrts ·are. unlikely 

to be the factor re.sponsible for the .downward dri.ft ,of·. 

domestic industry indicators. 

A much more plausible explanation is the nature of the 

prescription drug industry and the effe.ct. of introducing 

generic drugs into the marketplace. Encouraged .. by a ·_number. 

of factors, the sale of generic drugs has increased.· . 

dramatically in the U.S. market and is expected to.continue 

this course.W Experience in markets wher_e generi,e drugs_ 

i.i/ Not all of the Canadian prices were properly adjusted for 
all rebates and discounts. See Report at A"l"30, .. A ... 33. This 
factor limit the usefulness of this information. However, it 
is clear that, at best, the pricing evidence is mix~d; 
revealing neither a c9nsistent trend of oversell~ng nor 
underselling. · · 

.i..2J However, if all instances in which the Canadian prices 
were not properly adjusted were removed from consideration, 
the instances of underselling and overselling would be._ 
roughly even. See Report at A-85-86 (Tables 27 and 28)~ In 
addit~on, it appears that [*****~*********************].in 
this industr~ is more responsible.for price trends than sales 
of Canadian imports. 

~ The leading factor encouraging the use of generics is the 
nationwide effort to reduce the costs of medical _care. -See. 
Report at A-6. Generic drugs also offer the opportunity for 
higher profits for pharmacists, and their approval has ~een 
speeded by the FDA. Id. Some experts expect that the market 
for generic drugs could double by 1992. Id. at A-6. 
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have been introduced reveals that introducing of generics 

substantially increases competition, and.reduces the sales 

and profits of the brand-name drug manufacturers.47/ 

Normally, the generic producers that enter a market first 

after the expiration of the brand name drug's patent are the 

generic producers that make the greatest profits. Over time, 

as the FDA approves the sale of the generic drug by a number 

of other producers, the profitability of generic sales drops. 

The speed of the drop in profitability normally depends on 

the number of generic producers entering the market and the 

popularity of the brand name drug.!.!l/ Parties explained to 

the Commission that the normal pricing practice with generic 

drugs is to introduce the generic drug at half the price of 

the brand name drug • .!2J In this investigation, both these 

factors mitigated against the ability of domestic producers 

to earn sustained high profits. 

At present, there are six domestic and six foreign 

producers that manufacture cephalexin for sale in the United 

States, eleven of which entered the market after April 

1987.50/ Cephalexin is a popular drug, recommended for a 

47/ Id. at A-6. 

ill Id • 

.!2J Id. The price drops from that point, by an amount and at 
a rate that depends on the competitive conditions of that market. 
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number of serious bacterial infections • .2.lJ The market for 

the drug was strong enough to encourage all eleven firms to 

enter, and it appears that the first generic firm~ to enter 

the market made large profits because of their eariy entry. 

In fact, Biocraft stated in its 1988 annual report: 

As expected with generic products, the sales trend 
went from the explosive level at the beginning of 
the year to the more moderate level later in the 
year as increased competition resulted in price 
erosion • .2.Y 

As Biocraft itself recognized, prices and profits in this 

initially lucrative ·market were affected adversely not by 

unfairly traded imports, but by the normal, and expected, 

competitive pressures found in the generic drug market • ..2]/ 

Thus, the downwa~d trends present in this domestic industry 

can all be adequately explained by the nature of the market 

for generic drugs, and have nothing to do with the presence 

of unfair imports from· Canada. I conclude that the requisitE 

causal link is therefore not present in this case, and I 

therefore determine that there is no reasonable indication 

51/ Id. at A-1. 

.2.Y Id. at A-20, quoting the Biocraft Annual Report at 2-3. 
Biocraft was one of the first firms to enter the generic 
cephalexin market . 

.2l.J Experts at the FDA also note and expect this trend in the 
generic drug market -- high initial profits, followed by 

"strong competition, and decreases in prices and profits. If 
anything, according to FDA experts, the generic drug 
marketplace is growing more competitive and the window for 
high profits arid limited competition may be disappearing, 
especially when the brand name drug is popular, like 
cephalexin. Id. 



33 

. that the domestic cephalexin industry is injured by reason of 

unf a.il:'.-, imports from Canada .. 

No Threat of Material Injury · 

An analysis of the factors the Commission is to consider in 

evaluating the threat of material injury in its 

investigations.leads me to conclude that no reasonable 

indication of threat of material injury is present in this 

case.?4/ 

Canadian. Capacity. The production capacity of the Canadian 

firm exporting to the United States [**********************] 

i.n 1987, the year generic producers could begin legally 

producing.cephalexin for sale in the United States, and 

[*************************]. Capacity for capsules was 

[*****] kilograms in 1985, [*****] kilograms in 1986, and 

54/ The factors the Commission must consider in threat cases 
a·r~ an increase - in capacity or existing unused capacity, or 
the presence of underutilized capacity, a rapid increase in 
market p~netration and the likelihood it will increase to 
injurious levels, the probability that imported merchandise 
will enter the United States at prices causing price 
suppression or depression, substantial increases in 
inventories, the potential for product shifting, the actual 
and potential negative effects on the existing development 
and production efforts of the domestic industry, and any 
other demonstrable adverse trends. In this case, there are 
no allegations of subsidization, so consideration of the 
nature of the subsidy is not a relevant inquiry. See 19 
u.s.c. 1677(7) (F) (i). The Commission's determinations in 
this area are not to be based on "mere conjecture or 
supposition." 19 u.s.c. 1677(7) (F) (ii). In addition, there 
are no. third country dumping findings or remedies in place 
for cephalexin, so that factor need not be considered in this 
investigation. See 19 u.s.c. 1677(7) (F) (iii). 
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[******l kilograms in.1987.55/ Capacity in interim·19a7 was 

[******] kilograms, [************~************). Capsule· 

capacity utilization was [********************************* 

**********************************] percent in 1985 to [***] 

percent in 1986, [**] percent in 1987, (**] percent in 

interim 1987, and [**] percent in interim 1988.56/ 

Capacity for tablets and oral suspension followed a 

similar trend. Capacity was [*****] kilograms in 1985, 

[*****] kilograms in 1986, [******] kilograms in 1987, 

[******] kilograms in interim 1987 and [******] kilograms in 

interim 1988.57/ Capacity utilization was [************** 

*********************************************'***** 

**********************************************]. capacity. 

utilization was [**] percent in 1985, [**] percent in 1986, 

[**] percent in 1987, [**] percent in interim 1987, and (**] 

percent in interim 1988.58/ 

These figures indicate some unused capacity in the 

Canadian industry, although there is no sign of any increase 

in capacity.59/ Thus, the evidence on this· point is mixed. 

55/ Report at A-26 (Table 17). 

56/ Id. 

57/ Id. 

58/ Id. 

59/ It appears that all firms in this industry [************* 
****************************************]. I .am therefore 
not persuaded that these figures should be ac9orded a great 
deal of significance. ' 
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Market Penetration.· The market penetration of Canadian 

imports remained low throughout the period of investigation 

and showed little likelihood of rising to injurious levels. 

Measured by value, market penetration was [*] percent in 1985 

and 1986, [*] percent in 1987, and [*] percent in the first 

three quarters of 1988.60/ Measured by volume,. market 

penetration was [*] percent in ·1995 and 1986, [*) percent in 

1987, and [*) percent for the first three quarters of 

1988 . .§1/ These numbers indicate neither a rapid increase nor 

an increase to injurious levels in the future. 

Price Suppression or Depression. As stated earlier,62/ the 

available pricing evidence suggests that overselling by 

Canadian imports is at least as prevalent as underselling in 

this market.· Although there is-.some·question about the 

reliability of this pricing evidence, even if only the 

"reliable" evidence were to be considered,63/ overselling 

would still be as prevalent as underselling. Therefore, I 

conclude that this factor supports a negative determination. 

60/ See Report at A-28 (Table 21) • 

.Q2J See supra notes 44 to 45 and accompanying text • 

.Q.d.j That is, the Canadian prices that were adjusted for 
discounts and rebates. 
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Increase in Inventories. As noted earlier, inventories of 

U.S. producers did not re~eal a steady pattern of increases 

or decr~ases.64/ Canadian importers' inventories [********* 

*********************] from [***] kilograms for the first 

three quarters of 1987 to [***] kilograms for the first three 

quarters o~ 1988.65/ While these numbers indicate ** 

********, when compared to the level of Canadian imports or 

to domestic consumption, .I would not term them "substantial." 

Thus, I believe this factor also supports a negative 

determination. 

Potential for Product Shifting. No potential for product 

shifting, as defined.by the statute, exists in this case.66/ 

This factor therefore ~upports a negative determination. 

Negative Effects on Development and Production Efforts. 

Expenditures on .r_e.search a.nd development appear to be tied 

closely to the introduction of generic cephalexin, and bear 

no relation to the activity of Canadian producers in the 

domestic market. Research and development expenses for 

[*********************] were comparable in [*************], 

with spending at [***************] and [*******] in 1987.67/ 

64/ See supra note 23 and accompanying text. 

65/ See Report at A-25, A-25 (Table 16). 

66/ See id. at A-27-28. 

67/ Id. at A-22. 
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In 1986, the year prior to the introduction of generic 

cephalexin, expenses increased greatly to (********J . .2JV 

There is no evidence to support the contention that unfair 

imports had a negative effect on research and development in 

this industry. 

Taken together, the factors we are required to consider 

in threat cases convincingly point to a negative threat 

determination. I therefore determine that there is no 

reasonable indication of a threat of material injury to the 

domestic cephalexin industry in this case. 





- 39 -

DISSENTING V~EWS OF COMMISSIONER RONALD A. CASS 

Generic Cephalexin Capsules from Canada 
Inv. No. 731-TA-433 

(Preliminary) 

I dissent from the Commission's affirmative determination in 

this preliminary investigation. on the basis of the record 

before us, I do not believe that there is a reasonable indication 

that an industry in the United States has been materially injured 

by reason of cephalexin capsules from Canada traded at less than 

fair value, or is threatened with such injury.1/ 

I. LEGAL STANDARD GOVERNING DISPOSITION OF 
PRELIMINARY INVESTIGATIONS 

Under the statutory standard that governs Title VII 

preliminary investigations such as the one now before us, the 

Commission is required to determine whether there is a 

·"reasonable indication'' that an industry in the United States has 

been materially injured, or is threatened with such injury, by 

reason of imports that have allegedly been dumped or 

subsidized.2/ In another recent preliminary investigation, New 

11 Given the manner in which I have defined the domestic industry 
in this case (~ discussion, infra, at 47-58), material 
retardation of a domestic industry is not an issue; a domestic 
industry consisting of the producers of cephalexin capsules is 
well-established, and has been for quite some time. 

21 19 u.s.c. Sections 1671b(a), 1673b(a). The statute also 
contemplates that the Commission will, where appropriate, reach 
an affirmative determination in a preliminary investigation if 
there is a reasonable indication that the development of a 
domestic industry has been materially retarded by reason of 
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Steel Rails from Canada, I described my understanding of the 

~anner in which the Commission has interpreted this standard.l/ 

I will not discuss that issue at length again here, but I believe 

a brief reprise important to disposition of this investigation. 

Indeed, although as a dissenting commissioner I will not see the 

majority's views until they are released to the public,!/ I 

suspect that the majority's decision in this investigation may 

rest in substantial-measure on a misapprehension· of the governing 

legal standard. 

Two aspects of the "reasonable indication" standard have been 

sources of disagreement, and I believe of misunderstanding. The 

first concerns the quantum of evidence necessary to sustain an 

q.ffirmative preliminary determination. The Commission, affirmed 

by our reviewing courts in American Lamb and other cases, has 

plainly recognized the direction in which the reasonable 

indication standard inclines our preliminary determinations. The 

standard signals Congress' intent to "weight the scales in favor 

imports that have allegedly been unfairly traded. For the 
purposes of this discussion, such "material retardation" is 
subsumed under the concept of "material injury". 

l/ Inv. No. 731-TA-422 (Preliminary), USITC Pub. 2135 (November 
1988) ("Steel Rails") (Additional Views of Commissioner Cass) at 
19-31. 

!/ The only portion of the majority's views that have been made 
available to me is the section relating to the question whether 
production facilities in the Virgin Islands should be regarded as 
part of the domestic industry, and the question.whether encap­
sulation activities constitute domestic production. 
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of affirmative and against negative determinations".2/ The 

preponderance of the evidence need not be in favor of a 

petitioner in a preliminary investigation before an affirmative 

determination may be reached.Q/ Put another way, the evidence 

need not rise to a level that makes it more probable than not 

that a final investigation will be decided in the affirmative; 

less than a fifty percent probability of such a final 

determination will constitute a reasonable indication of injury 

by reason of unfairly traded imports. 

This does not, however, suggest that fillY evidence will 

suffice to support an affirmative preliminary decision. If 

Congress did not indicate with precision the minimum probability 

of ultimate success necessary to constitute a reasonable 

indication, it did employ language that plainly requires more 

than de minimis evidence of injury from the allegedly dumped or 

subsidized imports. Congress plainly did not believe that a 

"reasonable indication'' of such injury can exist where the 

likelihood of an affirmative final determination is very small. 

The purpose for mandating a preliminary determination was to weed 

out those cases in which the probability of an affirmative final 

determination does not merit the investment of the parties' time 

and money and the disruption of markets attendant to these 

21 American Lamb Co. v. United States, 785 F.2d 994, 1001 (Fed 
Cir. 1986) ("American Lamb"); see also Yuasa-General Battery 
Corp. v. United States, slip op. 88-89 (Ct. Int'l Trade, July 12, 
1988), ·at 5. 

Q/ Steel Rails, supra, at 21. 
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investigations.2/ This purpo~e would be frustrated if those of 

us who implement that standard read it in a manner that 

effectively precludes negative determinations in all but the most 

patently unmeritorious case.~/ Such a reading would render 

preliminary investigations a_meaningless, but expensive, 

exercise. 

The construction of the reasonable indication standard in 

some Commission opinions, however, threatens to produce just such 

a result. Our opinions at times seem to confuse an evidentiary 

standard -- for evaluating evidence that conflicts with other 

evidence supporting a finding of injury from unfair imports --

with the standard for decision. Plainly, evidence of such injury 

should be credited unless contradicted by evidence that is both 

clear and convincing.~/ However, this evidentiary principle does 

not require that affirmative determinations be reached, 

regardless of the nature of the affirmative evidence, unless 

there is clear _and convincing proof that the subject imports did 

not materially injure a domestic industry.JJU Some 

21 Sees. Rep. No. 93-1298, 93rd Cong., 2d Sess. 170-71 (1974). 
See also Steel Rails, supra, at 22-23. 

~/ See Shock Absorbers and Parts, Components and Subassemblies 
Thereof from Brazil, Inv. No. 731-TA-421 (Preliminary), USITC 
Pub. 2128 (September 1988) ("Shock Absorbers") (Views of Acting 
Chairman Brunsdale and Commissioners Liebeler, Lodwick and Cass); 
Welded Ste~l Fabric for Concrete Reinforcement from Italy, Mexico 
and Venezuela, Inv .. No. 731-TA-289(A)-29l(A) (Preliminary), USITC 
Pub. 1795 (January 1986). 

1.Q/ Steel Rails, supra, at 29-31. 
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interpretations of the reasonable indication standard nonetheless 

appear to embrace just such a requirement . .11/ 

The second problematic aspect of. the reasonable indication 

standard, factoring the consideration of evidentiary gaps into 

our evaluation of the ·evidence before us, may be a cause of more 

serious confusion. As the Court of Appeals for the Federal 

Circuit and the Court of International Trade have noted, whether 

the evidence of record reveals a reasonable indication of injury 

from unfairly traded imports depends in part on the evidence that 

is likely to be gathered in a final investigation.12./ Because 

Congress intended the reasonable indication standard to be 

applied so as to terminate investigations that were not 

reasonably likely to produce an affirmative final determination, 

the evidence before us in a preliminary investigation must be 

assessed in relation to the evidence expected in a final 

investigation. Both the Commission's prior practice and the test 

articulated by the Federal Circuit in American Lamb recognize 

that the Commission should not reach a negative determination 

when evidence that ·.might be expected in a final investigation 

would, together with the evidence of record in the preliminary, 

.11/ ~ ~. Shock Absorbers, supra (Views of Commissioner 
Eckes) at 33; Steel Rails, supra (Additional Views of 
Commissioner Eckes) at 17-18. 

12./ See, SL...Q...., American Lamb, supra, at 1001; Maverick Tube Corp. 
v. United States, 687 F. Supp. 1569, 1575 (Ct. Int'l Trade 1988). 
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support an affirmative final d,etermination.U/ SurelY;, .. howe~e~, 

the Commission cannot reach an affirmative judgment sol~ly 

because its record in the preliminary in~estigation ~s . 

incomplete.HI 

The Commission's actual practice in preliminary 

investigations Qenerally has been consi~tent with the 

understanding of Congressional intent given j,n American Lamb. 

Specifically, the Commission has determi.ned that a neg.ative 
. I 

- determination in a preliminary inves~ig,at.ion is warran.ted. when 

the evidence presented in support of a petition do~s not, 

standing alone, amount to a reasonable indication .of i~jury or 
:~ . .. :. . • . ! 

threat of injury from unfair imports, or when the contrary , 

eviqence is so clear and convincing that the evidence supporting 

the petition cannot on the record. as a whole be said ~Q provide a 

reasonable indication of., injury ~.rom u~.fai:r-ly tr.ade_d iJllports .1..5./ 

In making such determinations .. the Commission. ha_s also, cons.:j..dered 
! : . 

the likelihood that a final investigatiop might produce .. eyidence 
• • • : - • . 'I ·, .' · ... : ~ .. • -·· ... 

supportihg an affirmative finding of actual. or th:reatened. . 
! . ' . . . • . . . 

injury.1-Q./ Increasingly, however, Commissiqn decisions have 

1.l/ See Electrolytic Manganese Dioxide frorrl"
1 

Greete, rrE;;iand and 
Japan, Inv. No. 731-TA-406 (Preliminary), USITC Pub. 2097 (July 
1988) ("Manganese Dioxide") (Additional Views of Vice Chairman 
Brunsdale and Commissioners Liebeler and Cass) at 23-25; American 
Lamb, supra, at 1001. 

14/ See Manganese Dioxide, suora (Additional Views of Vice· 
Chairman Brunsdaleand Commissioners Liebeler arid CCl.SS) at 23-25. 

1..5./ steel Rails, s~pra, at 30. 

1-Q./ Id. at 27-28. 
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intimated that the mere possibility cif addit·i .. onal information 

will suffice to justify an affirmative deter~inaiion in ~ 
' . 

preliminary investigation.11./ This development would undermine· 

the Congressional purpose for preliminary investigations, 

especially where threatened injury, '"fo'r which evidence is 

necessarily incomplete, is the basis for decision. 

This investigation .illustrates that conc·ern. The evidence 
-. • I . 

that is at odds with the petition clearly and convincingly 

refutes the scant evidence· presented·· in "support· of·. the petition 

that might otherwise justify· an affir~ative determination. 

Further, ·there is no reasonable likelihood t.°hrat a final 

investigation would· lead' to a co~trary conc'iusion.; The record 

evid~nce that· leads me to the~~·conclusions'i~ di~cussed in 

detail in the succeeding· sections· of \:hese D1ssenti~g Views. 

II. "'DOMESTIC LIKE PRODUCT AND INDUSTRY 

In this case, we have been presented with a number of close 

and complex questions concerning the appropriate definition of 

the domestic like product and the domestic industry that produces 
.. 

that product. The issue that was ~he subject of the most intense 

discussion by the parties is whether Keflex, the brand-name 

product produced by Eli Lilly, should be included, along with 

generic cephalexin capsules, as part of a single domestic like 

lJ.../ See, .e_._g_,_, Industrial Belts from Israel, Italy, Japan, 
Singapore, South Korea, Taiwan, the United Kingdom, and West 
Germany, Inv. No. 701-TA-293-295 (Preliminary), USITC Pub. 2113 
(August 1988) (Additional Views of Commissioner Rohr). 
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product. Petitioner argued that it should not be included;l..8.1 

Respondents contende<:i that it should be.ill· This, however, is 

not the only like-product issue raised by the factual record 

before us; there are various other possible like-product 

questions, most of which have been addressed only in passing, if 

at all, by the parties. For example, there are other forms of 

cephalexin in dosage form used for medical treatment, 

specifically cephalexin tablets and oral suspension.2.Q.I All 

forms of cephalexin in dosage form, in turn, are· produced from a 

raw material that is commonly referred to as "bulk 

cephalexin".2.1/ Moreover, cephalexin is but one of many products 

in the family of "c;:~phalospo:tin ... drugs.ll/ For the most part, 

Petitioner and Respondents have taken opposing positiQns with 

respect to the item§ not specifically the s~bject of Petitioner'~ 

unfair trading all~g,:ttions -- Keflex, cephalexin tablets and 

powder for oral suspension, bulk cephalexin and other 

.lB./ Petitioner's P9~t-Conference Statement ( "Pet:i tioner' s 
Postconference Brief") at 4 . 

.ill Comments by Novopharm, Ltd., LyphomedlNovopharm 
Pharmaceutical Company, and Lyphomed, Inc. ("Respondents' 
Postc9nference Bri~fn) at 2-14. 

2.Q.I Report at A-2. 

