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be referred to the Chairmun, who will 
deter:mine whether to accept the late 
entry for good cause shown by the 
person desiring to file the entry. 

Public service list.-Pursuant to 
§ 201.ll(d) of the Commission's rules (19 
CFR 201.ll(d)), the Secretary will 
prepare a public service list containing 
the names and addresses of all persons, 
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, as 
amended. (19 CFR 201.16(c) and 207.3, as 
amended). each document filed by a 
party to the investigation must be 
served on all. other parties to the 
im·