211 Id._ 

22./ M_._ at A-2. 
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cephalosporin drugs -- Respqndents urging and Petitioner 

res~sting their inclusion in the domestic like product~2J./ 

For the purposes of this preliminary investigation, I have, 

with one notable exception, used the like-product definition 

proposed by Petitioner, although, as explained below, the 

~e~pondents_ have more accurately characterized the considerations 

apposite to like prod:ict determinations and well may have th~ 

better,argument on each of the items in dispute. Were this a 

case in which the.c~oice among competing like-product definitions 

were criticaL to disposition of the investigation, I would be 

less inclined to cast the like-product definition so much in 

Pe ti ti oner.' s f aver. The one exceptio~ to my use of Pe ti tioper '. s 

suggested like-product definition involves the inclusion of 

Keflex in the dqmestic like product. On this issue, in my view, 

·Respondents so.plainly have the better of the. argument that even . , . 

generosity cannot justify exclusion of Keflex from the lik~-

prod~ct definition. 

Petitioner '.s .argument for excluding Keflex from the domestic 

like pro.duct is premised, in large measure, upon an. economic. 

analysis that contends that Keflex simply does not compete with 

generic cephalexin capsules in the domestic marketplac·e. 

According to Petitioner,24/ economic analysis of the like product 
. 

issue is required because Section 1328 of the Omnibus .Tra~e Snd 

~/ All of these issues were not explicitly addressed by both 
parties. 

24/ ~Petitioner's Postconference Brief at 18. 
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Competitiveness Act of 1988 ("the 1988 Tr:ade Act"):£5./ directed 

tne commissipn, when 9-Ssessing the existence of material injury .• 

to 

evaluate all economic factors . . . within the context 
of the conditions of competition that are distinctive 
to the affected industry. 

Petitioner asserts that this amendment to Title VII was intended 
; 

t9 require the Commission to change its approach to like-product 

i~sues.£6./ Petitioner also argues, however, that the criteria 

tpat the Commission has traditionally considered in analyzing 

these issues -- product characteristics and uses, product 

interchangeability, channels of distribution, c.ommon 

~qnufacturing facilities and production employees, and customer 

or producer perceptions27/ simply provide different 

t~rminology for evaluation of the economic criteria that 

~etitioner urges the Commission to consider: cross-elasticity of 

9emand and of supply.2...8./ 

In making its economic argument, Petitioner relies heavily 

on the fact that the price of Kef lex in the domestic market is 

approximately six times higher than the generic product.2.2./ 

~/ Pub. L. No. 100-418, 102 Stat. 1107. 

2..2,/ Petitioner's Postconference Brief at 19-20. 

211 ~ . .e.....g_._, Certain All-Terrain Vehicles from Japan, Inv. No . 
. 731-TA-388 (Preliminary), USITC Pub. 2071 (March 1988) at 6; 
Certain Fabricated Structural Steel ·from Canada; Inv. No. 731-TA-
3B7 (Preliminary), USITC Pub. 2062 (February 19·.aa·) at 5, n. 10 . 

. AB.I Petitioner's Post-Conference Brief at 22. 

2.2./ l.Q_,_ at 22-23. 
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Petiticiner notes, tbo, that the price of Keflex did not change 

significantly, and did hot in any event fall, after the generic 

product was introduced, or after, or· contemporaneous with,· ·the· 

subsequent substantial decreases in-the price of the generic 

·product.l.Q./ Petitioner ascribes this phenomenon to the fact that 

a large number of physicians have pe.rsisted in prescribing brand­

name, rather than generic, products, ~·ven in the face of changes 

in state laws and policies designed to facil1tate greater use of 

generic drugs I which; Petitioner argues·, evidences the medical 

profession's distinction of Keflex from· generic cephalexin . .11/ 

P'etitioner also argues that an analy.sis bf the criteria 

traditionally conside·red by the Commission ·in i t:s like-product 

determinations' also argues in favor·of excluding Keflex from the 

domestic like product, again referring to evidence suggesting 

that many phy'sicians perceive generic arid brand-name drugs 

differently.-.32_/ In addition, Petitioner asserts that the methods 

used to· distribute Ke flex ahd 'gen·eric cepha·lexin capsules are 

quite different as Keflex, unlike ·the generic product, is 

promoted through extensive advertising and other marketing 

efforts.TI/ 

l.Q./ Id . 

.11/ .Id... at 16-23. 

12./ Id. at 7-8. 

l.l/ Id. at 15-16. 
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Respondents, on the other pand, take ·the position that the 

application of the Commission's traditional like-product criteria 

to the facts presented.in thi~ case pl~inly indicatei that Keflex 

and generic c~phalexin capsules should be included in a single 

like product. Respondents emphasize that the characteristics and 
' . . . 

us~s of the two types of capsules are in fact identical in that 

they have the same chemical composition, and treat the same 

infections.JAi They assert that the channels of distribution for 

the two_types of capsules are "similar" and note the absence of 

any evidence that the two types of capsules are produced by 

different processes, leading the .Respondents to. conclude that the 

two products "presumably" are produced in the same manner . ..J..5./ 

Respondents also.contend that the majority of purchasers perceive 

the two types of products as interchangeable . ..16./ 

Respondents a~gue that there is no basis for Petitioner's 

claim that the 1988 Trade Act amendment to Title VII cited by 

Petitioner was in apy way intenqed to require the Commission to 

modify its approach to like-.product questions.· They note that 

the amendment in question relates only to the manner in which the 

Commission evaluates the issue of material injury.TI/ Respon-,-

dents also assert that Petitioner's economic arguments are in any 

JAi Respondents' Postconference Brief at 5-6, 11 . 

.15./ Id. at 5 . 

.J..Q./ .Id.._ at 5-6. 

TI/ .Id.... at 10. 
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event misguided. In that context, they point to certain evidence 

that, in. their view, indicates that Keflex and generic cephalexin 

capsules compete directly with one another. Among other things, 

Respondents argue that the steady and substantial decline in the 

market share of Keflex that has been experienced since the 

introduction of generic capsules shows that the two type? of 

capsules compete for substantially the same market.l.B./ 

Respondents contend that Lilly's continued aggressive marketing 

of Ke flex indicates that Lilly is .aware of. this competi, tion, and 

is responding to. it.~/ Respondents also claim that there are 

certain classes of customers -- such as hospitals -- for whom 

there. is direct evidence of head-to-head competition between 

Keflex and generic cephalexin capsules.40/ Finally, Respondents 

dispute the significance of the continuing disparity in the price 

of. Keflex and.generic capsules, arguing that t~e hiqh ~rice of 

,Keflex is merely <;in "attempt, typical of brand-name 

manufacturers, to maximize profits before losing their .remaiping 
' . . ' 

market share to the generics".41/ 

Respondents' a.rguments are persuasive. I do not believe 

that the 1988 Trade. Act was in any way int~nded to alte_r o_ur 

approach to.like-product issues . 

.la/ Id... at 12-13 . 

.19./ Id... at 12 . 

.4..Q/ Id... at 13, Attachment A. 

41/ .Id... at 13. 

There is .. simply no evidence in 
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either the language or legislative history of the Act to support 

~uch an argument. At the same time, however, this question is, 

in large part, irrelevant to the issue at hand. As I have stated 

in other opinions, I believe that the Commission;s traditional 

like-product criteria not only are consistent with an economic 

9pproach to like-product issues, but in fact represent the 

~ppropriate means by which to carry out such an analysis . .i2,/ 

In this case, consideration of these criteria ~- in 

Particular, product characteristics and uses -- leads me to the 

~opclusion that Kef lex and generic cephalexin capsules are part 

o~ the same like product. There is no· question that the 

~haracteiistics of the two types of cephalexin capsules are 

identical. Further, there is compelling evidence that the two 

t¥pes of capsules are used for exactly the same purposes and are 

~ot distinguishable from the standpoint of the ultimate consumer. 

The economic ev·idence of record buttresses the conclusion that 

these form a single like product. Petitioner is correct in 

stating that price disparities generally will evidence product 

differences and also in observing that such disparities have been 

part of our traditional like· p·roduct consideration. 43/ In this 

case, however, other evidence suggests that this ~~ice difference 

ill 3.5" Microdisks and Media Therefor from Japan, Inv.· No. 731-
TA-389 (Preliminary), USITC Pub. 2076 (April 1988) (~dditional 
Views of Commissioner Cass) ( "Microdisks") at 4·t-4·8. · 

.i.J./ ~. ~. Certain All-Terrain Vehicles from Japan, Inv. No. 
731-TA-388 (Preliminary), USITC Pub. 2071 (March 1988); 
Associacion Columbiana de Exportadores de Flores v. United 
States, 693 F. Supp. 1165, 1170, n. 8 (Ct. Int'l Trade 1988). 
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does not reflect intrinsic product differences and is not likely 

to be sustainable over time. The evidence does not suggest any 

reason to suppose it is coincidence that, since the time the 

generic product was intrdduced, sales and production of Keflex 

have fallen [ * * ] . Using 1986 as the base period, Keflex 

production appears to have fallen, on an annualized basis, by 

roughly [ * )%.44/ By contrast, domestic consumption of 

cephalexin capsules from all sources, domestic and imported, is 

now at approximately the same level as it was in 1986.1.5./ Sales 

of generic cephalexin capsules thus appear to have been made 

almost entirely at the expense of Keflex. 

Under these circumstances, the disparity in the price of 

Keflex and generic cephalexin capsules does not support a 

conclusion that there is no effective competition between the two 

types of capsules. The record evidence is instead more con-

sistent with the interpretation placed upon it by Respondents 

that the price of Keflex has been kept high because its producer, 

Lilly, has decided that such a strategy is profit-maximizing, 

notwithstanding the substantial erosion in market share that may 

be associated with such a strategy. 

In sum, then, the record evidence as a whole strongly 

supports the conclusion that Kef lex and generic cephalexin 

capsules compete with each other for substantially the same 

44/ Report at A-15, Table 4. 

~/ Id. at A-13, Table 1. Consumption actually [ * * * 
* * * ] in the first nine months of 1988. Id. 
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market. Accordingly, I have concluded that they should be 

considered part of the same domestic like product. 

The remaining like-product issues pose more difficult 

questions. The record does not contain information sufficient to 

enable me to determine with any de~ree of confidence whether 

other fo~ms of dosage ceph~lexin, bulk Gephalexin, or other 

cephalosporin drugs should also,be included in the domestic li~e 

product. There is, for example, no evidence indicating whether 

there are any differences between cephalexin capsules and. 

cephalexin tablets that might be significant for our purposes. 

At an intuitive level, it seems quite doubtful that such 

differences exist.. So far as the recoid reveals, there is no 

reason to expect the d~f ferent forms of cephalexin to have 

significantly different.properties and uses. Indeed, the various 

forms o~ cephalexin would seem most likely to be close 

substitutes one for another. Nevertheless, .I have.excluded other 

forms of cephalexin from the domestic like. product because 

expansion of the like product by inclusion of these other 

products would resolve to the detriment of Petitioner. any doubts 

that I have on this issue. Given the general weakness of the 

arguments .for Petitioner's substantive position in this. 

investigation, as well as the Congressional directive to incline 

preliminary determinations somewhat in petitioners' favor, it . ' 

seems appropriate to give the Petitioner the benefit of every 

possible doubt. 
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For the same reasons, I have likewise excluded bulk cephalexin 

and other cephalosporin drugs. Unlike the case with other forms 

of cephalexin, however, the limited record evidence developed on 

these issues in this investigation provides some ground for 

excluding these products from consideration. From the standpoint 

of both consumer and producer substitutability, both of these 

products may be sufficiently different from cephalexin capsules 

to preclude their inclusion in the domestic like product. 

However, the record evidence on this point is quite fragmentary. 

Although the record is, therefore, insufficiently developed to 

allow me to reach any definitive conclusions as to whether bulk 

cephalexin and other cephalosporin drugs should be included in 

the domestic like product, I have excluded these products solely 

in order to resolve in favor of Petitioner any doubts that I have 

at this juncture. 

In analyzing this case, therefore, I have assessed the 

question of material injury, or the threat thereof, from unfairly 

traded imports by considering the impact of the subject imports 

on the domestic industry producing cephalexin capsules, includi~g 

the brand-name product, Keflex. I have also concluded that this 

domestic industry includes production facilities that are located 

in the Virgin Islands, and is not confined to those domestic 

firms that produce the bulk cephalexin that is used in the 

production of cephalexin capsules. I understand that the 

Commission is unanimous on these issues and expect that the 
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reasons for our conclusions will be .explained adequately in the 

Views of the Commission majority. 

III. CAUSATION OF MATERIAL INJURY: 
GENERIC CEPHALEXIN CAPSULES FROM CANADA 

In assessing whether there is a reasonable ·indication that· 

the domestic industry has suffered material injury by· reason of 

the subject imports, I have conducted the three-part inquiry 

suggested by the statute under which we conduct Titie VII 

investigatibns. Using this approach, I have evaluated the 

possible existence of material injury by comparing the· conditions 

experienced by the domestic industry to the conditions that would 

have obtained had there been no less than fair value ("LTFV") 

imports. The three parts of the inquiry needed to carry out this 

analysis are as follows. First, conclusions mu~t be rea6~~d 

respecting the extent to which the prices and sales. of the 

subject imports were' affected by the dumping that is alleged to 

have taken place. Second, it is necessary to draw inferences 

concerning the effect of these apparent changes in the market for 

the subject imports on prices and sales of· the domestic like 

product. Third and finally, the impact of these changes in 

prices and sales of the domestic like product on employment and 

investment in the domestic industry must be considered. These 

questions are addressed separately below. 

Before turning to a discussion of these issues, I note that 

the 1988 Trade Act requires Commissioners. to address specifically 
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three factors that are set forth in the statute and also requires 

explanation of other, unlisted factors that a Commissioner 

considers relevant. In this regard, I should emphasize that the 

three-part inquiry that I have outlined is designed to analyze 

the particular statutory factors that we are required to consider 

in Title VII investigations. 

The first statutory factor is the volume of imports of the 

merchandise under investigation. The volume of allegedly unfair 

imports, and the effect of the unfair practice on the volume of 

such imports, are central to the first part of the Title VII 

inquiry, which evaluates the extent to which the sales and prices 

of these imports changed as a consequence of the alleged unfair 

trade practices under investigation; this inquiry necessarily 

entails full consideration of the actual volume of the subject 

imports during the period covered by the investigation. 

The second statutory factor, the effect of the subject 

imports on prices in the United States for like products, is the 

principal focus of the second part of the three-part inquiry. 

Examination of the relation between the imports and domestic like 

product, and the nature of the markets for the production and 

consumption of the domestic like product, is essential to 

evaluation of the effect of the allegedly unfair imports on ~h~ 

prices of the domestic like product. As the effect on prices is 

integrally related to effects on sales of the domestic product, 

the latter effects also are considered in the second part of the 

inquiry undertaken here. 
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The ~hird part of the inquiry explicitly focuses on the 

third statutory factor, the impact of the subject impo~ts on 

domestic producers of like products, including explicit attention 

to the various indicia of such impact listed in Title VII as 

subsidiary factor~ pertinent to this determination. 

Certain other relevant economic factors, such as data 

pertaining to the volume of saies made by Respondent producers in 

their home.markets or the dumping margins (the relative amounts 

by which ex-factory prices for sales of the subject product in 

the exporters' home market exceed comparable prices for sales to 

the United States), are also considered in carrying out this 

three-part inquiry. Their relevance is explained in the 

pertinent following subsections of this opinion. 

A .. LTFV Imports 

In this investi9ation, Petitioner has alleged that the 

subject imports were ~qld at prices reflecting significant 

·:margins of dumping. Specifically, Petitioner claims that the 

dumping m~rgins for thos,e sales ranged from a low of 18. 42% to a 

.·. high ·of 39.73%, depending upon the specific dosage of the 

cephalexin capsules that are alleged to have been dw:nped.46/ 

The decline -in the price of the dumped imports that occurs as a 

result of dumping, while .related to the facts subsumed within the 

.dumping margin, will in general be less than the full amount of 

the dumping margin. 

46/ See Petition, as amended by filing dated November 14, 1988, 
at 10-11. 
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As I have explained elsewhere, assessment of the change in 

price consequent to dumping is informed by the nature of dumping, 

which is statutorily defined as simply a disparity in price 

between a (higher-priced) foreign market and the (lower-priced) 

U.S. market. While in this investigation the nature of the 

dumping, and the consequent implications for its effect on the 

prices of the allegedly dumped imports, is plain, the price 

differences that constitute (jumping need not always have a singl·e 

cause. Dumping may reflect, for instance, the desire to capture 

the value of an established brand name in a market where that 

name is known but not to add a premium for that name when its 

goods are introduced into a new market.47/ This is hardly likely 

to have been the explanation for any dumping that has taken place 

in connection with the sale of the subject imports, for the 

Canadian.producer.is a recently-created joint venture of a U.S. 

company, LyphoMed Ventures, Inc., and a Canadian firm, Novopharm, 

Ltd . .!B,/ Their product is sold as a generic good. The 

.-Respondents apparently do not have any brand name on which to 

capitalize in the Canadian market. So, too, predation, which 

never ~ be demonstrated and is, in all events, a most 

improbable explanation for dumping,49/ is a thoroughly unlikely 

~/ Microdisks, supra, at 77. 

!.a.I Report at A-12 . 

.i9./ The Supreme Court in Matsushita Electric Industries Co. v. 
Zenith Radio Corp., 475 U.S. 574, 589 (1986) recognized that 
"predatory pricing schemes are rarely tried, and even more rarely 
successful". 
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explanation for the dumping in which Respondent~· are alleged to 

have engaged, since Respondents have only a small ~hare -of the 

U. s. market..2..Q./ and cannot realistically expect .. or have ~xpected, 

to achieve a dominant positipn in that market. The most likely 

explanation for the alleged dumping i~ the one that explai.ns most 

instances of dumping --- that ~s. the -foreign producer ~as charged 

different price$ in the U.S. and Canadian markets because the 

producer enjoys more. market power ~n the Canadiah market than in 

the U. s. market and seek_s. to increase its_ overall profitabi_lity 

by charging more where the producer is. able t,o and less where he 

faces mo;r-e competition._5_1/ 

In any case where such differential pricing· has occurred, 

the actual decrease in the price ot the subject ~mports that 

occurred consequent to dumping, . as a percentage ot the_ c;iumping, 

margin, will be, in large measure, a function of t_he p:;-opo:rt.ton 

of the sales of the subject foreign producer(s) i-n their combined 

U. s. and (respective) home market that is acc_oµnted _f.or by sales 

in their (respective) home"market.-52./ In reality, an· estimate of 

-5..Q./ See discussion, infra·, - at 64. 

21/ Commentators who.have studied differential pricing in 
international markets have long believed that this is the best 
explanation for most instances of dumping. See, ~. G. von 
Haberler, the Theory of International Trade with its Application 
to Commercial Policy 296-317 (1936)_. 

-52./ See, ~. Granular Polytetrafluoroethylene Resin from Japan, 
Inv. No. 731-TA-385 (Final), USITC Pub. 2112 (August 1988) 
(Additional Views of Commissioner Cass) at 74; c·ertain Bimetallic 
Cylinders from Japan, Inv:-No. 731-TA-383 (Final), USITC Pub. 
2080 (May 1988) (Additional Views of COIJlffiissioner Cass) at 44. 
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the decrease in the price· of the dumped product that is derived 

in this fashion will somewhat overstate the price decrease as it 

represents an approximate upper bound of that decrease . .5_1/ 

However, this approximation suffices for purposes of this 

investigation because it is, if anything, overstated in a manner 

that can only be favorable to Petitioner. 

In this case, Respondents' sales in their home market, 

Canada, accounted for [ * * * * * ] of their 

total sales in the combined U .. S./Canadian market. During the 

first nine months of this year, which covers the period when 

dumping is alleged to have occurred, Respondents' sales in Canada 

accounted for only * of their sales in that combined 

market . .5..4./ Accordingly, even accepting the upper bound of the 

dumping margins alleged by Petitioner, as I have for the purposes 

of this preliminary ·investigation, the alleged dumping could have 

caused the price of the subject imports to decline, at most, by a 

very small percentage of .the dumping margin (a portion of the 

dumping margin approximately equivalent to the proportion of 

sales in the home market) . .5...5_/ This in turn would have produced 

23./ For a thorough explication of this subject, see USITC 
Memorandum EC-L-149, Assessing the Effects on the Domestic 
Industry of Price Dumping, Part I (May 10, 1988) from the Office 
of Economics at l, n. l, 13, 19-21 . 

.5..4./ See Report at A-27, Table 18. 

25./ Microdisks, supra, at 82, n. 100. For a full explanation of 
the technical basis for this calculation, see USITC Memorandum 
EC-L-149, supra. This memorandum has been made publicly 
available, as have simulation models incorporating this calculation. 
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an even smaller change in the actual price of the Respondents' 

product, approximately proportional to the product of the 

fraction just described multiplied by the fractional margin of 

dumping; the resulting fractional change in Respondents' prices 

would at most range from about [ * ]% to .[ * ]%. 

As discussed further below, this minimal price decrease 

could not have produced more than a very small increase in sales 

of the subject imports. It is unlikely that this increase 

amounted to more than a trivial percentage of the sales actually 

made by Respondent producers in the United States during the 

relevant period. 

B. Domestic Prices and Sales 

In this investigation, the record evidence indicates that 

the minor changes in the market for the subject imports that 

could have resulted from the alleged dumping would have produced 

correspondingly insignificant changes in the price and sales of 

the domestic like product. The U.S. market penetration of the 

subject imports during the period covered by the inv~stigation 

was, and continues to be, low. The subject imports, measured on 

the basis of value, accounted for, at most, [ * ]% of total U.S. 

consumption of cephalexin capsules in 1987 and [ * ]% in the 

first nine months of 1988 . .5....6,/ By volume, U.S. sales of subject 

imports amounted, at most, to * ]% of U.S. consumption of 

cephalexin capsules in 1987 and * ]% in the first nine months 

.5....6./ Report at A-28, Table 21. 
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of 1988 . ..5..1./ These figures are, to some extent, overstated 

because the Commission did not receive shipment or other data 

from [ * ] domestic producers of cephalexin capsules;.5.Jl/ total 

domestic consumption of cephalexin capsules was therefore higher, 

and Canadian market penetration was therefore lower, than the 

figures compiled by the Commission might, at first blush, 

suggest. In any event, the market penetration data, standing 

alone, suggest that the impact of the subject imports on sales of 

the domestic like product was limited. Certainly, in view of the 

small market share captured by Respondents' product and the very 

small price and volume difference that 'followed from the asserted 

unfair trade practice, the change in .these data consequent to 

dumping must have been quite small indeed. 

The record strongly suggests· that the price of the domestic 

like product was not significantly affected by the changes in the 

market for the subject imports that may have occ~rred consequent 

to the alleged dumping. The magnitude of these changes is itself 

so· small as to suggest that this was the case, even though record 

evidence indicates that the domestic like product and imported 

Canadian product are highly substitutable.22_/ Any significant 

impact is particularly unlikely given the small market share held 

.5...8./ Id. at A-12. 

~/ In particular, we have found that "[i]mported cephalexin 
capsules are generally comparable in quality to those produced 
domestically and, as such, can be used interchangeably". Id.· at 
A-5. 
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by Respondents and the relatively great disparity between generic 

cephalexin capsule prices, including Respondents', and prices for 

Keflex capsules. 

The price data collected by the Commission do ·not provide 

any basis for a contrary conclusion. The price ot generic 

cephalexin capsules sold in the U.S. market declined sign-

ificantly over the period covered by the investigation.60/ 

However, as Respondents argue.Q.1/ and Petitioner essentially 

acknowledges,.Q.2./ this price trend does not differ from what would 

be expected in the absence of imports, dumped or otherwise: it is 

normal for prices of generic drugs to decline following the 

expiration of the patent on the original, brand-name product, as 

other producers of the generic drug enter the market. In short, 

the record evidence does not support an inference that the 

subject imports were responsible for the dec'line in the price of 

the generic pr.oduct. Furthermore, the price data compiled by the 

Commission likewise contain little, if any, evidence that the 

Canadian producers have been competing with the domestic industry 

principally on the basis of price.fill These data are admittedly 

incomplete in that * * * * * . 

.6..Q./ .Id.i_ at A-31-A-32. As previously noted, the price of Keflex 
has remained at more or less the same level. Id. at A-32-33 . 

.2.1/ Respondents' Postconference Brief at 14-15, 21; Transcript of 
11/17/88 Conference ("Tr.") at 136. 

~/ Petition at 36 . 

.2.ll .s..e..e. Report at ·A-34-A-37. 
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* * * * * * * 

* * * * * * * 

* * ] .64/ However, even if these adjustments 

were made, in the course of a final investigation or otherwise, 

there is, in my view, no likelihood that the adjusted data would 

suffice to support an affirmative determination. 

c. Investment and Employment 

The data relating to employment and investment in the 

domestic industry that have been collected by the Commission 

also provide no basis for an inference that the alleged dumping 

has caused material injury to that industry. Various measures 

indicate that employment in the industry has not suffered. 

Employment figures appear congruent with what one would expect of 

an industry evolving from a monopoly, brand-drug market into a 

competitive; generic market. During the first nine months of 

this year, total employment of production workers involved in the 

production of cephalexin capsules was in fact slightly higher 

than it was in the comparable period in 1987 . .22/ Over the same 

period, the total hours worked by such employees was slightly 

lower, but the total compensation paid to them was more or less 

.QA.I See id. at A-34 . 

.Q.5./ Id. at A-19, Tables 10-11. 
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the same . .2..Q./ The hourly wages paid to such workers actually 

appears to have increased during that time.67/ 

The financial data are more difficult to interpret. The 

domestic firms producing. generic cephalexin capsules are quite 

profitable, although substantially less so than they were in 

1987, when the generic drug was introduced.68/ However, given 

the pricing pattern normally to be expected after the 

introduction of generic drugs into the marketplace -- 1..._g_._, 

significant price decreases normally occur as other generic 

producers enter the market..Q.!l/ -- this development is not 

surprising. There is no record evidence that even remotely 

suggests that the subject imports, accounting for only a small 

share of the U.S. market, could have been responsible for any 

significant portion of the reported change in the profitability 

of the generic producers. To the contrary, for the reasons 

previously discussed, the record evidence indicates that it is 

quite implausible that the subject imports could have caused, or 

significantly contributed to, a material decline in the 

profitability of domestic firms. 

Finally, I note that the producer of Keflex, Eli Lilly, 

..QQ/ Id. 

fill Id. 

68/ Id. at A-21, Table 14. 

Q.!l/ See discussion, supra, at 66. 
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* * * * * * * * * ] . 70/ 

The possibility tpat ·such data ·( * * in a final 

investigation does not provide a basis for an affirmative 

de.termination in this investigation. For one thing, it is 

readily apparent that Lilly's Keflex operations are quite 

profitable. Given the substantial amount by which the price of 

Ke flex exceeds the price of .the generic;.: product,. it is obvious 

.that Lilly must be covering the cost of its Keflex operations by 

a very substantial margin. Even assuming Lilly were to produce 

data·±ndicating that the profitability of these operations has 

declined significantly during the past two years, the Commission 

would not have a rational basis ·for attributing this decrease to 

the subject.imports. The obvious explanation.for any decline in 

:the profitability· of Ke flex is the expiration of the Ke flex 

patent and consequent opening of the cephalexin capsule market to 

competition from ·generic products. ]Jj , While an erosion in the 

profitability of Lilly's Keflex operations would- doubtless 

eme-rge,. it is extraordinarily unlikely that Petitioner could link 

evidence of such a change to the subject imports. In short, 

there is no realistic likelihood that the [ * * J 'of 

Lilly's Keflex financial data would support an affirmative· 

determination in a final investigation. 

]JJ./ Report at A-19. 

1.J../ It should also be noted that Petitioner, by requesting the 
Commission to adopt a like-product definition that excludes 
Keflex, has already essentially admitted that the subject imports 
have not materially impaired the profitability of Keflex. 
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IV. THREAT OF MATERIAL INJURY 

In the Commission's recent decision in Shock A,bsorbers and 
. ,· . 

pgrts. Components and Subassernblies Thereof from B~azil,72/ we 

had occasion to discuss at some length the circumstances under 

which the Commission may make an affirmative determination in a 

preliminary investigation based upon a finding that material 

injury is threatened. In 'that case, we found that no such threat 

existed for reasons that I believe apply with equal force in this 

proceeding. 

The starting point in any analysis of the issue of ·threat is 

the statutory command that the Commission make an affirmative 

determination only "on the basis of evidence that the threat of 

material injury is real and that ·actual injury is imminent",.1.J./ 

Furthermore, while analysis of nonobservable events invariably is 

required, such a determination may not be made on the basis of 

mere conjecture or supposition.74/ In a preliminary 

investigation, a reasonable indication of threat of material 

injury will, of course,· suffice. Still, Congress has made clear 
. . 

that, even in that context, we are to make affirmative deter-

minations only when we are presented with concrete evidence that 

imminent injury is threatened . .15./ 

12.I Inv. No. 731-TA-421, USITC Pub. 2128 (September 1988). 

T:J./ 19 u.s.c. Section 1677(7) (F) (ii) . 

.15./ ~ 19 u.s.c. Section 1677(7) (F) (ii)·. 
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Title.VII,· as·'amended·,by the 1988 Trade Act, directs the 

Commission· tcr' consider a number of specifically enumerated 

factors in asse'ssing whether there is a sufficient threat of 

material injury·.· The· listed factors that are relevant, or 

potentially relevant',·1-Q./ ·for our purposes are the following: 

(1) the.ability arid likelihood of the foreign producers 
to increase the level of ~xports to the United States 
dlie to increased production capacity or unused 
capacity; . . . 

(2) any rapid increase in penetration of the U.S. market 
by imports and the likelihood that the penetration 
will increase to injurious levels; 

: ., 

(3) the probability that imports will enter the United 
· · St~tesnat pri~es that will have a depressing or 

suppre$sing effect on domestic prices of the 
merchandise; 

(4) 

( 5) 

(6) 

(1 r 

any substanti"al increase in inventories of the 
merchandise in the United States; 

., . 

underutilized capacity for pr.educing the merchandise 
in' the exporting country; . 

. actual ahd ·potential negative effects on the 
existing development and production efforts of the 
domestic industry, including efforts to develop a 
derivative or more advanced version of the like 

· · product;" .· ' · ·-

any ·other demonstrable adverse trends that indicate 
that importation of the merchandise will be the cause 

·of actual injury·. 77/ ' 

In this investi~ation,· I belie~e that there is no 

conceivable basis .:...._·other· than' speculation of the kind in which 

1-Q./ Certain other statutory factors are not relevant because they 
relate to facts not presented in this case, ~. cases where 
subsidy allegations are made. 

77/ See 19 U.S.C. Section 1677(7) (F) (i). 
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we are prohibited from engaging -- upon which we migQt find that 

any of these factors indicates that.there is a reason~ple 

indication of threat of material injury. to the domestic industry. 

Indeed, Petitioner appears to have recognized as much: Petitioner 

has explicitly disavowed any claim that the·domes~ic industry is 

threatened with material injury . .1.B./ I will, nonetheless, 

consider the statutory criteria, guarding against the remote 

possibility that the Petitioner has not recognized its own best 

argument·. 

To begin, there is no indication in the recorq that the sole 

Canadian producer exporting to the United States is expanding 

production capacity. It appears that the Canadian producer does 

have a certain amount of unused production capacity -- its 

capacity utilization rate during the first nine months of this 

year was [ * ]%1.2./ ~- but the record is devoid of any indication 

that this unused capacity is likely to be used' to inc~~ase 

exports to the United States. 

Similarly, there has been no rapid increase in the market 

penetration of the subject imports. At first blush, the data 

compiled by the Commi.ssion might appear to suggest that the 

market penetration of this product during the first·nin~ months 

of this year was [ * * l the level experienced during the 

lli/ Tr. 51. 

79/ Report at A-26, Table 17. 

. .. 
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comparable period in 1987 . .8..Q.I However, this increase is almost 

entirely illusory. During the first four months of 1987, when 

the Keflex patent was ~till in effect, generic cephalexin 

capsules, including the·subject imports, were not allowed in the 

domestic marketplace. If this is taken into account, it is clear 

that the subject imports have not been entering the U.S. market 

this year at a significantly·greater·rate than last ye~r~ 

There also· is no evidence before us suggesting a probability 

that the subject imports might have a·depressing o"r suppressing 
. .~ . 

effect on prices of the domestic like product. To the contrary, 

as previously discussed, the evidence that does exist indicates 

that those imports to date have had ·no significant effect of that 

kind.. We have not been presented with any evidence indicating 

tha·t this is' likely to change. 

Nor do inventories of importedcephalexin capsules support a 
. . 

finding of threatened injury from dumping. U.S. inventories of 
. . 

the subject imports [ . * * ] . Indeed, they have [ * * 

* * ] during.the t'irst nine months of this year relative.to 

the comparable period in 1"9 8'7 . fill 

The sixth threat factor likewise provides no support for an 

affirmative determination on this ground. There is no reason to 

believe that the subject imports have had, or potentially will 
... 

have; negative effects on any existing development and production 

.aQ.I ~id.._ at A~28, Table 21. 

fill .Id.._ at A-25. 
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efforts by the domesti,c industry. The record is essentially 

bereft of evidence relating to this issue. The limited evidence 

that is in the record· demonstrates that Petitioner is apparently 

prepared to proceed with its investment in a bulk cephalexin 

production facility, notwithstanding the presence of the Canadian 

producers in the domestic market . .82_/ 

As with the preceding factors, the fihal statutory factor 

does not add any basis for an affirmative determination. There 

is no other evidence before us of any demonstrable adverse trends 

indicating that the subject imports -imminently wili become the 

cause of actual injury to the domestic industry. As discussed in 

Part III of these Views, the subject imports have a. very small 

sha,re of the highly competitive U.S. cephalexin capsule market 

and, for reasons explained above, dumping cannot appreciably 

aqvance their competitive position in that market. 

In sum, then, the record before us not only does not contain 

any reasonable indication that the domestic indu_stty is. threat­

ened with material injury within the.meaning of the statute. 

Indeed, it contains no indication whatever that a,real apd 

imminent threat exists. 

Conclusion 

For the foregoing reasons, .I find that there is no 

reasonable indication of material injury, or threat of such 

.82/ lQ.._ at A-5. 
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injury, to the domestic industry. I dissent.from the contrary 

determination of my colleagues. 
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INFORMATION OBTAINED IN THE INVESTIGATION 

Introduction 

On October 27, 1988, a petition was filed with the U.S. International 
Trade Commission and the U.S. Department of Commerce by counsel on behalf of 
Biocraft Laboratories, Inc., Elmwood Park, NJ. The petition alleges that an 
industry in the United States is materially injured by reason of imports from 
Canada of generic cephalexin capsules 1/ that are being sold at less than fair 
value (LTFV). Accordingly, effective October 27, 1988, the Commission 
instituted investigation No. 731-TA-423 (Preliminary) under section 733(a) of 
the Tariff Act of 1930 (19 U.S.C. 1673b(a)) to determine whether or not there 
is a reasonable indication that an industry in the United States is materially 
injured, or is threatened with material injury, or the establishment of an 
industry is materially retarded, by reason of such imports. 

Notice of the· institution of this investigation and of a conference to be 
held in connection therewith was given by posting copies of the notice in the 
Office of the Secretary, U.S. International Trade Commission, Washington, DC, 
and by publishing a notice in the Federal Register of November 4, 1988 (53 F.R. 
44676). 2/ The conference was held in Washington, DC on November 16, 1988. 1/ 
On November 23, 1988, the U.S. Department of Commerce initiated an antidumping 
investigation to determine whether the subject merchandise is being, or is 
likely to be, sold in the United States at LTFV (53 F.R. 47563). 

The Commission's briefing and vote in this investigation was held on 
December 7, 1988. The statute directs the Commission to make its determination 
within 45 days after receipt of the petition, or in this case by December 12, 
1988. There have been no previous Commission investigations of cephalexin 
capsules. 

The Product 

Description and uses 

The product subject to the petitioner's complaint is generic cephalexin 
in capsule form. Cephalexin is a first generation semisynthetic broad­
spectrum cephalosporin antibiotic. It is used in the treatment of serious 
respiratory tract, skin and skin structure, and urinary tract infections, in 
humans and animals. 

Cephalexin in bulk form is the raw material used to manufacture the 
various dosage formulations. It is not used in the United States for any 

1/ Cephalexin is a semisynthetic cephalosporin antibiotic, considered a first­
generation cephalosporin on the basis of its spectrum of activity, commercially 
available as the monohydrate for oral administration, as provided for in item 
411.76 of the Tariff Schedules of the United States Annotated (1987) (TSUSA) 
(subheading 3004.20.00 of the Harmonized Tariff Schedule). The chemical 
formula is C16H17N304S. The term generic cephalexin in this investigation 
refers to a product. approved by the Food and Drug Administration (FDA) through 
an abbreviated new drug application (ANDA) because the product is sufficiently 
similar to the pioneer product (the product originally approved by the FDA). 
"Generic" is defined as "nonproprietary; denoting a drug name not protected by 
a trademark," in the Dorland's Pocket Medical Dictionary, 22nd ed., 1977, 
p. 292. 
21 Copies of cited Federal Register notices are presented in app. A. 
1/ A list of witnesses who appeared at the conference is presented in app. B. 
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purpose other than the manufacture of finished dosage forms of cephalexin. 
Bulk cephalexin can be purchased in compacted and noncompacted forms. In 
compacted bulk cephalexin, the particle size of the product has been 
mechanically altered by means of hydraulic pressure. Compacted bulk is used 
primarily in the manufacture of capsules and tablets, aiding in the efficiency 
of production, while noncompacted bulk is used for oral suspension. However, 
the need for compacted bulk is dependent upon the machinery used to produce the 
capsules or tablets; not all machinery requires compacted bulk cephalexin. 

Cephalexin is used in three dosage forms for medical treatments: 
capsules, tablets, and oral suspension. The capsules are by far the most 
popular formulations used in the United States, comprising approximately 80 
percent of demand for the drug in 1987, and can be prescribed in 250mg or SOOmg 
dosages. The pills are formed by mixing powdered cephalexin with inert 
substances and then encapsulating the mixture into a gelatin capsule (see 
section entitled Manufacturing processes below). Tablets are also prescribed 
in 250mg and 500mg dosages, and Eli Lilly and Co~ (Lilly) produces a i gram 
tablet as well. 1/ 

Cephalexin prescribed in oral suspension form is shipped from the 
manufacturer as a powder and then reconstituted by the pharmacist into the 
proper dosage amount. This formulation is a flavored liquid mixture designed 
to be taken orally, as the name implies. Generally, cephalexin in oral 
suspension form is prescribed for children and older persons who might have 
difficulty swallowing a capsule or tablet •. Once reconstituted, the mixture 
must be refrigerated and has a shelf life of about two weeks. 

Product substitutability 

The antibiotic market as a whole is highly competitive. In general, many 
of the antibiotics and most of the cephalosporins can be substituted for one 
another on a case-by-case basis, at the physician's discretion, after 
considering the broad spectrum of action of the individual products. 
Therapeutic treatment with cephalexin, as with other antibiotics, depends 
primarily on a combination of factors--the efficacy of the product against the 
organism responsible for the infection (which is determined on the basis of a 
culture) and the patient's sensitivity to a particular product, taking into 
consideration the patient's concurrent conswnption of other medications. 
Patients who are allergic to penicillin, for example, have frequently exhibited 
hypersensitive reactions to cephalosporins. Cephalexin, as with other 
cephalosporins, is potentially physically and/or chemically incompatible with 
some drugs, including aminoglycosides, but the compatibility depends on a 
combination of factors, including drug concentrations. 

Within the cephalosporin classification of antibiotics, there are 19 
different drugs categorized by first, second, or third generation. In general, 
each generation of cephalosporin has a narrower spectrum of activity, so that 
the antibiotics with the broadest uses are in the first generation and those 
with the narrowest uses are in the third generation. It is possible to 
substitute between generations for some applications. More information on 
cephalosporins is provided in app. C. 

Regardless of the antibiotic prescribed, it is not possible for a 
pharmacist or patient to substitute among dosage forms after the prescribing , 

11 American Hospital Formulary Service, Drug Information 88, 1988, p. 145. 
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physician has written the prescription. There also appears to be a division 
between oral and injectable applications of antibiotics: oral antibioticsare 
prescribed for the less-ill, home-based patient, whereas injectables are 
reserved for treatment of the seriously ill, usually hospitalized, patient. 
Cephalexin is not available in an injectable· form. Therefore, a patient 
requiring a dosage level higher than that available for oral administration 
would be treated with an antibiotic other than cephalexin, even if the 
infection were one of the type that might normally be treated with cephalexin 
under other circumstances. 1/ 

Substitution of the generic for the branded product can be made.at two. 
levels, by the prescribing physician or at the pharmacy, and the laws vary from 
state to state. In 19 states, a two-line prescription form is required, so 
that the physician must specifically state on the prescription form that 
generic substitution is permissible. In 26 states, a one-line prescription 
form is used, ·so that unless the physician writes "dispense as written" or some 
equivalent, the pharmacist is allowed to offer the patient the generic version 
of the product. In 5 states, either form may be used. Of the states that have 
adopted the one-line form, 17 require a handwritten phrase by the physician to 
rule out substitution, while 9 other states allow various combinations of 
preprinted boxes or abbreviations. Z/ 

Along with the two-line prescription form, the other two most significant 
barriers to generic substitution are the authority of independent state 
formulary commissions and state provisions mandating a full percentage savings 
pass-through to·consumers. However, these barriers are the targets of 
intensive lobbying by pro-generic forces, such as the American Association of 
Retired Persons (AARP). l/ In 1991, the generic drug producers will benefit 
from implementation of the Medicare Catastrophic.Coverage Act of 1988, which 
will require all U.S. pharmacies to dispense generic drugs to Medicare patients 
unless a physician specifically indicates "brand medically necessary" on 
prescription forms. ~/ 

11 There is evidence that the' division between oral and injectable antibiotics 
is lessening. ·A new category .of antibiotics, called quinolones, is being 
aggressively marketed by several pharmaceutical companies and could garner 10 
percent of the antibiotic market within 3 to 5 years. The attractiveness of 
quinolones is the combination of strength and oral administration, thus 
reducing the costs associated with the hospitalization required for intravenous 
treatment. A new, third-generation cephalosporin, ceftazidime, is expected to 
offer quinolones heavy competition, even though it must be administered 
intravenously. At the same time, quinolones are expected to erode the position 
of a number of antibiotics, including cephalexin and cefaclor, first and second 
generation cephalosporins, respectively. (Chemical Business, May 1988, 
pp. 38-41.) 
2.1 Petitioner's postconference statement, pp. 10-14. 
l/ F-D-C Reports, Feb. 1, 1988. Provided in Petitioner's postconference 
statement. 
~/Business Week, Dec. 5, 1988, p. 172·. 
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M~nufacturing processes 

Bulk cephalexin is the active ingredient used in the cap~ules under 
i~vestigation. This product is produced by the chemical modification of a 
microbial product derived from the fermentation of Cephalosporium 
as:remonium. 1/ 

It should be noted that although the procedure described below applies to 
cephalexin products, *** indicated on their questionnaire responses that other 
cephalosporins could be produced on the same ·equipment. 

Petitioner describes the production and quality control pr~cedures used in 
~he production of cephalexin in dosage form at their cephalosporin facility in 
A:ppendix A of the petition. This procedure is essentially the same for all 
producers, and is swmnarized in the following paragraphs~ It should be noted 
that the manufacturing procedure for bulk cephalexin is substantially . 
different, requiring a fermentation process and highly trained worker~. 2:.1 

When the bulk cephalexin is received at the company fatility, each dr_um is 
verified for content, lot number, and physical condition, and then transferred 
to a quarantined holding area. The raw material is sampled and tested for 

·potency and purity, then released 'for use in production. 

In order to facilitate the processing of the bulk cephalexin into finished 
(dosage) form, certain inert additives,_ such as starch, must be mixed with the 
bulk product. The ingredients are rechecked and weighed, 'sifted, and loaded 
into mixers. "!**.are required to mix a capsule batch properly: *** are 
required to mix powder for oral suspension, due to the greater number 9f inert ' 
ingredients (sugar, flavorings, etc.). 

The mixture is then metered into dosage formulations. Capsule-filling 
machines are used to produce capsules. Filled capsules are passed through 
machines that individually weigh and sort the product and reject any capsules 
that are not within specifications. 

The finished caps·ules are screened rigorously for quality assurance and 
then polished. Each batch takes approximately *** to encapsulate, *** to 
inspect, and *** to polish. According to industry sources, the encapsulation 
process used in the United States is similar to that used worldwide, both in 
terms of the actual process and in terms of cost. Capsule batches are bottled 
on a high-speed packaging line, a process requiring approximately***· 

Powder for oral suspension, after mixing, is packaged on a high speed 
bottle-filling line. The process requires approximately *** to complete one 
batch. 

Although***, other industry sources indicate that the mixture of active 
and inactive ingredients is the same as for capsules. To.·form tablets, the 
mixture is tightly compressed and often coated with a light film. 1/ 

1/ Kirk-Othmer, Encyclopedia of Chemical Technology, third edition, vol. 2, 
pp. 889-95. 
Z/ Telephone conversation between Commission staff and *** , Dec. 1, 1988. 
'Ji Telephone conversation between Commission staff and officials_ at***, 
Nov. 23, 1988. 
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All labeling materials are strictly controlled. Labels and brochures are 
quarantined until they are proofread against a master label and verified for 
accuracy. Inventory records regarding the receipt, issuance and return of 
labeling materials are maintained. 

Product samples are gathered and tested at each stage of the manufacturing 
process. Samples of the finished product are tested for moisture content, 
assay, dissolution, arid weight variation. Additional samples are gathered for 
retention and stability purposes as per the FDA's Good Manufacturing Processes 
(GMPs). 

Prior to the expiration of the U.S. patent on cephalexin in April 1987, the 
patent holder, Eli Lilly, was the only domestic company that could lawfully 
produce the chemical and then market it domestically in finished form. As of 
the end of 1987, Eli Lilly was still the only domestic manufacturer of bulk 
cephalexin, marketing the chemical in capsule, tablet, and oral suspension 
forms under the trade, or brand name, Keflex. Lilly also has a patent on a 
tablet of cephalexin monohydrate called Keflet. 

Since April 1987, however, five other domestic producers have entered the 
market with generic versions of cephalexin in dosage form. Additionally, 
Biocraft Laboratories and *** recently received FDA approval to manufacture 
bulk cephalexin domestically. Production for both companies is expected to 
start sometime in early 1989. 

Imported cephalexin capsules are generally comparable in quality with 
those produced domestically and, as such, can be used interchangeably. FDA 
regulations and U.S. Pharmacopeia standards require that all medicinal 
chemicals consumed in the United States, including cephalexin and other 
cephalosporins, must meet certain criteria regarding purity and efficacy. In 
addition, facilities producing these products domestically and abroad must be 
approved by the FDA and must comply with the GMPs. Antibiotics, for example, 
must be manufactured in separate equipment from other medicinal chemicals to 
prevent cross contamination. Products produced in another country, such as 
Canada, can only be exported to the United States if the producing facility is 
FDA approved. (See app. D for a summary of FDA regulations.) 

The drug approval process in Canada for drugs manufactured in that country 
is fairly similar to that of the United States. 1/ Certain agreements have 
been reached between the two countries that reaffirm this. One such agreement 
permits Canadian inspectors to perform the initial inspection that the FDA 
requires on products for which a new drug evaluation has been filed with the 
FDA (i.e., those products intended for export to the United States). 

A Canadian company would, however, still experience varying degrees of 
difficulty in obtaining FDA approval to export a particular product to the 
United States, generally for reasons other than product quality. For example, 
a drug that is approved in Canada for two applications will probably need 
additional approval in the United States if it is targeted for three 
applications. Labeling standards could be different, requiring new equipment 
or increased capital expenditures. 

11 According to a staff telephone conversation with a representative of FDA, 
Nov. 23, 1988. 
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Tbe U.S. market 

Many changes have taken place in the U.S. pharmaceutical ind~stry over the 
last decade. While the prescription drug market continues to be one of the 
most profitable industries in the United States, the industry has experienced 
little recent growth, and the availability of new prescription drugs tends to 
slow sales of the older ones. Competition in the industry has increased 
dramatically and will continue to increase as companies identify new markets 
for existing products and/or identify new products for existing markets. 1/ 

Sales of off-patent drugs, which include both brand name drugs and generic 
drugs, totaled approximately $7 billion in 1987, or approximately 20 percent of 
the U.S. market, compared with 10 percent in 1983. Generic drugs accounted for 
about 30 percent of the off-patent sales, or about $2 billion. 2/ · Sales of 
generic drugs are estimated to be increasing by about $400 million yearly. 
Drugs are prescribed during 60 percent of office visits to practitioners, and 
an estimated 20 percent of prescriptions are written generically. Nine out of 
10 of the most widely used prescription drugs are now available generically. 
It is predicted that the market for generic drugs could double by 1992, as 
patent protection is lifted on another 35 prescription drugs, adding an 
estimated $3.5 billion to generic sales. ll Several factors have favored the 
increased sales of generic products, including the relative speed with which 
they can be approved in the United States, and the strong economic and 
political pressures for reductions in medical costs. 

In 1987, the FDA approved 21 new drugs compared with 20 in 1986. The 
average review time for the new drugs was 32 months. ~/ Although this was two 
months shorter than that in 1986, it was still longer than the estimated one 
year for a generic product. 2/ 

Generics are generally lower in price than the branded product, primarily 
because of the lack of the high overhead costs of research and development 
(R&D) and clinical testing, but also because competition grows stronger as more 
generic producers enter the market. The R&D costs associated with innovative 
products were estimated to account for 15 percent of the sales revenues of 
innovative firms in 1987. The average overall cost of developing an innovative 
drug, including R&D, clinical testing, and FDA approval, was estimated to be 
over $1 million in 1987. Q/ In comparison, the cost of preparing a generic 
product was estimated to be $150,000. II 

The lower cost of generics is appealing to the customer and·the 
pharmacist. In the latter case, sales of lower-priced product can result in 
higher profit margins. In addition, many medical insurance companies have 
lowered reimbursement amounts to customers, favoring the lower-priced products. 
Sales of off-patent drugs are expected to continue to increase by approximately 
20 to 25 percent per year, reaching $8 billion in 1990, when nearly all of the 
patents on the top 200 ethical products are expected to have expired. ft/ 

1/ U.S. Industrial Outlook 1988, p. 18-5. 
21 The Economist, Feb. 7, 1987, pp. 3-14. 
ll U.S. Industrial Outlook 1988, pp. 18-5, 18-6. 
~/Statistical Fact Book, 1988, pp. 20-26; Tbe Economist, Feb. 7, 1987. 
21 The Economist, Feb. 7, 1987. 
Q/ Pharmaceutical Manufacturers Association, Statistical Fact Book, 1988, p. 
20. 
II The Economist, Feb. 7, 1987, 
~/The Economist, Feb. 7, 1987, 
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Companies with brand name products have at times responded to increased 
sales of generic drug~ by instituting price hikes and increasing advertising 
that emphasizes the perceptions of quality and security that are generally 
associated with branded products. These companies have also developed active 
trademark registration and enforcement policies, as well as alternative 
formulations of the branded products. 1/ However, there is some evidence that 
the trend is for major pharmaceutical companies to "abandon" a product to the 
generic market once its patent expires, and concentrate instead on developing 
and promoting a patented substitute. 

The experience of the generic cephalexin producers in the United States in 
·many ways mirrors the experience of the pharmaceutical industry overall. In 
the 17 months since the patent on Keflex expired, five domestic producers and 
six importers have entered the marketplace for cephalexin products, in addition 
to· the original producer Lilly. The normal trend for the generic industry is 
for the product to be introduced by the first generic producer at a price 
approximately one-half the price of the branded product, and for the price to 
fall after that point, depending on demand and the number of other producers 
entering the market. 11 Industry sources confirm that this is indeed the case, 
and in fact state that this cycle may be moving faster and the "window of 
profitability" for generic drugs may be growing smaller, particularly for drugs 
where the patented version, like Keflex, was a popular item. J/ The number of 
generic producers entering the market also influences the rate of price decline 
for generic ~roducts~ !/ 

U.S. tariff treatment 

U.S. imports of cephalexin capsules are presently provided for in item 
411.76 of the Tariff Schedules of the United States (TSUS) as "Antibiotics 
other than penicillin obtained, derived, or manufactured in whole or in part 
from any product provided for in subpart A or B of part lC of schedule 4", ~/ 
The duty rate for most-favored-nation (col. 1) countries is 6.6 percent ad 
valorem. Q/ The column 2 duty rate is 7 cents per pound plus 45 percent ad 
valorem. This classification includes all cephalexin, whether or not in dosage 

11 Industrial Minerals, August 1988, p. 43. 
11 Statement of Jerry Moskowitz, Biocraft Laboratories, at the staff conference 
held Nov. 16, 1988. See transcript, p. 68. 
JI Telephone conversation between Commission staff and staff of the U.S. Food 
and Drug Administration, Nov. 15, 1988. 
!/ Statement of Leslie Dan, Novopharm, Ltd. at conference. See transcript, 
p. 176. 
21 According to information provided by the National Import Specialist for this 

-·product at the U.S. Customs Service. 
§/ The rates of duty in col. 1 of the TSUS are most-favored-nation (MFN) rates 
and in general represent the final stage of the reductions granted in the Tokyo 
Round of the Multilateral Trade Negotiations. Column 1 duty rates are 
applicable to imported products from all countries except those Communist 
countries and areas enumerated in general headnote 3(d) to the TSUS, whose 
products are dutied at the rates set forth in col. 2; the People's Republic of 
China, Hungary, Poland, and Yugoslavia are the only Communist countries 

-eligible for MFN treatment. Among articles dutiable at column 1 rates, 
particular products of enumerated countries may be eligible for reduced rates 
of duty or for duty-free treatment under one or more preferential tariff 
programs. Such tariff treatment is set forth in the special rates of duty column. 
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form. It also covers all imports of antibiotics, other than penicillins, that 
are either benzenoid in structure or derived from benzenoid sources. Examples 
of other products that would be classified in TSUS item 411.76 include 
chloramphenicol, moxalactam, and imipenem. Other antibiotics (i.e., non­
benzenoid) imported in bulk are provided for in TSUS items 437.30-.32. 1/ 

Cephalexin is not eligible for duty-free entry under the Generalized 
System of Preferences (GSP); 21 however, it is eligible for duty-free entry 
under the Caribbean Basin Economic Recovery Act (CBERA), ll and under the 
United States-Israel Free Trade Area Implementation Act of 1985 as indicated in 
the special column. ~/ The proposed rate of duty for goods originating in the 
territory of Canada will be 3.3 percent ad valorem, if the U.S.-Canada Free 
Trade Agreement is implemented. 

Under the Harmonized Tariff Schedule of the United States CHTS), which 
becomes effective January 1, 1989, this chemical is classified in subheading 
3004.20.00 as medicaments, put up in measured doses or in forms or packings for 
retail sale, containing antibiotics other than penicillins for human use. i/ 

11 The latter tariff item was originally considered by the petitioner to be 
the TSUS number under which U.S. imports of cephalexin capsules entered. There 
was also originally some confusion among U.S. Customs import specialists 
regarding the proper classification for cephalexin capsules, and some importers 
did import capsules under the wrong tariff item for a short period of time. In 
order to avoid understatement of imports, however, the Commission requested iP 
its questionnaires that imports of cephalexin products under any TSUS 
classification be reported. 
21 The Generalized System of Preferences (GSP) affords nonreciprocal tariff 
preferences to developing countries to aid their economic development and to 
diversify and expand their production and exports. The U.S. GSP, enacted in 
title V of the Trade Act of 1974 and renewed in the Trade and Tariff Act of 
1984, applies to merchandise imported on or after January 1, 1976 and before 
July 4, 1993. Indicated by the symbol "A" or "A*" in the special rates column, 
the GSP provides duty-free entry to eligible articles the product of and 
imported directly from designated beneficiary developing countries. 
ll The Caribbean Basin Economic Recovery Act (CBERA) affords nonreciprocal 
tariff preferences to developing countries .in the Caribbean Basin area to aid 
their economic development and to diversify and expand their production and 
exports. The CBERA, enacted in title II of Public Law 98-67 and implemented by 
Presidential Proclamation 5133 of November 30, 1983, applies to merchandise 
entered, or withdrawn from warehouse, for consumption on or after January 1, 
1984; it is scheduled to remain in effect until September 30, 1995. Indicated 
by the symbol "E" or "E*" in the special rates column, the CBERA provides duty­
free entry to eligible articles the product of and imported directly from 
designated Basin countries. 
~/ Preferential rates of duty in the special rates column followed by the code 
"I" are applicable to products of Israel under the United States-Israel Free 
Trade Area Implementation Act of 1985, as provided in general headnote 
3(e)(viii) of the TSUS. Where no rate of duty is provided for products of 
Israel in the special rates column for a particular tariff item, the rate of 
duty in column 1 applies. 
i/ The Harmonized Commodity Description and Coding System, known as the 
Harmonized System or HS, is intended to serve as the single modern product 
nomenclature for use in classifying products for customs tariff, statistical, l 
and transport documentation purposes. Based on the Customs Cooperation Counci -
Nomenclature, the HS is a detailed classification structure containing 
approximately 5,000 headings and subheadings describing articles in trade. The 
provisions are organized in 96 chapters arranged in 20 sections which, along 
with the interpretative rules and the legal notes to the chapters and sections, 
form the legal text of the svstem. Parti~~ rn rhP H~ rnnuPn+;nn ~n~oo ~~ h~"~ 
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The column 1 general rate of duty (the MFN rate) will be 3.7 percent ad 
valorem. 1/ This category covers all antibiotics, not elsewhere enumerated, 
that are imported in dosage form, regardless of how they are derived. 

Nature and Extent of Alleged Sales at LTFV 

The petitioner alleges that imports of generic cephalexin capsules from 
Canada are being sold in the United States at LTFV margins ranging from 18.4 to 
39.7 percent. These alleged dumping margins were calculated by comparing 
Canadian home market prices for generic cephalexin capsules with export prices 
to the United States based on bids by the importer to first unrelated 
customers. Home market prices are taken from the Drug Benefit Formularies 
(April and July 1987, January and July 1988) published by the Ministries of 
Health.of Ontario and Saskatchewan, Canada. 2/ The period covered by the LTFV 
analysis is the 10-month period from December 1987 through September 1988. 

Additionally, the petitioner alleges the existence of "critical 
circumstances," 'J./ i.e., that the importer knew, or should have known, that the 
exporter was selling at LTFV, since the importer, Lyphomed/Novopharm 
Pharmaceutical Co., is the U.S. side of a joint venture between Lyphomed, Inc., 
a U.S. manufacturer of critical care injectable pharmaceuticals, and Novopharm, 
Ltd., a Canadian manufacturer of oral pharmaceuticals. Through this joint 
venture, each manufacturer is allowed to import and market the other's products 
in the importer's country. Petitioner alleges that, considering the extent of 

.. the relationship and the .sophistication of both parties, awareness of both 
Novopharm's production costs and home market prices can be attributed to the 
venture, as well as knowledge of the fact that its U.S. prices for the imported 
merchandise were or became priced at less than "fair value," if not below 
Novopharm's cost of production. 

Petitioner further alleges that the injury caused by sales at LTFV is 
difficult to. repair and was caused by reason of massive imports of the subject 
product over a relatively short period of time. Petitioner cited more than 180 
price cuts, made to existing customers for products already ordered or on open 
invoice, which were specifically required in order to prevent the customers 
from canceling the orders and purchasing the imported merchandise. These price 
cuts are believed to be primarily attributable to competition from the subject 
imports, and ranged from*** to ***percent of the originally invoiced price. 

Legislation to replace the TSUS with an HS-based tariff schedule known as the 
Harmonized Tariff Schedule of the United States was passed by the U.S. 
Congress and the HS is scheduled to go into effect January 1, 1989. 
11 Source: Harmonized Tariff Schedule of the United States, supp. 2 to USITC 
Pub. No. 2030. 
21 According to petitioner, prices listed in the Drug Benefit Formularies 
represent the lowest, not average, amount for which a listed drug product of 
the particular dosage indicated can be purchased in Canada for wholesale or 
retail trade in the particular province. Respondent differed with this 
interpretation at the conference, explaining that the Canadian formulary system 
actually allows for a certain margin above or below the formulary price. 
Transcript at pp. 169-173. 
'J./ Section 733(e)(l) of the Tariff Act of 1930. 
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The U.S. Industry 

There are five U.S. producers of generic cephalexin capsules: Biocraft 
Laboratories, Inc., Elmwood Park, NJ; Vitarine Pharmaceuticals, Inc., 
Springfield Gardens, NY; Barr Laboratories, Northvale, NJ; Zenith Laboratories, 
Ramsey, NJ; and Jerome Stevens Pharmaceuticals, Bohemia, NY. In addition, 
there is one producer of the originally patented cephalexin capsule: Eli Lilly 
and Co., Indianapolis, IN. 

Biocraft Laboratories. Inc.--Biocraft Laboratories, Inc. (Biocraft) has 
been a producer of generic pharmaceuticals since 1963. Biocraft is 
headquartered in Elmwood Park, NJ and was the *** producer of generic 
cephalexin products in 1988. The company is listed on the New York Stock 
Exchange and is a leading manufacturer of generic pharmaceuticals in bulk and 
dosage form. Although its principal focus is on penicillins and · 
cephalosporins, the company's product line also includes nonantibiotic generic 
drugs. 

In February 1987, Biocraft received FDA approval to manufacture dosage· 
forms of generic cephalexin and generic cephradine, both first generation 
cephalosporins, in its cephalosporin plant in Fairfield, NJ, The company also 
has an agreement with American Cyanamid Co.'s Lederle Laboratories to begin 
manufacture of dosage forms of cefixime, a third generation cephalosporin, 
sometime in 1989. In 1989 Biocraft will also conunence production of bulk 
cephalexin in its Warwick, NJ, facility. It will be the only U.S. generic drup 
manufacturer with the capacity to do so, Currently, all U.S. generic drug 
manufacturers import or purchase from importers the bulk cephalexin used in t~ 
production of dosage forms of the medication. Biocraft originally sourced the 
bulk cephalexin from***· 

Barr Laboratories, Inc.--Founded in 1980, Barr Laboratories, Inc. (Barr) 
manufactures and sells approximately 70 prescription pharmaceutical products, 
under generic names, in 177 dosage forms. At the time of publication of its 
1988 Annual Report (September 1988), Barr was awaiting FDA approval to market 
46 dosage forms and strengths of 19 additional generic drugs, Principal 
products manufactured by the company include analgesics, anti-hypertensives, 
anti-infectives, cardiovasculars, psychotherapeutics, and antibiotics. 

Barr received FDA approval to produce and market generic cephalexin 
capsules in April 1987 (SOOmg dosage) and June 1987 (250mg dosage), In 
addition, the company received approval to produce and market cephalexin 
tablets in 250mg and SOOmg dosages, as well as powder for oral suspension in 
125mg and 250mg bases, in August 1987. Barr manufactures its cephalexin 
products in a new cephalosporin facility located in Pomona, NY. The complex 
includes a completely segregated cephalosporin manufacturing building, sales 
and distribution center, and shipping department. The company claims its new 
facility is one of only two such generic facilities located in the United 
States. 

Barr is *** The company is publicly held. Barr is the *** producer of 
generic cephalexin in 1988. 

Jerome Stevens Pharmaceuticals. Inc.--Jerome Stevens Pharmaceuticals (JSP) 
is the *** most recent domestic generic producer to enter the market. JSP 
received FDA approval to produce and market generic cephalexin in March 1988. 
The company is located in Bohemia, NY. 
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JSP was not identified as a producer in the petition. During the course 
of the investigation, the Commission identified JSP as a producer ***· 11 

Vitarine Pharmaceuticals. Inc.--Vitarine Pharmaceuticals, Inc. {Vitarine) 
has been a producer of generic pharmaceuticals since 1983. The company 
received FDA approval to produce generic cephalexin capsules in 1987 and began 
production in April of that year. Approval to produce oral suspension forms of 
cephalexin was received in December 1987, and production began in 1988. 
Additionally, the company received FDA approval to produce tablets in August 
1988, ***· Although Vitarine produces other antibiotics, ***· Vitarine ***· 

Vitarine manufactures its generic cephalexin at a 20,000 square foot 
facility dedicated to the production of cephalosporin dosage forms in St. 
Croix, U.S. Virgin Islands. The bulk cephalexin is imported from *** to St. 
Croix, where it is processed into finished products and bottled. The bottles 
are then shipped to Vitarine's facility in Springfield Gardens, NY, where they 
are labeled and distributed to the U.S. market. 

*** 

Vitarine was the *** producer of generic cephalexin capsules in 1988. The 
company is headquartered in Springfield Gardens, NY. 

Zenith Laboratories Inc.--Zenith Laboratories {Zenith) is the *** producer 
of generic cephalexin in the United States •. *** 21 

Eli Lilly and Co.--Eli Lilly and Co. {Lilly) was the original patent 
holder for Keflex, which is marketed through Lilly's Dista division. The 
company's patent on the product expired in April 1987, and in fact has expired 
worldwide. J/ Lilly's *** U.S. cephalexin production facilities are located at 
*** The company also ***· ~/ In addition to its cephalexin line, Lilly 
produces some 400 other pharmaceutical products. 

Although the patent on Keflex capsules and powder for oral suspension has 
expired, Lilly retains a patent on its film-coated cephalexin tablet, which 
sells under the trade name Keflet. Lilly also received FDA approval in October 
1987 to produce and market a cephalexin hydrochloride in tablet form, a 
patented product with the trade name Keftab. Although Keftab has a slightly 
different chemical formulation than cephalexin monohydrate, and may interact 
somewhat differently in solutions, the two products are considered clinical 
equivalents. 2/ 

Lilly also produces other cephalosporins, notably Ceclor, the still­
patented version of cefaclor, generally considered a second generation 

11 Telephone conversations between Commission staff and***, Nov. 21 
and 29, 1988. 
21 *** 
ll Telephone conversation between Commission staff and***, Dec. 1, 1988. 
~/ Ibid. 
21 Telephone conversation between Commission staff and an official of the U.S. 
Food and Drug Administration, Dec. 1, 1988. 
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cephalosporin. 1/ Lilly's 1987 Annual Report notes that Ceclor is the world's 
largest selling product in its therapeutic class. 21 

U.S. Importers 

One U.S. importer accounted for all known imports of generic cephalexin 
capsules or other cephalexin products from Canada during the period covered by 

· this investigation. LyphoMed/Novopharm Pharmaceutical Company (LyphoMed) is a 
joint venture owned by LyphoMed Ventures, Inc., of Rosemont, IL and Novopharm 
Inc. of Scarborough, Ontario, Canada. *** LyphoMed Ventures, Inc. is a 
wholly owned subsidiary of LyphoMed, Inc., of Rosemont, IL, and Novopharm Inc. 
is a wholly owned subsidiary of Novopharm, Ltd. (Novopharm) of Scarborough, 
Ontario, Canada. 

LyphoMed began importing and marketing generic cephalexin capsules in 
April 1987, and began importing and marketing generic cephalexin in oral 
suspension form in July 1987. Novopharm has been the supplier to LyphoMed 
since the inception of the joint venture. The company received its FDA 
approval to produce generic cephalexin capsules in April 1987, and its approval 
to produce generic cephalexin in oral suspension in June 1987. 

Other importers of cephalexin in dosage form are ***· ll Countries 
exporting cephalexin in dosage form, in addition to Canada, are *** Bulk 
cephalexin is generally imported from *** 

The Domestic Market 

Apparent U.S. consumption 

Data on apparent consumption of cephalexin were compiled from information 
submitted in response to questionnaires of the U.S. International Trade 
Conunission. Table 1 shows apparent consumption of cephal~xin capsules, branded 
and generic, domestically produced and imported, by quantity and by value. 
Table 2 shows apparent consumption, by firms and countries of origin, in terms 
of quantity and value. Table 3 shows apparent consumption of cephalexin in 
other dosage forms, by firms and countries of origin. Apparent consumption 
figures are compiled from data submitted on shipments of domestically produced 
and imported product. To the extent that the Conunission did not receive data 
from***• consumption figures are understated. 

During 1985-87, apparent consumption of all cephalexin capsules*** from 
***kilograms in 1985 to*** kilograms in 1987, ***• the year that generic 
capsules entered the market. ~/ Apparent consumption of branded cephalexin 
capsules *** percent in terms of quantity between January-September 1987 and 
January-September 1988, the interim periods used in this investigation. 
During that same time, consumption of domestically-produced generic capsules 
*** percent, from *** kilograms to *** kilograms. Consumption 

1/ Some clinicians ~lassify cefaclor as a first generation cephalosporin 
because it is less effective against certain bacteria than other currently 
available second generation cephalosporins. (American Hospital Formulary 
Service, Drug Information 88, 1988, p. 91.) 
21 Eli Lilly and Company, 1987 Annual Report, p. 2. 
ll *** 
~/ This *** in consumption may be partially accounted for by the fact that *** 
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of imports from Canada *** percent during the interim periods, from *** 
kilograms to *** kilograms, and overall consumption of cephalexin capsules, 
regardless of brand or country of origin, *** percent, from *** kilograms to 
*** kilograms for January-September 1987 when compared to the corresponding 
period of 1988. 

Table 1 
Cephalexin capsules: Apparent U.S. consumption, branded and generic, 
domestically produced and imported, 1985-87, January-September 1987, and 
January-September 1988 

11 *** 
21 *** 
JI Not applicable. 

* * * * * * * 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table 2 
Cephalexin capsules: Apparent U.S. consumption, by firms and by countries of 
origin, 1985-87, January-September 1987, and January-September 1988 

* * * * * * 
11 Imports from *** were reported. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table 3 
Cephalexin, dosage forms other than capsules: 1/ Apparent U.S. consumption, by 
firms and by countries of origin, 1985-87, January-September 1987, and January­
September 1988 

* * * * 
11 Tablets and powder for oral suspension. 
21 *** 

* * * 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 
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Channels of distribution 

U.S. producers of generic cephalexin capsules and the U.S. importer of the 
Canadian generic cephalexin capsules sell a majority of their capsules in the 
U.S. market to ***· The remainder is sold to ***· 11 

The generic drug distributors, pharmaceutical companies, and the full-line 
drug wholesalers sell to the same types of customers at both the wholesale and 
retail levels of the pharmaceutical distribution chain. The generic drug 
distributors, as the name implies, sell almost exclusively generic drugs. The 
pharmaceutical companies are producers of mostly brand name drugs, and purchase 
generic drugs to complement their product lines. Full-line drug wholesalers 
sell both generic and brand name drugs, and other pharmaceutical supplies. 

***• Lilly sells its Keflex capsules***· For 1987, the proportion of 
generic and brand name cephalexin capsules sold by U.S. producers and the 
Canadian importer to each of the four categories of customers are shown in 
terms of percentages, based on the value of sales of the specified types of 
cephalexin capsules sold during 1987, in the following tabulation: 

IYPe of purchaser 

* * 

U.S-produced 
cephalexin capsules 
Generic Ke flex 

* * * * 

Imported Canadian 
cephalexin capsules 

. Generic 

* 
11 Includes some direct sales to hospitals and to small retail customers. 

Although not shown, non-capsule formulations of the domestic and imported 
Canadian cephalexin are generally sold in the same manner as the capsule 
form. 21 

Generic drug distributors and pharmaceutical companies accounted for 
similar shares of the ***· Combined, these two categories of customers 
accounted for *** percen~ of the domestic generic capsules and *** percent of 
the imported generic capsules. Most of the remaining sales of domestic generic 
capsules were to *** and the remainder ***· All of the remaining sales of the, 
imported products *** were to *** These latter sales reflect *** 

11 ***· 
21 Non-capsule forms of the domestic and imported-Canadian cephalexin account 
for less than *** percent of total U.S. sales of all forms of cephalexin. The 
only difference in sales patterns between capsule and non-capsule forms 
involves the U.S.-produced Reneric ceohalPYin *** 
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Consideration of Material Injury to an 
Industry in the United States 

In order to evaluate the condition of the U.S. industry producing generic 
cephalexin capsules, the Commission sent questionnaires to the five known 
manufacturers of the product in the United States, as well as to the one 
producer of branded cephalexin capsules. These firms and their respective 
roles in the U.S. market are discussed in the U.S. industry section of this 
report. Information on these firms is presented separately throughout the 
material injury section of this report. Jerome Stevens Pharmaceuticals was not 
identified in the petition and was subsequently identified as a producer by 
Commission staff during the course of the investigation. *** 

U.S. production. capacity. and capacity utilization 

U.S. production of generic cephalexin capsules commenced in April 1987 
after the expiration of the patent on Lilly's Keflex. Between January­
September 1987 and January-September 1988, production of generic cephalexin 
capsules*** percent, from*** kilograms to*** kilograms (table 4). During 
that same period, production of the branded capsule *** percent from *** 
kilograms to ***kilograms after having ***percent between 1986 and 1987. 

Capacity to produce generic cephalexin capsules is substantial and *** 
percent during the interim periods of this investigation. *** In 1987, 
capacity to produce generic cephalexin capsules was ***• and capacity of all 
firms to produce cephalexin capsules was***· ***• and, theoretically, the 
capacity for cephalexin can be diverted to produce other cephalosporins. 

**~. Capacity utilization for the generic capsule producers was *** 
percent in interim 1987 and *** percent in interim 1988. Lilly's capacity 
utilization *** percent in interim 1987 to *** percent in interim 1988. For 
Lilly, **fr (table 5). 

Table 4 
Cephalexin capsules: U.S. production, capacity, and capacity utilization, by 
firms, 1985-87, January-September 1987, and January-September 1988 

1/ *** 
21 *** 
11 *** 
~/ *** 
'j_/ Not applicable. 

* * * * * * * 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 
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Table 5 
Cephalexin, dosage forms other than capsules: U.S. production, capacity, and 
capacity utilization, by firms, 1985-87, January-September 1987, and January­
September 1988 

11 *** 
21 *** 
l/ *** 
!ii *** 
21 Not applicable. 

* * * * * * * 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Lilly's capacity, production, and capacity utilization for the production 
of bulk cephalexin is shown in the following tabulation: 

* * * * * * 
l/ *** 

Between January-September 1987 and the corresponding period in 1988, the 
unit value of bulk cephalexin decreased significantly, a trend primarily due to 
increased competition from European suppliers. Pe ti ti oner not.ed at the staff 
conference that this decline in price allowed generic producers' "break even 
point" to decline as well, explaining in part companies' ability to decrease 
prices of the finished cephalexin products in response to competition. 1/ 

Bulk cephalexin: Purchases of imported bulk cephalexin by U.S. generic 
producers, by firms, 1985-87, January-September 1987, and January-September 
1988 

* * * * * * * 

U.S. producers' domestic shipments 

Domestic shipments of generic cephalexin capsules, in terms of quantity, 
**~ percent between January-September 1987 and January-September 1988, from *** 
kilograms to *** kilograms. The value of the shipments *** percent during that 
time, *** million to *** million. Shipments of Keflex *** in terms of both. 
quantity and value, from *** kilograms at *** million to *** kilograms at *** 
million. 

Table 6 summarizes shipments of generic and branded cephalexin capsules, 
by quantity and value, during January 1985-September 1988. Table 7 provides a 
breakout of shipments by firms, in terms of quantity and value, for the same 
time periods. 

11 See transcript at pp. 55-56, 69-70. 
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Table 6 
Cephalexin: U.S. producers' domestic shipments, branded and generic, by dosage 
types, 1985-87, January-September 1987, and January-September 1988 

* * * * * * * 
11 Tablets and powder for oral suspension~ 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Table 7 
Cephalexin: U.S. producers' domestic shipments, by firms and by dosage types, 
1985-87, January-September 1987, and January-September 1988 

* * * * 
11 Tablets and powder for oral suspension. 
21 *** 

* * * 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

U.S. producers' export shipments 

Of the six domestic producers of cephalexin products, both branded and 
generic, *** reported export shipments. *** 11 *** 

Exports *** throughout the period of the investigation, after ***· 
*** export shipments of *** are summarized in the following tabulation (in 
kilograms): 

* * * * * * * 

U.S. producers' end-of-period inventories 

Inventories of branded cephalexin products *** kilograms in 1985 to *** 
kilograms in 1986, then*** kilograms in 1987. Inventories of Keflex capsules 
showed a *** percent from *** kilograms to *** kilograms. Inventories of 
Keflex capsules *** between January-September 1987 and the corresponding period 
of 1988, *** percent from *** kilograms to *** kilograms. 

Inventories of generic cephalexin capsules *** percent between January­
September 1987 and the corresponding period of 1988. Inventories of all 
cephalexin products, including bulk, *** percent during that time. Bulk 
cephalexin purchased from importers is held in inventory by generic producers. 

U.S. producers' end-of-period inventories are summarized in table 8. 
Table 9 provides a breakout of end-of-period inventories, by firms. 

11 Staff conversation with***, Nov. 22, 1988. 
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Table 8 
Cephalexin: U.S. producers' end-of-period inventories, branded and generic, by 
types, 1985-.87, January.,...September 1987, and January-September 1988 

* * * * * * * 
11 Tablets and powder for oral suspension. 
21 Ratios are based on shipments by those firms reporting inventory data. 
Ratios for interim periods are based on annualized data. *** 
JI Not applicable. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table 9 
Cephalexin: U.S. producers' end-of-period inventories, by firms and by types, 
1985-87, January-September 1987 and January-September 1988 

* * * * * * 
11 Tablets and powder fqr oral suspension. 
21 *** . 
11 For internal consumption only. Bulk is purchased from importers, not 
manufactured, by gener1c producers. 
!ii ***· 

I 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

U.S. employment. wages. £ind productivity 

Employment for generic cephalexin producers *** throughout the period of 
the investigation, *** from *** production and related workers in January­
September 1987 to *** in the corresponding period for 1988. Hours worked *** 
in this time, from *** to *** hours. Hourly wages *** percent, from *** to 
***, and productivity*** percent, from*** kilograms ***per hour to *** 
kilograms *** per hour. 

*** 

*** *** 11 

Tables 10 and 11 provide employment and wage data for the generic and 
branded producers of cephalexin products, respectively. 

11 Staff conversation with***, Nov. 22, 1988. 
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Table 10 
Generic cephalexin: Average number of production and related workers, hours 
worked, wages paid, total compensation, productivity, and unit labor costs, 
i985-87, January-September 1987, and January-September 1988 

* * * * * * * 
1/ *** 
11 Tablets and powder for oral suspension. 

Source: Compiled from data submitted in response to_questionnaires of the U.S. 
International Trade Commission. 

Table 11 
Branded cephalexin: Average number of production and related workers, hours 
worked, wages paid, total compensation, productivity, and unit labor costs, 
1985-87, ·January-September 1987, and January-September 1988 1/ 

1/ *** 
2.1 *** 
ll *** 

* * * * 

!/ Tablets a~d powder for oral suspension. 
21 *** 
Q/ *** 

* * * 

Source: ·Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Financial experience of U.S. producers 

***, accounting for*** percent of reported U.S. production of generic 
cephdexin·'capsules in 1987, provided usable income-and-loss data on the 
overall operations of their establishments within which generic cephalexin 
capsules are produced, in addition to income-and-loss data on their cephalexin 
operations. Generic cephalexin operations on the basis of respective sales 
value were*** percent of overall establishment operations in 1987. The 
generic cephalexin producers reported only for the year 1987 and the interim 
periods ending September 30,_ 1987 and September 30, 1988, since they did not 
begin operations until 1987. ***· 1/ 

Overall establisbment operations.--Aggregate income-and-loss data are 
presented in table 12. Overall establishment sales of the reporting firms were 
***million in 1987. Sales during the interim periods*** from*** million in 
1987 to *** million in 1988, or by *** percent. Operating income followed *** 
trend: income of*** was experienced in 1987, then there was*** from*** 
million in interim 1987 to *** million in interim 1988, or *** of *** percent. 
The operating margins, however, ***percent in 1987, interim 1987, and interim 
1988, respectively. 

1/ Business Week, December 5, 1988. 
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Table 12 
Income-and-loss experience of U.S. producers !/ on the overall operations of 
their establishments within which generic cephalexin capsules are produced, 
accounting years 1985-87 and interim periods ended Sept. 30, 1987, and Sept. 
30, 1988 . 

* * * * * * * * 
!/ *** 
21 No generic sales because brand name patent was in effect. 
'J.../ *** 
!/ Cash flow is defined as net income or loss plus depreciation and 
amortization. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Cormnission. 

Cephalexin operations.--Aggregate income-and-loss data are presented in 
table 13. Cephalexin sales of the reporting firms were*** million in 1987. 
Sales *** million in 1987 to *** million in interim 1988, or by *** percent. 
Apparently, wide swings in sales are not unexpected in th~ generic market, 
according to the 1988 Annual Report of Biocraft: 

" ••• Our introduction of Cephradine in late fiscal 1987, was 
closely followed in early 1988 by our first sales of Cephalexin. 
Sales of these products comprised about one half of net sales 
for the year. As expected with generic products, the sales 
trend went from the explosive level at the beginning of the 
year to the more moderate level later in the year ~s·increased 
competition resulted in price erosion ••• 

The impact of what is often a wide swing in the prices of 
a generic product as it matures has long been a co.n.~ern in the 
generic industry ••• "!/ 

Operating income followed *** trend; income of *** ipi~lion. was experienced 
in 1987, then there was*** million in interim 1987 to**~ mill~on in interim 
1988, or*** percent. The operating margins*** percent ::in 1987, interim 1987, 
and interim 1988, respectively. 

Table 13 
Income-and-loss experience of U.S. producers !/ on their cephalexin operations, 
accounting years 1985-87 and interim periods ended Sept~ 30, 1987, and Sept. 
30, 1988 

* * * * * * * 
!/ *** 
11 No generic sales because brand name patent was in eff.ect. 
1/ *** 
!/ Cash flow is defined as net income or loss plus depreciation and 
amortization. 

Source: Compiled from data submitted in response to questionnaires of the U.S 
International Trade Cormnission. 
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Generic cephalexin capsule operations.--Aggregate income-and-loss data are 
presented in table 14.. Generic cephalexin capsule sales of the reporting firms 
were ***million in 1987. Sales *** from*** million in 1987 to ***million in 
interim 1988, or by *** percent. Operating income followed *** trend; income 
of*** million was experienced in 1987, then there was*** from*** million in 
interim 1987 to *** million i~ interim 1988, or *** percent. The operating 
margins*** percent in 1987, interim 1987, and interim 1988, respectively. 

Conversion costs, i.e., direct labor and factory overhead, which includes 
all other factory expenses except raw materials, were *** percent of cost of 
goods sold in 1987. The raw material cost was ***percent of cost of goods 
sold in that year. The relatively high raw material costs and low conversion 
costs indicates that the transformation from input to finished goods is not as 
significant to the generic drug producers as that in typical manufacturing 
processes. The conversion and raw material costs for each of the generic 
producers for cephalexin c~psules are shown in the following tabulation (as a 
percent of cost of goods sold): 

*** *** 

The ratios were essentially identical on all cephalexin products for these 
generic producers. 

The aggregate amounts of the three major components of the cost-of-goods­
sold plus general, selling, and administrative (G,S,&A) expenses are shown in 
the following tabulation (in thousands of dollars except where noted): 

1987 
Amount Percent 

*** *** *** 

Total operating expenses excluding raw materials are *** million, or the 
value added as a percent of total operating expenses is *** percent. 

Table 14 
Income-and-loss experience of U.S. producers 1/ on their generic cephalexin 
capsule operations, accounting years 1985-87 and interim periods ended Sept. 
30, 1987, and Sept. 30, 1988 

* * * * * * * 
1/ *** 
21 No generic sales because brand name patent was in effect. 
'JI *** 
~/ Cash flow is defined as net income or loss plus depreciation and 
amortization. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 
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Other cephalexin operations.--Aggregate other cephalexin income-and-lpss 
data are presented in table 15. Other cephalexin sales of the reporting firms 
were ***million in 1987. Sales *** from*** million in 1987 to*** million in 
interim 1988, or by *** percent. Operating income followed a similar trend: 
***million was experienced in 1987, then there was*** from*** million in 
interim 1987 to *** in interim 1988, or *** percent. The operating margins *** 
percent in 1987, interim 1987, and interim 1988, respectively. 

Table 15 
Income-and-loss experience of U.S. producers l/ on their other cephalexin 
operations, accounting years 1985-87 and interim periods ended Sept. 30, 1987, 
and Sept. 30, 1988 

* * * * * * * 
l/ *** 
21 No generic sales because brand name patent was in effect. 
'J..I *** 
~/ Cash flow is defined as net income or loss plus -depreciation and 
amortization. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Value of plant. property. and equipmenf.--The data provided by the 
producers on their end-of-period investment in productive facilities in which 
generic cephalexin capsules are produced are shown in the following tabulation' 
(in thousands of dollars): 

* * * * * * * 

Capital expenditures.--The data provided by the U.S. produce~s relative to 
their capital expendit~res for land, buildings, and machinery and equipment 
used in the production of cephalexin products are shown in the following 
tabulation (in thousands of dollars): 

* * * * * * * 

Research and development expenses.--Research and development expenses 
relating to cephalexin products for the U.S. producers are shown in the 
following tabulation (in thousands of dollars): 

* * * * * * * 

Return on total assets.--Net-income-before-tax return on total assets 1/ 
in 1987 for each of the generic cephalexin capsule producers is shown in the 
following tabulation (as a percent of product assets):· 

* * * * * * * 
1/ Total establishment assets are apportioned to the product groups on the 
basis of respective book value of property, plant, and equipment. 
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These producers compare quite favorably with the drug industry as a whole 
on operating profits before tax, as shown in the following tabulation (as a 
percent of net sales): 

1987 
1st 0 2nd 0 3rd 0 4th 0 

Industry 11 . ................ 20.9 18.0 18.4 5.9 
Average ................... 15.8 
*** *** *** *** *** ....................... 

li Quarterly Financial Report, Chemicals and Allied Products--Drugs, 1987. 

Capital and investment.--The Commission requested U.S. producers to 
describe the actual and potential negative effects of imports from Canada of 
generic cephalexin capsules on their firm's growth, investment, and ability to 
raise capital~ Their replies are presented below. 

"*** o II 

"*** e II 

Consideration of Threat of Material Injury 
· to an Industry in the United States 

Section 771(7)(F)(i) of the Tariff Act of 1930 (19 U.S.C. § 
1677(7)(F)(i)) provides that--

In determining whether an industry in the United States is 
threatened with material injury by reason of imports (or sales for 
importation) of any merchandise, the Commission shall consider, 
among other relevant factors 1/--

(I) If a subsidy is involved, such information as may be presented 
to it by the administering authority as to the nature of the 
subsidy (particularly as to whether the subsidy is an export 
subsidy inconsistent with the Agreement), 

(II) any increase in production capacity or existing unused 
capacity in the exporting country likely to result in a 
significant increase in imports of the merchandise to the United 
States, 

(III) any rapid increase in United States market penetration and 
the likelihood that the penetration will increase to an injurious 
level, 

1/ Section 771(7)(F)(ii) of the act (19 U.S.C. § 1677(7)(F)(ii)) provides that 
"Any determination by the Commission under this title that an industry in the 
United States is threatened with material injury shall be made on the basis of 
evidence that the threat of material injury is real and that actual injury is 
imminent. Such a determination may not be made on the basis of mere conjecture 
or supposition." 
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(IV) the probability that imports of the merchandise will enter 
the United States at prices that will have a depressing or 
suppressing effect on domestic prices of the merchandise~ 

(V) any substantial increase in inventories o~ the merchandise in 
the United States, 

(VI) the presence of underutilized capacity for producing the 
merchandise in the exporting country, 

(VII) any other demonstrable adverse trends that indicate the 
probability that the importation (or sale for importation) of the 
merchandise (whether or not it is actually being imported at the 
time) will be the cause of actual injury, 

(VIII) the potential for product-shifting i~ production facilities 
owned or controlled by the foreign manufacturers, which can be 
used to produce products subject to investigation(s) under section 
701 or 731 or to final orders under section 736, are also used to 
produce the merchandise under investigation, 

(IX) in any investigation under this title which involves imports 
of both a raw agricultural product (within the meaning of 
paragraph (4)(E)(iv)) and any product processed from such raw 
agricultural product, the likelihood that there will be increased 
imports, by reason of product shifting, if there is an affirmativft­
determination by the Conmiission under sectiori 705(b)(l) or 
735(b)(l) with respect to either the raw agricultural product or 
the processed agricultural product (but not both), and 

(X) the actual and potential negative effects on the existing 
development and production efforts of the domestic industry, 
including efforts to develop a derivative or more advanced version 
of the like product. 1/ 

With regard to item (I) above, no subsidies are involved in this 
investigation; information on the volume, U.S. market penetration, and pricing 
of imports of the subject merchandise (items (III) and (IV) above) is presented 
in the section entitled "Consideration of the causal relationship between 
imports of the subject merchandise and the alleged material injury;" and 
information on the effects of imports of the subject merchandise on U.S. 
producers' existing development and production efforts (item (X)) is presented 
in the section entitled "Consider.ation of material injury to an industry in the 
United States." Item (IX), involving agricultural products, does not apply in 
this case. Available information on U.S. inventories of the subject products 
(item (V)); foreign producers' operations, including the potential for 
"product-shifting" (items (II), (VI), and (VIII) above); ~ny other threat 
indicators, if applicable (item (VII) above); and any dumping in third-country 
markets, follows. 

11 Section 771(7)(F)(iii) of the act (19 U.S.C. § 1677(7)(F)(iii)) further 
provides that, in ~ntidumping investigations, " ..• the Commission shall 
consider whether dumping in the markets of foreign countries (as evidenced by 
dumping findings or antidumping remedies in other·GATT member markets· against 
the same class or kind of merchandise manufactured or exported by the same 
party as under investigation) suggests a threat of material injury to the 
domestic industry." 
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U.S. inventories of cephalexin from Canada 

As stated previously in this report, there is only one importer of generic 
cephalexin capsules from Canada. Imports were first reported in 1987, 
Inventories of generic capsules *** percent between January-September 1987 and 
the corresponding period of 1988, the only periods for which comparison is 
possible. *** inventories of ot~er forms of cephalexin (tablets and powder for 
oral suspension) *** during this time, from *** kilograms in 1987 to *** 
kilograms in 1988. Inventories of all cephalexin products *** percent during 
this time, from*** kilograms to*** kilograms (table 16). 

Table 16 
Generic cephalexin: U.S. end-of-period inventories of imports from Canada, 
1985-87, January-September 1987, and January-September 1988 1/ 

11 *** 
2J *** 
'JI *** 

* 

~/ Not applicable. 

* * * * * * 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

The generic cephalexin industry in Canada and 
its ability to generate exports 

There is only one producer of generic cephalexin in Canada 
approved by the FDA to export its product to the United States: 
Ltd. Other producers of cephalexin products in Canada are ***, 
not have FDA approval to export to the United States. ***· 11 

that is 
Novopharm, 

firms that do 

Data on Novopharm's capacity and production are presented in table 17. 
The company's capacity to produce generic cephalexin in dosage form *** between 
1986 and 1987 because in April 1987, production of cephalexin was transferred 
to a separately dedicated plant, a move that was prompted by U.S. FDA 
requirements that cephalosporins be produced in a dedicated facility separate 
from the manufacture of other antibiotic products. Novopharm does not have any 
other facilities in Canada that produce or export cephalexin to the United 
States, and the company does not produce any other cephalosporins. 2/ 
Novopharm does not produce its own bulk cephalexin but instead imports the raw 
material from *** · 

1/ Telephone conversation between Commission staff and***, Nov. 29, 1988. 
21 Telephone conversation between Commission staff and***, Nov. 28, 1988. 
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Table 17 
Generic cephalexin: Production, end-of-period capacity, and capacity 
utilization in C~nada, 1985-87, January-September 1987, and January-September 
1988 

* * * * * 
11 Tablets and powder for oral suspension. 
2..1 *** 

* * 

Source: Compiled from data submitted by counsel for Novopharm Ltd. 

Novopharm's domestic shipments of generic capsules *** between 1985 and 
1986 (table 18). Between 1986 and 1987, capsule shipments*** percent, from 
*** kilograms to *** kilograms. During the interim periods January-September 
1987 and January-September 1988, shipments of capsules ***· Combining January­
September 1988 data with projected October-December shipments results in 
anticipated domestic shipments of capsules of *** kilosgrams, representing a 
***percent *** 1987. Projected 1989 shipments are*** kilograms, ***of*** 
percent from 1988 and*** percent*** 1987 (table 18). 

For other dosage forms of cephalexin, specifically powder for oral 
suspension, domestic shipments *** percent between 1985 and 1986, then *** 
percent between 1986 and 1987. Between interim periods, shipments ***percent. 
Projected full-year 1988 totals are *** kilograms, representing *** percent *** 
*** 1987. Projected 1989 shipments are*** kilograms, ***percent*** 1988 and~ 
***percent*** 1987. The differences in shipment quantity between capsules 
and other dosage forms of cephalexin can be attributed to the fact that the 
preferred dosage form in Canada is tablets, as opposed to capsules in the 
United States. 1/ 

Novopharm did not export cephalexin products to the United States in 1985 
or 1986., Shipments of capsules in 1987, the first year that export was 
possible, totaled *** kilograms. Capsule exports *** percent between interim 
1987 and interim 1988, from *** kilograms to *** kilograms. Exports in 1988 
are projected to total ***kilograms, ***percent *** 1987. Projected capsule 
exports in 1989 are *** kilograms, *** percent from the 1988 projection and *** 

··than actual. shipments for 198.7. 

The company's exports of cephalexin in tablet and powder form*** in 1987, 
the year of their introduction •. Interim 1988 shipments were *** kilograms, or 
***percent *** than shipments during interim 1987. Projected 1988 export 
figures are ***kilograms, or*** percent*** than in 1987. Projected exports 
of tablets and powder for or_al~s_uspension-in-19.89-a-J;.0-*-.:*-k-i-lograms ,- **-*-· -
percent *** than projected 1988 and *** percent *** than 19~7.-· · 

Novopharm exports ***· Exports of capsules *** during January-September 
1988 at *** kilograms, with *** exports projected for 1989. Exports of tablets 
and powder for oral suspension *** in 1985 with *** kilograms, *** since that 
year, with *** exports projected for 1989. Novopharm's principal export market 
outside the United States is *** 

11 Statement of Leslie Dan, Novopharm Ltd., -at conference. See transcript, 
p. 145. 
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Table 18 
Generic cephalexin: Shipments of the Canadian producer, 1985-87, January­
Septem~er 1987, and January-September 1988, with projected data for October­
December 1988 and 1989 

1/ *** 
21 *** 

* * * * * * * 

Source: Compiled from data submitted by counsel for Novopharm, Ltd. 

Inventories of the Canadian producer.--Inventories of Novopharm are 
presented in table 19. Its inventories of capsules *** percent between 
January-September 1987 and January-September 1988, from *** kilograms to *** 
kilograms. At the same time, inventories of bulk cephalexin *** percent. 
Inventories of all cephalexin *** percent, from *** kilograms to *** kilograms. 

. . 

Table 19 
Generic cephalexin: ·End-of-period.inventories of the Canadian producer, by 
types, 1985-87, January-September 1987, and January-September 1988 

11 *** 
21 *** 
'J./ *** 
!ii *** 
~/ *** 

* * "*. * * * 

Source: Compiled from data submitted by counsel for Novopharm, Ltd. 

There is no past history of dumping of generic cephalexin capsules or of 
dumping of cephalexin products of any kind from Canada or from any other 
gountry. Additionally, th~re is no evidence of any product shifting. 

Consideration of the. Causal Relationship Between Imports of the Subject 
Merchandise and the Alleged Material Injury 

U.S. imports 

Between January-September 1987 and the corresponding period for 1988, 
imports of generic cephalexin capsules from Canada *** percent, from *** 
kilograms to *** kilograms. Imports of generic cephalexin capsules from all 
sources *** percent during that time, from *** kilograms to *** kilograms. 
Imports of all other forms of cephalexin from Canada***, from*** kilograms to 
*** kilograms. There were *** imports of other forms of cephalexin from any 
other country. 

Table 20 summarizes imports of cephalexin products from Canada and from 
all other sources. The data include all known imports from all known sources 
for the time period of· this investigation. 
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Table 20 
Cephalexin: Imports from Canada and from all other sourc~s. by dosage types, 
1985-87, January-September 1987, and January-September 1988 

* * * * * * * 
11 *** 
21 Not applicable. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

U.S. market penetration by import~. 

Measured in terms of'quantity, imports of Canadian generic cephalexin 
capsules accounted for *** percent of U.S. consumption of all generic capsules 
during January-September 1987, and*** percent during the corresponding period 
of 1988. The Canadian generic cephalexin capsules accounted for *** percent ot 
u.s. consumption of all cephalexin capsules, branded and generic, io January­
September 1987 and *** percent of the same market segment f~r the corresponding 
period of 1988. 

Table 21 shows U.S. market penetration by imports of generic cephalexin 
capsules from Canada, expressed in terms of both quantity and value. The 
calculations are based on shipment data gathered by the Commission. 

Table 21 
Cephalexin capsules: Market penetration of imported Canadian generic 
cephalexin capsules, 1985-87, January-September 1987, and January~September 
1988 1/ 

* * * * * * * 
11 *** ' 

Source: Compiled froni data submitted in response to questionnaires of the U.S 
International Trade Commission. 

U.S. market shares of u.s.· producers arid iJI!Ports. by country 

Market shares of U.S. producers of cephalexin capsules, brand-name and 
generic, are shown in the following tabulation (in percentl. 

* ' * * * * 
11 Totals may not add precisely· due to rounding. 
21 Less than 0.05 percent. 

* * 

Data were compiled from information on shipments received in response to 
Commission questionnaires. 
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Prices 

Market characteristics.--U.S. producers and the Canadian importer sell 
comparable quality generic cephalexin products in the same formulations, 
dosages, and types of packaging. The majority of the subject generic 
cephalexin capsules sold in the U.S. market are priced in bottles of 250 and 
500 milligram capsule dosages containing 100 and 500 capsules per bottle. 1/ 
Prices reflect the dosage and quantity of the capsules in the bottle, with 
discounts available for larger-volume purchases. 

U.S. producers and the Canadian importer of generic cephalexin capsules 
are relatively small firms that lack the name recognition and extensive 
marketing resources of many of their customers. As a result, these supplying 
firms typically sell to a few large companies, mostly at the wholesale level of 
the market. Discounted sales of generic cephalexin capsules are concentrated 
in shipments to generic-drug distributors and pharmaceutical companies, 
reflecting the marketing power advantages of these large-volume purchasers. 
Generic-drug distributors and pharmaceutical companies are generally well known 
wholesale suppliers of drugs and other pharmaceutical materials that inventory, 
advertise, and market large quantities of generic cephalexin capsules at both 
the wholesale and retail levels of the distribution chain throughout the United 
States. Generic cephalexin capsules sold to generic-drug distributors and 
pharmaceutical companies frequently carry the private label of the wholesale 
customer. 21 

Prices of Keflex capsules, the brand-name cephalexin produced in the 
United States exclusively by Eli Lilly, l/ have been *** the price level of 
domestic or imported Canadian generic cephalexin capsules during the period the 
generic drug has been sold in the U.S. market ***. ii During this period 
Lilly's average net f.o.b. selling prices of the specified Keflex capsule 
products have *** prior to the expiration of its patent. Although there have 
been***, sales of Keflex have*** during the 18-month period since the Keflex 
patent expired and lower-priced generic equivalents have been available. Lilly 
reports in its questionnaire response that ***· 21 Market share data shown 
earlier in this report indicate that U.S. producers of generic cephalexin, *** 

Sales of the domestic and imported Canadian generic cephalexin capsules 
are made on a contract and a spot basis. Contracts generally extend for about 
one year and typically involve private-label customers. These contracts 
usually stipulate any production and packaging and labeling requirements of 

1/ A limited number of the subject generic cephalexin capsules, in both the 250 
and 500 milligram dosages, are also *** 
21 *** 
ll ***· 
ii ***· For a more complete discussion of prices of Keflex and generic 
cephalexin capsules, see tables 24, 29, and 30 and the discussion of such prices 
later in this section of the report. 
21 As advertising and promotion of the generic drug increase and the price 
disparity between the generic drug and Keflex widens, the quantity of Keflex 
sold will ***. In addition, continuing pressure from consumers and third party 
reimbursables (HMO's, Medicare/Medicaid, health insurance plans, etc.) to hold 
down medical costs will tend to offset efforts by brand-name drug producers to 
differentiate their products, such as Keflex, from generic equivalents. (Post 
Conference Brief of LyphoMed/Novopharm, pp. 11-13). 
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the customer, the volume expected to be purchased over the contract period, the 
price level for the contract period, payment terms, and the length of time 
between issuing purchase orders and delivery of the capsules. The volatile 
market for cephalexin during the last 18 months has resulted in frequent 
adjustments to contract and spot prices. 1/ 

U.S. producers and the importer issue price lists, showing discounts based 
on'the volume purchased. Questionnaire responses indicate that such price 
lists have not generally been adhered to but are a starting point for 
negotiated prices on both spot and contract sales. Both U.S. producers and 
importers typically quote prices f .o.b. their U.S. plants and/or warehouses and 
offer ***· Most sales of the domestic and imported Canadian generic cephalexin 
capsules are shipped on a *** For a more complete discussion of 
transportation costs, see the discussion on transportation factors later in 
this report. 

Questionnaire price da·ta.--The Commission requested net U.S. f.o.b. 
selling prices and quantities for two generic cephalexin capsule products and 
two Keflex capsule products from U.S. producers and importers of the subject 
cephalexin. 2/ The price data were requested for the largest sale and for 
total sales of the products reported to each of four specified customer 
categories, by quarters, during April 1987-September 1988 for the generic drug 
and during January 1985-September 1988 for Keflex. The four types of customers 
were generic-drug distributors, pharmaceutical companies, retail drug-store 
chains, and full-line drug wholesalers. The.four products for which the price 
data were requested are shown below: 

PRODUCT 1: 
PRODUCT 2: 
PRODUCT 3: 
PRODUCT 4: 

GENERIC CEPHALEXIN--250mg capsules in 100-capsule bottles. 
GENERIC CEPHALEXIN--500mg capsules in 100-capsule bottles. 
KEFLEX--250mg capsules in 100-capsule bottles. 
KEFLEX--500mg capsules in 100-capsule bottles. 

*** reported the requested price data, but not necessarily for every 
product or period. J/ Based on Commission staff telephone conversations with 
the responding firms, sales of cephalexin by all the firms normally follow a 
seasonal pattern of high and rising sales from September ,through February, 
followed by falling sales from March through Aug~st. *** indicated, however, 
that abnormally high sales of the generic cephalexin were made during the first 
two quarters following the introduction of this drug in April 1987. Their 
customers were reportedly *** 

11 Although no explicit "meet or release" conditions are included in the typical 
contract, the very competitive nature of the U.S. cephalaxin market has forced 
suppliers to adjust prices during the contract period. (Transcript of the 
conference, pp. 199-200.) 
21 Based on conversations with representatives of***, the requested products 
were identified as large-volume products representative of competition between 
the domestic and imported Canadian cephalexin capsules .. (Telephone 
conversations with Commission staff on Oct. 18, 29 and 31, 1988.) 
JI *** responding U.S. producers of generic cephalexin and Lilly are believed 
to account for *** of the total value of U.S. producers' domestic shipments of 
cephalexin capsules during April 1987-September 1988 •. During the same period, 
the responding U.S. importer is believed to account for 100 percent of the 
total value of U.S. imports of cephalexin capsules from Canada--all of which 
were generic. Prior to April 1987, Lilly was the only supplier of cephalexin 
capsules (marketed as Keflex) in the U.S. market. 
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Price trends.--Price trends for the domestic and imported Canadian 
cephalexin capsules are based on the reported selling prices by types of 
customers during April 1987-September 1988 for the generic cephalexin, and to 
*** during January 1985-September 1988 for Keflex. 1/ The quarterly selling 
prices of the domestic generic capsules were based on net f.o.b. selling prices 
of the largest sale in the quarter weighted by total sales of the specified 
product to each of the four types of customers. The quarterly selling prices 
of the U.S. -produc.ed Ke flex capsules were based on total quarterly net sales 
values and quantities of the specified products sold to ***· Lilly ***· The 
total quantit~es, weighted-average prices, and indexes of the weighted-average 
prices of the doniestic·cephalexin products are shown in tables 22 and 23 for 
the generic drug and table 24 for Keflex. 21 

The quarterly selling prices of the imported Canadian generic capsules 
were based on net f.o.b. selling prices of the largest sale in the quarter of 
the specified product to *** In several periods, however, reported prices of 
the imported products to these customers were not adjusted for all rebates and 
discounts--the following price discussion notes these exceptions. Trends in 
prices of the subject imported generic products are also shown for sales to *** 
based on f.o.b. selling prices of the largest sale in each quarter. ***· l/~/ 
*** Price' data for the imported Canadian generic cephalexin capsules are 
shown in tables 25 and 26. 2/ 

U.S. producers' prices.--Quarterly selling prices of the specified 
domestic generic cephalexin capsules *** during April 1987-September 1988 
(tables 22 and23). Selling prices of the 250mg capsules in bottles of 100 
capsules*** (table 22). Selling prices of the 250mg capsules*** 

Quarterly seiling prices of the 500mg generic capsules in bottles of 100 
capsules*** (table 23). Selling prices of the SOOmg capsules*** 

11 *** during the period of the investigation. 
21 The reported price data of the specified U.S.-produced generic cephalexin 
capsule products were based on sales values that accounted for approximately 
*** percent of the total value of reported U.S. shipments of all domestic 
generic cephalexin capsules during April 1987-September 1988. The total value 
of reported U.S. shipments of the specified Keflex capsules during January 
1987-September 1988, for which price data were requested, accounted for about 
*** percent of the total reported value of shipments of *** during this latter 
period. 
l/ LyphoMed officials explained at the conference that the firm negotiates 
discounted prices to hospitals for large-volume sales and the hospitals purchase. 
a certain amount.of the cephalexin from the full-line drug wholesalers at the 
pr.ice· nego~iated with LyphoMed. The importer then remits to the wholesaler the 
difference between LyphoMed's price to the wholesaler and the negotiated price 
to the hospital plus an amount for the wholesaler's profit. (Transcript of the 
conference, pp. 190-192.) 
~/ Repr_esentatives of LyphoMed indicated that the reported net prices to 
*** approximate its net selling prices to ***, but may understate somewhat 
LyphoMed's weighted-average net prices based on its total sales to this type of 
customer. (Telephone conversation with Commission staff on November 23, 1988.) 
2/ The reported price data of the specified imported~Canadian cephalexin capsule 
products were based on sales values that accounted for approximately *** percent 
of the total value of reported U.S. imports of all Canadian generic cephalexin 
capsules during April 1987-September 1988. 
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Table 22 
U.S.-produced generic cephalexin 22.Qmg capsules in 100-capsule bottles: Sales 
quantities, weighted-average net f .o.b. selling prices, and price indexes of 
U.S. producers' domestically produced product, by types of customer and by 
quarters, April 1987-September 1988 1/ 

* * * * * * * 
11 The quantities represent total sales of all responding U.S. producers of the 
specified product to each type of customer during the quarters requested. 
Prices are the net f.o.b. selling prices of their largest quarterly sale 
weighted by their total sales quantity in that period. 
21 April-June 1987=100. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Table 23 
U.S.-produced generic cephalexin SOOmg capsules in 100-capsule bottles: Sales 
quantities, weighted-average net f.o.b. selling prices, and price indexes of 
U.S. producers' domestically-produced product, by types of customer and by 
quarters, April 1987-September 1988 1/ 

* * * * * * * 
11 The quantities represent total sales of all responding U. s:. producers of the 
specified product to each type of customer during the quartets requested. 
Prices are the net f.o.b. selling prices of their largest qtiatterly sale 
weighted by their total sales quantity in that period. 
21 April-June 1987=100. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Quarterly selling prices of the specified U.S.-produced Keflex capsules *** 
(table 24). Prices of the 250mg Keflex capsules***· Prices of the 250mg 
capsules then***· Prices of the SOOmg Keflex capsules *** Thereafter~ prices 
of the. SOOmg capsules generally *** 

Table 24 
U.S.-produced Keflex capsules in 100-capsule bottles: U.S. sales quantities, 
weighted-average net f.o.b. selling prices, and price indexes of domestically 
produced Keflex capsules, ***• by capsule dosage and by quarters, January 1985-
Septernber 1988 1/ 

* * 
11 *** 
21 January-March 1985=100. 
ll April-June 1987=100. 

* * * * * 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 
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Prices of imports from Canada.--Quarterly f.o.b. selling prices of the 
specified imported Canadian generic cephalexin capsules*** (table 25). *** 
Quarterly selling prices of the imported 250mg capsules in 100-capsule bottles 
sold to generic-drug distributors ***· Selling prices of the imported 500mg 
capsules sold to this type of customer ***· On sales to pharmaceutical 
companies, quarterly selling prices of the 250mg capsules in 100-capsule bottles 
*** Selling prices of the 500mg capsules sold to pharmaceutical companies ***· 

Reported f.o.b. prices of the imported Canadian cephalexin capsules sold to 
***, which were not adjusted for discounts and rebates for any of the quarters 
reported, *** (table 26). Price trends based on these unadjusted prices should 
be viewed cautiously, because the later period prices in particular may not 
adequately reflect increasing price competition in the U.S. market for 
cephalexin capsules. Quarterly selling prices of the imported 250mg capsules in 
100-capsule bottles (product 1) *** Selling prices of the imported 500mg 
capsules (product 2) ***. 

Reported quarterly f .o.b. selling prices of the imported-Canadian 
products sold to hospitals, based on net prices adjusted for discounts and 
rebates for all quarters reported,*** (table 26). These net selling prices may 
be a better basis than unadjusted prices for showing actual price trends, 
especially when prices reportedly were ***· Quarterly net selling prices of the 
imported 250mg capsules in 100-capsule bottles sold to ***· Selling prices of 
the imported 500mg capsules sold to this type of customer *** 

1Table 25 
Imported Canadian generic cephalexin capsules in 100-capsule bottles: U.S. 
sales quantities, weighted-average net f .o.b. selling prices, and price indexes 
of generic cephalexin capsules imported from Canada and sold to *** and to ***, 
by types of customer, by capsule dosages, and by quarters, April 1987-September 
1988 1/ 

* * * * * * * 
11 The quantities represent total sales of the single U.S. importer of the 
specified generic cephalexin products imported from Canada and sold to each type 
of customer during the quarters requested. Prices are the U.S. f .o.b. selling 
prices of the larges~ quarterly sales, net of discounts and allowances except 
were otherwise noted. 
2,,/ April-June 1987=100. 
JI No sales data reported for this period. 
!±I *** 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 
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Table 26 
Imported Canadian generic cephalexin capsules in 100-capsule bottles: U.S. 
sales quantities, weighted-average f .o.b. selling prices, and price indexes of 
generic cephalexin capsules imported from Canada and sold to *** and to ***, by 
types of customer, by capsule dosages, and by quarters, April 1987-September 
1988 1/ 

* * * * * * * 
1/ The quantities represent total sales of the single U.S. importer of the 
specified generic cephalexin products imported from Canada and sold to each type 
of customer during the quarters requested. Prices to *** are U.S. f.o.b. 
selling prices of the largest quarterly sales without any adjustments for 
discounts and rebates. Prices to hospitals are based on the total U.S. sales 
values, net of discounts and allowances, of the specified product sold to 
hospitals during each quarter. 
ZI April-June 1987=100. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Price comparisons.--Price comparisons between the U.S.-produced and 
imported Canadian cephalexin capsules are based on the quarterly f .o.b. selling 
prices of the specified generic and Keflex products sold to specified types of 
customers during April 1987-September 1988. Comparisons of f.o.b. prices may ~ 
appropriate in this investigation. All the responding U.S. producers and the 
U.S. importer reported in their questionnaire responses that U.S. freight costs 
did not exceed 1 percent of the f .o.b. price and were not a significant factor 
in competition between the domestic and the subject imported cephalexin 
capsules. 

Generic cephalexin capsules.--Table 27 shows the weighted-average selling 
prices of the domestic and imported Canadian generic products 1 and 2 sold to 
*** and***, and any price differences between the domestic and foreign products 
during April 1987-September 1988. Table 28 shows the price comparisons between 
the domestic and imported generic products on sales to*** and.to*** during 
this period. 

Based on net f.o.b. selling prices of the largest quarterly sale, the 
reported price data resulted in 12 quarterly price comparisons between the 
domestic and imported products 1 (250mg capsules) and 2 (SOOmg capsules) sold to 
***,and 11 quarterly price comparisons on sales to*** (table 27). Four of the 
12 price comparisons involving sales to *** showed that ***· Four of the 11 
price comparisons involving sales to *** showed that ***· Eight of the 12 price 
comparisons involving sales to *** and 7 of the 11 price comparisons involving 
sales to *** showed***· But 9 of these 15 price comparisons ***· 

Reported selling prices involving sales of the domestic and imported 
Canadian generic cephalexin capsules to full-line drug wholesalers resulted in 
12 quarterly price comparisons between the domestic and imported products (table 
28). Prices of the U.S.-produced and imported products were both based on 
prices of the largest quarterly sale, but *** 
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Price comparisons between domestic generic cephalexin capsules sold to *** 
and the imported generic capsules sold to *** resulted in 12 quarterly price 
comparisons ··between the domestic and imported products (table 28). The importer 
indicated that its net sales prices to ***· On sales to the wholesalers, U.S. 
producers reported net f.o.b. selling prices based on the largest quarterly 
sale. 

Table 27 
Generic cephalexin capsules in 100-capsule bottles: Weighted-average net f .o.b. 
selling prices of generic cephalexin capsules produced in the United States and 
imported from Canada and sold to ***and to ***, and margins of under/(over) 
selling, 1/ by capsule dosages and by quarters, April 1987-September 1988 2/ 

* * * * * * * 

11 Any figures in parentheses indicate that the price of the domestic product 
was less than the price of the imported Canadian product. Price differences 
between the U.S. and imported Canadian products were calculated as ratios of the 
U.S. producers' prices. 
21 The prices of the subject domestic and imported capsules shown in this table 
were based on net f.o.b. selling prices of the largest sale in the quarter 

·weighted by total sales of the specified product to these types of customers. 
J/.·No sales data reported for this period. · 
!/ ~**· . 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table 28 
Generic cephalexin capsules in 100-capsule bottles: Weighted-average net f.o.b. 
selling prices of generic cephalexin capsules produced in the United States and 
imported from Canada and sold to *** and to ***, and margins of under/(over) 
selling, 1/ by capsule dosages and by quarters, April 1987-September 1988 2/ 

* * * * * * * 
11 Any figures in parentheses indicate that the price of the domestic produc~ 
was less than the price of the imported Canadian product. Price differences 
between the U.S. and imported Canadian products were calculated as ratios of the 
U.S. producers' prices. 
21 The prices of the U.S.-produced capsules sold to *** were based on net f.o.b. 
selling prices of the largest sale in the quarter weighted by total sales of the 
specified product to this type of customer. 
ll The reported prices of the imported products sold to *** were based on f .o.b. 
selling prices, unadjusted for discounts and rebates, of the largest quarterly 
sale. 
!/ *** 
2.1 ***· 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 
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Keflex and generic cephalexin capsules.--Lilly indicated in its. 
questionnaire response that ***· Table 29 shows the weighted-average selling 
prices of Keflex capsules, the imported Canadian generic cephalexin capsule. 
products 1 and 2 sold to***• and the imported products sold to*** during April 
1987-September 1988. 1/ In addition, table 29 shows price differences between 
Keflex and the imported generic products. Table 30 shows the weighted-average 
selling prices of Keflex capsules and the domestic generic cephalexin capsule 
products 1 and 2 sold to***• and price differences between the domestic brand­
name and generic products during April 1987-September 1988. ***· 21 ***· 11 
*** 

The reported f.o.b. selling prices to *** resulted in 12 price comparisons 
between the Keflex capsule products and the imported Canadian generic capsule 
products (table 29). Prices of the imported capsules ranged from***· Selling 
prices of the Keflex capsules were on a net basis, but reported prices of the 
imported products *** were not adjusted for discounts and rebates. As a result, 
such price comparisons most likely***· *** the domestic brand name capsules 
and imported generic capsules were reported on a net-sales basis. The 12 price 
comparisons between the Keflex capsules sold to***• showed tbe imported· 
products*** (table 29). 

The reported net f.o.b. selling prices of the U.S.-produced Keflex and 
generic cephalexin capsule products sold to *** resulted in 12 price comparisons 
between these domestic products (table 30). The domestic generic capsules were 
priced from***· On a net f.o.b. selling price basis, the domestic generic 
capsules *** *** 

Table 29 
Cephalexin capsules in 100-capsule bottles: Weighted-average selling prices of 
U.S.-produced Keflex capsules sold to *** and the selling prices of imported 
Canadian generic cephalexin capsules sold to *** and to ***• and price 
differences between Keflex and the imported.generic drug, l/ by capsule dosages 
and by quarters, April 1987-September·1988 

* * * * * * * 
1/ Price differences shown above indicate the degree to which the imported 
generic cephalexin capsules were priced less than the Keflex capsules. Price 
differences between the imported generic capsules and Keflex were calculated as 
ratios of the U.S. Keflex prices. 
21 *** 
11 *** 
!!./ *** 

Source: Compiled from data submitted in response to questionndres of the U.S. 
International Trade Commission. 

1/ *** 
2.1 *** 
'JI *** 
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Table 30 
U.S.-produced cephalexin capsules in 100-capsule bottles: Weighted-average 
selling prices of U.S.-produced Keflex capsules and generic capsules sold to 
***, and price differences between Keflex and the domestic generic drug, 1/ by 
capsule dosages and by quarters, April 1987-September 1988 

* * * * * * * 
1/ Price differences shown above indicate the degree to which the ***. Price 
differences between the generic capsules and Keflex were calculated as ratios of 
the U.S. Keflex prices. 
21 ***. 

Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Transportation .factors 

Two U.S. producers of generic cephalexin capsules *** and *** responded to 
questions on transportation factors in the questionnaire. ***· 1/ *** *** 
In comparison with the three U.S. producers, the importer reported selling ***· 
The U.S. producers reported shipping generic cephalexin capsules and Keflex 
capsules to their U.S. customers almost entirely by truck, whereas the importer 
reported shipping about ***. *** All four responding firms reported that *** 
the transportation costs did not significantly affect price competition between 
the U.S.-produced and imported Canadian cephalexin capsules. 

Exchange rates 

Quarterly data reported by the International Monetary Fund indicate that 
the nominal value of the Canadian dollar increased relative to the U.S. dollar 
by approximately 7 percent during January 1985-March 1988--the latest period 
comparisons with real exchange rates were available (table 31). An 
approximately 6-percent inflation rate in Canada compared with about 1 percent 
inflation in the United States during this period resulted in ~ appreciation 
of the Canadian dollar in real terms compared with nominal terms. In real 
terms, the Canadian dollar appreciated against the U.S~ dollar during January 
1985-March 1988 by approximately 12 percent, or 5 percentage points more than 
the appreciation in nominal terms. 21 

1/ ***. Telephone conversation with Commission staff on Nov. 15, 1988. 
21 The real appreciation of the Canadian dollar against the U.S. dollar 
indicates the amount that a Canadian producer would have to increase its U.S.­
dollar prices of the foreign cephalexin capsule products in the U.S. market 
without decreasing its profit margins, assuming that foreign costs had not 
changed and were not denominated in U.S. dollars. To protect their market 
share, however, Canadian producers may limit the rise of any such U.S. dollar­
price increase by reducing their Canadian dollar-denominated costs and/or 

I accepting lower profit margins. Costs of the Canadian producers would be 
further reduced with an appreciating Canadian dollar if any of their inputs were 
priced in U.S. dollars. 
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Table 31 
U.S.-Canadian exchange rates: 11 Indexes of the nominal and real exchange rates 
between the U.S. and Canadian dollars, and indexes of producer prices in the 
United States and Canada, ZI by quarters, January 1985-June 1988 

Nominal- Real- Canadian U.S. 
exchange exchange Producer Producer 

Period rate index rate index 3/ Price Index Price Index 

1985: 
January-March ••..••. 100.0 100.0 100.0 100.0 
April-June •••••••••• 98.8 99.3 100.5 100.1 
July-September •••••• 99.5 100.7 100.5 99.4 
October-December .••. 98.1 99.4 101.3 100.0 

1986: 
January-March ••...•. 96.4 100.2 102.3 98.5 
April-June .••••••.•. 97.8 102.0 100.8 96.6 
July-September .•••.• 97.7 102.6 101.0 96.2 
October-December •.•. 97.7 102.9 101.6 96.5 

1987: 
January-March ..••••• 101.2 105.8 102.1 97.7 
April-June •••.••••.• 101.5 105.8 103.4 99.2 
July-September •••.•. 102.4 107.0 104.9 100.3 
October-December •.•• 103.2 108.6 106.0 100.8 

1988: 
January-March ••••••• 106.8 112.2 106.4 101.2 
April-June ..•••••••• 110.1 !ii !ii 102.5 

11 Based on exchange rates expressed in U.S. dollars per Canadian dollar. 
21 The producer price indexes are aggregate measures of inflation at the 
wholesale level in the United States and Canada. Quarterly producer prices in 
the United States fluctuated but rose slightly, by 1.2 percent, during January 
1985-March 1988, while producer prices in Canada rose by 6.4 percent. During 
April-June 1988, producer prices in the United States jumped by 1.2 percent fron 
the previous quarter--producer price data from Canada, however, were not 
available during this latter period. 
11 The real value of a currency is the nominal value adjusted for the difference 
between inflation rates as measured by the producer price indexes in the United 
States and Canada. 
!ii Not available. 

Note--January-March 1985=100. 

Source: International Monetary Fund, International Financial Statistics, ~· 
October 1988. 



A-39 

Lost sales 

***, a U.S.· producer of the generic cephalexin capsules, stated in its 
questionnaire response that***· Biocraft, in its questionnaire response, ***, 
but indicated at the conference that it meets low price competition rather than 
lose the sale. 1/ Eli Lilly indicated in its questionnaire response that *** 
Lilly *** 

Price suppression/depression 

***· 21 Staff telephone conversations with the companies cited are 
discussed below. 

***, in lost revenue allegations involving 250mg and 500mg generic 
cephalexin capsules in 100- and 500-capsule bottles. The allegations specified 
the initial dates price reductions were made and the quantities that were sold 
at the reduced prices. Initial-period price reductions occurred during December 
1987-April 1988 and involved almost *** bottles of the generic cephalexin 
capsules. The price reductions allegedly ranged from *** percent below the 
initial price offers, resulting in total reported lost revenues of about *** on 
sales to*** ***· ll ***· !/ *** 

*** also named ***, ***, in lost revenue allegations involving 250mg 
generic cephalexin capsules in 100- and 500-capsule bottles. The allegations 
specified the initial dates price reductions were made and the quantities that 
were sold at the reduced prices. Initial-period price reductions occurred 
during.April-June 1988 and involved about *** bottles of the generic cephalexin 
capsules. ***allegedly reduced its initial price offers.by about*** to obtain 
the sale, resulting in total reported lost revenues of about ***·on sales to 
*** *** 

11 Transcript of the conference, pp. 25-26. 
2..1 *** 
ll *** 
!/ *** 
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INTERNATIONAL TRADE 
COMMISSION 

[Investigation No. 731-TA-423 
(Preliminary)) 

Generic Cephalcxln Capsules From 
Canada; Import Investigation 

AGENCY: United States lntenational 
Trade Commission. · 

ACTION: Institution of a preliminary 
antidumping investigation and 
scheduling of a conference to be held : 
connection with the investigatiori. 

SUMMARY: The Commission hereby gh 
notice of the institution of preliminary 
antidumping investigation No. 731-TA 
423 (Preliminary) under section 733(8) 
the Tariff Act of 1930 (19 U.S.C. 
1673b(a)) to determine whether there i 
a reasonable indication that an 1ndust 
in the United States is materially 
injured, or is threatened with material 
injury, or the establishment of an 
industry in the United States is 
materially retarded, by reason of 
imports from Canada of Ger.eric ~ 
Cephalexin Capsules, provided fol_ 
item 411.76 of the Tariff Schedules oft 
United States {subheading 3004.20.00 c 
the Harmonized Tariff Schedule of the 
United States), that are alleged to be 
sold in the United States at less than f 
value. As provided in section 733(a), tl 
Commission must complete preliminSJ 
antidumping investigations in 45 days, 
or in this case by December 12, 1988. 

For further information concerning t 
conduct of this investigation and rules 
general application. consult the 
Commission's Rules of Practice and 
Procedure, part 207, subparts A and B 
(19 CFR part 207) (see Commission 
interim rules (53 FR 33034 (August 29, 
1988)), and part 201, subparts A throug 
E (19 CFR part 201). 
EFFECTIVE DATE: October 27, 1988. 
FOR FURTHER !~FORMATION CONTACT: 
Lisa Zanetti (202-252-1189), Office of 
Investigations, U.S. International Trad 
Commission, 500 E Street SW., 
Washington DC 204.36. Hearing-impair 
individuals are advised that informatit 
on this matter can be obtained by 
contacting the Commission's TDD 
terminal on 202-252-1810. Persons will 
mobility impairmenis who will need 
speciai assistance in gaining access to 
the Commission should contact tljj 
Office of. the Secretary at 202-25~ 
SUPPLEMENTARY IHFORMATION: 

Background 

This investigation is being instituted 
in response to a petition filed on 
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October 27, 1988, by Biocraft 
Laboratories, Inc., Elmwood Park. NJ. 
Participation in the Investigation 

Persons wishing to participate in this 
investigation as parties must file an 
entry of appearance with the Secretary 
. to the Commission. as provided in 
§ 201.11 of the Commission's rules (19 
CFR 201.11), not later than seven (7) 
days after publication of this notice in 
the Federal Register. Any entry of 
appearance filed after this date will be 
referred to the Chairman, who will 
determine whether to accept the late 
entry for good cause shown by the 
person desiring to file the entry. 

Service List 

Pursuant to§ 201.ll(d) of the 
Commission's rules (19 CFR 201.11(d)), 
the Secretary will prepare a service list 
containing the names and addresses of 
all pesons, or. their representatives, who 
are parties to this investigation upon the 
expiration of the period for filing entries 
of appearance. 

In accordance with§§ 201.16(c) and 
~ 207.3 of the rules (19 CFR 201:16{c) and 
fr·207.3), each document filed by a party to 

the investigation must be served on all 
other parties to the investigation (as 
identified by the service list), and a 
certificate of service must accompany 
the document. The Secretary will not 
accept a document for filing without a 
certificate of service. 

Limited Disclosure of Business 
Proprietary Information Under a 
Protective Order 

Pursuant to § 207.7(a) of the . 
Commission's rules (19 CFR 207.7(a) as 
amended, 53 FR 33034 (August 29, 1988)), 
the Secretary will make available 
business proprietary information 
gathered in this preliminary 
investigation to authorized applicants 
under a protective order, provided that 
the application be made not later than 
seven (7) days after the publication of 
this notice in the Federal Register. A 
separate aervice list will be maintained 
by the Secretary for those parties 
authorized to receive business 
proprietary informatin under a 
protective order. The Secretary will not 
accept any submission by parties 
containing business proprietary 
information without a certificate of 

_,service indicating that it has been 
11served on all the parties that are 
r?authorized to receive such information 

under a protective order. 

Conference 

The Director of Operations of the 
Commission has scheduled a conference 
In connection with this investigation for 

9:30 a.m. on November 16. 1988, at the 
·U.S. International Trade Commission 
Building, 500 E Street SW., Washington, 
DC. Parties wishing to participate in the 
conference should contact Lisa Zanetti 
(202-252-1189) not later than November 
14, 1988, to arrange for their appearance . 
Parties in support of the imposition of · 
antidwnping duties in this investigation 
and parties in opposition to the _ · 
·imposition of such duties will each be 
collectively allocated one hour within 
which to make an oral presentation et 
the conference. 

Written Submissions 

Any person may submit to the 
Commission on or before November 18, 
1988, a written brief containing 
information and arguments pertinent to 
the subject matter of the investigation, 
as provided in section 207.15 of the 
Commission's rules (19 CFR 207.15). A 
signed original and fourteen (14) copies 
of each submission must be filed with 
the Secretary to the Commission in 
accordance with § 201.8 of the rules (19 
CFR 201.8). All written submissions 
except for business proprietary data will 
be available for public inspection during 
.reguiar business hours (8:45 a.m. to 5:15 
p.m.) in the Office of the Secretary to the 
Commission. 

Any information for which business 
proprietary treatment is desired must be 
submitted separately. The envelope and 
all pages of such submissions must be 
clearly labeled "Business Proprietary 
Information." Business proprietary 
.submissions and requests for business 
proprietary treatment must conform 
with the requiremants of § § 201.6 and 
207.7 of the Commission's rules (19 CFR 
201.6 and 207.7). 

Parties which obtains disclosure of 
business proprietary information 
pursuant to § 207.7{a) of the · 
Commission's rules (19 CFR 207.7(a)) 
may comment on such information in_ 
their written brief, and may also file 
additional written comments on such 
information no later than November 22, 
1S88. Such additional comments must be 
limited to comments on business 
proprietary information received in or 
after the written briefs. 

Authority: This investigation is being 
cond;icted under authority of the Tariff Act of 
1930, title VU. This notice is published 
pursuant to ~ 207.12 of the Commission's 

'rules (19 CFR 207.12). · 
By order of the Commission. 
Issued: November 2, 1988. 

·Kenneth R. Mason. 
.secretary. 

[FR Doc. 88-25707 Filed 11~: 8:45 am) 
BIWNQ COO€ 7021H12-11 

446 



B-4 

Federal Register / Vol. 53, No. 226 / Wednesday, November 23. 1988 / Notices 4756 

International Trade Administration 

[A-122-806] 

Initiation of Antidumping Duty 
Investigation; Generic Cephalexin 
Capsules from Canada 

AGENCY: Import Administration, 
International Trade Administration, 
Commerce. 
ACTION: Notice. 

SUMMARY: On the basis of a petition 
filed in proper form with the U.S. 
Department of Commerce, we are 
initiating an antidumping duty 
investigation to determine whether 
imports of generic cephalexin capsules 
from Canada are being, or are likely to 
be. sold in the United States at less than 
fair ,·alue. We are notifying the U.S. 
International Trade Commission (lTi 
of this action so that it may determ· 
whether imports of this product 
materially injure. or threaten material 
injury to, a U.S. industry. If this 
im·estigation proceeds normally, the ITC 
will make its preliminary determinaticn 
on or before December 12. 1908, and we 
will make our preliminary determination . ... --
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EFFECTIVE DATE: November 23. 1968. 
FOR FURTHER INFORMATION CONTACT: 
Debra Conner or Louis Apple, Office of 
Antidumping Investigations. Import · 
Administration, International Trade 
Administration. U.S. Department of 
Commerce. 14th Street and Constitution 
Avenue NW., Washington, DC .. 20230, 
telephone (202) 377-1778 or (202) 377-
1769. 

SUPPLEMENTARY INFORMATION: 

The Petition 

On October 27, 1968, we received a 
petition filed in proper form by Biocraft 
Laboratories. Inc., on behalf of the 
industrv in the United States which 
manufactures generic cephalexin 
capsules. In compliance with the filing 
requirements of§ 353.36 of the 
Commerce Regulations (19 CFR 353.36), 
the petitioner alleges that imports of 
generic cephalexin capsules from 
Canada are being. or are likely to be, 
sold in the United States at less than fair 
value within the meaning of section 731 

l the Tariff Act of 1930, as amended 
e Act), and that these imports 

·materially injure. or threaten material -
injury to, a U.S. industry. 

The petitioner has alleged that it has 
standing to file the petition. Specifically, 
petitioner has alleged that it is an 
interested party as defined under 
section 771(9)(C) of the Act, and that it 
has filed the petition on behalf of the 
U.S. industry manufacturing the product 
that is subject to this investigation. 

If any interested party as described 
under paragraphs (C), (D), (E). or (F) of 
section 771(9) of the Act wishes to 
register support of or opposition to this 
petition, please file written notification 
with the Commerce official cited in the 
"FOR FURTHER INFORMATION CONTACT" 

section of this notice. 

United States Price and Foreign Market 
Value 

Petitioner's estimate of United States 
price was based on an a_verage of 
known Canadian prices it must use to · 
meet the competition. Petitioner listed 
these prices (competitively met prices) 
for several customers. 

Petitioner based foreign market value 
on prices published in Drug Benefit 
Formularies. by the Ministries of Health 

I,. f"Ontario and Saskatchewan. Canada. 
etitioner states that these prices 
epresent the lowest amount for which a 

· listed drug product can be purchased in 
those provinces in Canada. 

Based on a comparison of United 
States price and foreign market value, 
petitioner alleges dumping margins 
rrin11in!! from 18.42 to 39.73 percent. 

Petitioner also alleges that "critical 
circumstances" exist with respect to 
imports of generic cephalexin capsules 
from Canada. 

Initiation of Investigation 

Under section 732(c) of the Act. we 
must determine, within 20 days after a 
petition is filed, whether it contains 
information reasonably available to the· 
petitioner supporting the allegations. 

We examined the petition on ger.eric 
cephalexin capsules from Canada and 
found that it meets the requirements of 
section 732(b) of the Act. Therefore, in 
accordance with section 732 of the Act, 
we are initiating an antidumping duty 
im>estigation to determine whether 
imports or generic cephalexin capsules 
from Canada are being, or are likely to 
be, sold in the United States at less than 
fair value. If our investigation proceeds 
normally, we will make our preliminary 
determination by April 5, 1989. 

Scope of Investigation 

The United States has developed a 
system of tariff classification based on 
the international harmonized system of 
customs nomenclature. On January l, 
1989, the U.S. tariff schedules will be 
fully converted to this Harmonized 
Tariff Schedule (HTS) and all 
merchandise entered or withdrawn from 
warehouse for consumption on or after 
this da.te will be classified solely 
according to the appropriate HTS item 
number(s). Until that time, however, the 
Department will be providing both the 
appropriate Tariff Schedules of the · 
United States Annotated (TSUSA) item 
number(s) and the appropriate HTS item 
number(s) with its product descriptions. 
As with the TSUSA, the HTS item 
numbers are provided for convenience 
and customs purposes. The v..'Titten 
description remains dispositive as to the 
scope of the product coverage. 

V\7e are requesting petitioners to 
include the appropriate HTS item 
number(s) as well as the TSUSA item 
number(s) in all petitions filed with the 
Department through the end of this year. 
A reference copy of the HTS is available 
for consultation in the Central Records 
Unit, Room B-099, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue NW., Washington, DC 20230. 
Additionally, all U.S. Customs offices 
have reference copies. and petitioners 
may car.tact the import specialist at 
their local customs office to consult the 
schedule. 

The products covered in this 
investigation are generic cephalexin 
capsules from Canada, as provided for 
in item 411.7600 of the Tariff Schedules 
of the United States Annotated (TSUSA) 
and currently classifiable under 

Harmonized System (HTS) item number 
3004.20.00. Generic cephalexin capsules 
are cephalexin monohydrate in capsule 
form. Cephalexin monohydrate is a 
semi-synthetic cephalosporin antibiotic 
intended for oral administration. Its 
chemical formula is C16H17N304S.H20. 
Generic cephalexin capsules contain the 
equh·alent of not less than 90 percent 
and' not more than 120 percent of the 
labelled amount of cephalexin 
monohydrate. The capsule is made of a 
water soluble gelatin, designed to 
facilitate swallowing and a phased 
release of the dr'..lg into the user's 
digestive system. 

\Ve are tentatively excluding from the 
scope of this investigation certain 
proprietary brand-name cepha\exin 
capsules which petitioner alleges differ 
from the generic product. Such 
differences allegedly include different 
consumer expectations. different 
promotional activities. and significantly 
different prices. While the Department 
does not normally consider proprietary 
brand-names in defining the scope of an 
investigation, we have done so in this 
particular instance because the 
differences alleged by petitioner 
between branded and generic 
pharmaceutical products appear to be 
far greater than would normally be the 
case for other types of products. We will 
continue to examine this issue. however. 
during the investigation and will 
consider any comments on this issue. 
Any comments should be addressed as 
noted in the "FOR FURTHER INFORMATION 

CONTACT" section of this notice. 

Notification of ITC 

Section 732(d) of the Act requires us 
to notify the ITC of this action and to 
provide it with the information we used 
to arrive at this determination. We will 
notify the ITC and make available to it 
all nonprivileged and nonproprietary 
information. We will also allow the ITC 
access to all privileged and business 
proprietary information in our files, 
provided it confirms in writing that it 
will not disclose such information either 
publicly or under an achninistra tive 
protective order without the written 
consent of the Assistant Secretary for 
Import Administration. 

Preliminary Determination by the ITC 

The ITC will determine bv Decerr.ber 
12. 1983. whether there is a ~easonable 
indication that imports of generic 
cephalexin capsules from Canada 
materially injure, or threaten material 
injury to, a U.S. industry. If its 
determination is negative, this 
investigation will terminate; otherwise it 
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will proceed acco:-ding to statutory and 
regulatory procedures. 

This notice is published pursuant to 
section 73Z(c)(2) of the Act. 
November 16. 1988. 
Jan W. Mares, 
Assistant Secretary for Impart 
Administration. 
[FR Doc. 88-27048 Filed 11-22-00; 0:45 am] 
BILLING CODE 351~Ds-M 

4756 
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CALENDAR OF THE PUBLIC CONFERENCE 

Investigation No. 731-TA-423 (Preliminary) 

GEN~RIC CEPHALEXIN CAPSULES FROM CANADA 

Those persons listed below appeared at the United States Ipternational 
Trade CoJIDDission's conference held in connection with the subject investigation 
on November 16, 1988, in Courtroom lllB of the U.S. International.Trade 
CoJIDDission, 500 E. Street, SW, Washington, D.C. 

In support of the imposition of antidumping ciuties 

Bryan, Cave, McPheeters & McRoberts--Counsel 
Washington, D.C. 
on behalf of--

Biocraft Laboratories, Inc. 

Gerald Moskowitz 
Vice Presi.dent, Sales, Biocraft Laboratories, Inc. 

Beryl Synder 
General Coµnsel, Biocraft· Laboratories, Inc. 

Peter Ehr~iihaf t 
Daniel C. Schwartz 

)---OF. COUNSEL 
)--OF COUNSEL 

In opposition to the imposjtion of antidumpins dµties 

Kirkland & Ellis--Counsel 
Washington, D.C. 
on behalf of--

LypboMed/Novop~~rm Pharmaceutical Co. 
Novopharm, Inc! 

Leslie Dan 
President; Novopharm, Inc. 

Robert Gunter 
Vice President and General Manager 
LyphoMed/Novopbarm Pharmaceutical Co. 

David Norrell )--OF COUNSEL 
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Cephalosporins 

Background 

Cephalosporins are semisynthetic antibiotic derivitives of cephalosporin 
C, a substance produced by the fungus cephalosporium acremoniUJJI. The drugs are 
bet~-lactam antibiotics str~cturally and pharmacologically related to 
penicillins, 1-oxa-beta-lactams, and cephamycins. All conunercially available 
cephalosporins contain the 7-aminocephalosporanic acid (7-ACA) nucleus which is 
composed of a beta-lactam ring fused with a 6-membered dihydrothiazine ring 
instead of the 5-membered thiazolidine ring of penicillins. 

In general, cephalosporins are active in vitro against many gram-positive 
aerobic bacteria, some gram-negative aerobic bacteria, and some anaerobic 
bacteria. However, there are substantial differences among the cephalosporins 
in spectra of activity as well as levels of activity against susceptible 
bacteria. Cephalosporins are inactive against fungi and viruses. 

Currently available cephalosporins are generally divided into three groups 
based on their spectra of activity. Closely related beta-lactam antibiotics 
are also classified in these groups because of their similar spectra of 
activity. The three generations of cephalosporin are detailed below. 

First generation cephalosporins--(cefadroxil, cefazolin, cephalexin, 
cephalothin, cephapirin, and cephradine) are usually active in vitro against 
gram-positive cocci, group B streptococci, and streptococcus pneumoniae. These 
cephalosporins have limited activity against gram-negative bacteria, although 
some strains may be inhibited in vitro by.the drugs. 

Second generation cephalosporins--(cefaclor, cefamandole, cefonicid, 
ceforanide, cefotetan (a cephamycin), cefoxitin (a cephamycin), and cefuroxime) 
are usually active in vitro against organisms susceptible to first generation 
cephalosporins. In addition, second generation drugs are active in vitro 
against most strains of haemophilus influenzae (including ampicillin-resistant 
st.rains) • Al though the specific spectra of activity differ, second generation 
cephalosporins are generally more active against gram-negative bacteria than 
first generation cephalosporins. The second generation drugs (except cefaclor) 
may be active against some strains of bacteria that are resistant to the first 
generation cephalosporins. 

Third generation cephalosporins--(cefoperazone, cefotaxime, ceftazidime, 
ceftizoxime,· ceftriaxome, and moxalactam (a 1-oxa-beta-lactam)) are usually 
less active against susceptible staphylococci than first generation drugs; 
however, the third generation drugs have an expanded spectrum of activity 
against gram-negative bacteria compared with the first an~ second generations. 
The third generation drug~ are generally active against the same bacteria 
susceptible to the first and second generation drugs, and are also active 
against other strains of bacteria that may be resistant to the first two 
generations. 

Cephalosporins are used in the treatment of serious respiratory tract, 
skin and skin structure, urinary tract, and bone and joint infections. A first 
generation cephalosporin is generally preferred when a cephalosporin is used 
for the treatment of infections caused by susceptible gram-positive bacteria. 
Although oral cephalosporins are generally effective in the treatment of mild 
to moderate infections caused by susceptible staphylococci or streptococci, 
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they are not usually the drugs of choice for the treatment of these infections. 
Some clinicians suggest that an oral penicillin or an erythromycin may be more 
effective than an oral cephalosporin in the treatment of mutually-susceptible 
organisms. 

U.S. producers 

The Commission sent questionnaires to 43 firms thought to be producing 
some form of cephalosporin, including cephalexin. Of these, 27 reported that 
they did not produce any form of cephalosporin in the United States, 7 reported 
that they did produce cephalosporins, and 9 did not respond to the Commission's 
questionnaire. 

Of the seven firms reporting cephalosporin production, ***· Of the *** 
firms reporting production of cephalexin and at least one other cephalosporin 
*** provided no data on cephalosporin operations other than cephalexin. Of the 
*** firms reporting production of cephalosporins other than cephalexin, *** was 
unable to provide information other than sales volume. Summaries of the 
questionnaire data are presented below. 

Bulk cephalosporins.--*** reported production of bulk cephalosporins. *** 
did not provide the Commission with data on its cephalosporin operations. 

Cephalosporin in capsule form.--*** firms *** reported production of 
cephalosporin in capsule form. Only *** reported operations in the calendar 
years 1985 and 1986. Operations for the *** firms are summarized in tables C-1 
thr.ough C-5 . 

Table C-1 
Cephalosporin in capsule form: U.S. producers' capacity, production, and 
capacity utilization, 1985-87, January-September 1987, and January-September 
1988 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table C-2 
Cephalosporin in capsule·form: U.S. producers' end-of-period inventories, 
1985-87, January-September 1987, and January-September 1988 

* * * * * * * 
Source: ~compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 
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Table C-3 
Cephalosporin in capsule form: U.S. producers' shipments, domestic and exports 
1/, 1985-87, January-September 1987, and January-September 1988 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table C-4 
Cephalosporin in capsule form: U.S. production and related workers, 1985-87, 
January-September 1987, and January-September 1988 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table C-5 
Cephalosporin in capsule form: U.S. producers' net sales; cost of goods sold; 
gross profit/loss; general, selling, and administrative expenses; and net 
operating profit, 1985-87, January-September 1987, and January-September 1988 

* * * * * * * 
Source: ·Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

All other forms of cephalosporin.--*** companies reported production of 
cephalosporin in dosage forms other than capsules: ***· Only *** reported data 
for calendar years 1985 and 1986. *** The data are summarized in the tables 
C-6 through C-11. 

Table C-6 
Cephalosporin in dosage forms other than capsules: U.S. producers' capacity, 
production, and capacity utilization, 1985-87, January-September 1987, and 
January-September 1988 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 
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Table C-7 
Cephalosporin in dosage form other than capsules: U.S. producers' end-of­
period inventories, 1985-87, January-September 1987, and January-September 1988 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table C-8 
Cephalosporin in dosage forms other than capsules: U.S. producers' shipments, 
domestic and exports, 1985-87, January-September 1987, and January-September 
1988 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table C-9 
Cephalosporin in dosage forms other than capsules: U.S. producers' imports 1/, 
1985-87, January-September 1987, and January-September 1988 

* * * * * * * 
~ource: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Commission. 

Table C-10 
Cephalosporin in dosage forms other than capsules: U.S. production and related 
workers, 1985-87, January-September 1987, and January-September 1988 

* * * * * * 
' Source: Compiled from data submitted in response to questionnaires of the U.S. 

International Trade Commission. 

Table C-11 
Cephalosporin in dosage forms other than capsules: U.S. producers' riet sales; 
cost of goods sold; gross profit/loss; general, selling, and administrative 
expenses; and net operating profit; 1/ 1985-87, January-September 1987, and 
January-September 1988 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
T~~~~~ 0 ~ional Trade Commission. 
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APPENDIX D 

A SUMMARY OF THE U.S.FOOD AND DRUG ADMINISTRATION 
GENERIC DRUG APPROVAL PROCESS 
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A Sununary of the U.S. Food and Drug Adminis~ration 
Generic Drug Approval Process 

In 1984, Congress passed the Drug Price Competition and Patent Term 
Restoration Act, also known as the Waxman-Hatch Amendments, designed to make 
available high quality, therapeutically equivalent generic versions of 
previously single source drugs. In enacting this legislation, Congress 
eliminated the need for costly animal and human clinical studies to support the 
safety and efficacy of duplicate versions of drugs approved since 1962 by 
allowing companies to apply for an Abbreviated New Drug Application (ANDA). 

One of the key components of ANDA approval is the submission of ·adequate 
information to demonstrate bioequivalence of the generic version of the pioneer 
or innovator drug (usually a patented drug). The requirement of bioequivalence 
to gain approval for a generic drug product was not a novel concept; the FDA 
had accepted bioequivalence testing, in lieu of clinical testing in patients, 
between 1970 and 1984 for the purpose of approving generic versions of drugs 
first approved before 1962. The 1984 law extended this requirement to cover 
approval of generic versions of drugs approved after 1962, for which the ANDA 
procedure was not available, and for which costly, duplicative safety and 
effectiveness studies were mandatory. 

The reasoning behind this change lay in the fact that the safety and 
efficacy of active ingredients in brand-name drug products had beeri amply 
demonstrated by adequate and well~controlled studies by the pioneer 
manufacturer, by the acceptance of the findings by the medical community, and 
by the widespread use of these drug entities· in patient therapy over several 
years. Repetition of clinical studies for generic versions of brand name drug 
products tied up valuable and scarce scientific and economic resources without 
any new contribution to the body of knowledge regarding the safety and efficacy 
of the drug. 

A generic drug producer wishing to prove bioequivalence of the generic 
drug must demonstrate that the test product offers equivalent bioavailability 
to the reference product; that is, the generic drug must have the equivalent 
rate and extent of absorption into general circulation in the body, where it 
becomes available to the tissues of the body. Rate of entry is important when 
rapidity of action is a major concern. If a drug is injected directly into the 
systemic circulation, it is immediately and completely bioavailable. Since 
many drugs are administered orally, however, partial absorption of the drug can 
lead to bioavailability problems. In those cases, bioequivalence is usually 
determined by measuring the concentration of the drug in plasma or serum. The 
plasma concentrations of drugs exist in some form of equilibrium with the 
target tissue and represent a valid indication of potential desired clinical 
action. 

In order to ensure that adequate and appropriate bioequivalence testing is 
conducted by generic manufacturers and to provide guidance as to proper 
bioequivalence study procedures, the FDA has developed guidelines for 
conducting in vivo bioequivalence testing and in vitro dissolution testing for 
specific products. 

The basis for submitting an ANDA for a generic drug is simply that there 
must be a previously approved drug which is the "same" as the proposed drug. 
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The product must have .the same active ingredient(s), route(s) of 
adininistration, dosage form, and strength. All approved products appear in a 
document entitled Approved Drug Products with Therapeutic Eguiyalenc~ 
Evaluations. It is possible that proposed products can be different, within 
defined limits, from previously approved products and still be acceptable for 
submission as ANDAs. The substitution of one ingredient for another may only 
be considered for a multiple ingredient product. In these instances, the new 
ingredient must be of the same pharmacological or therapeutic class as that 
contained in the listed drug and is expected to have the same therapeutic 
effect when administered to patients. The substitution of one active 
ingredient for another in single ingredient products is not authorized under 
Section SOS (j)(2)(c) of the 1984 Act. 

When reviewing a petition for ANDA suitability, the FDA requires the 
following information: 

1. Identification of the proposed drug product, including the active 
ingredient(s), strength, dosage form, route(s) of administration, conditions of 
use, bioequivalence data, and labeling. 

2. Patent certification. Petitioner must certify that one of four 
conditions holds true for each patent that claims the listed drug or which 
claims a use for the listed drug for which the applicant seeks approval: 1) 
patent information has not been filed, 2) the patent has expired, 3) the patent 
will expire on this date, or 4) the patent is invalid or will not be infringed 
tby the manufacture, use, or sale of the new drug. 

3. Statement regarding prescription and/or over-the-counter status. 

4. Specifications and tests for active ingredient(s), inactive 
ingredient(s), container/closure system, and finished dosage form. 

S. Stability profile, including stability data. 

6. Manufacturing procedures, controls, and certification of conformance 
with current Good Manufacturing Practices (GMPs). 

7. Description of all facilities used in the manufacturing, processing, 
testing and packaging of the drug. 

8. Samples statement. 

9. Environmental impact assessment. 

Once an ANDA has been granted, the applicant must file an annual report 
each year within 60 days of the anniversary date of approval. Each annual 
report must contain: 1) summary of significant new information about the 
drug, 2) distribution data, 3) copies of all current package labeling, 
including all distributor labeling, 4) manufacturing or controls changes, 5) 
non-clinical laboratory studies, 6) clinical data, and 7) status reports 
concerning postmarketing studies and, at the applicant's discretion, a list of 
any pending regulatory business with the FDA concerning the application. 
~-1 

~S~~rce: Division of Generic Drugs, Center for Drugs and Biologics, U.S. Food 
and Drug Administration, Rockville, MD. 




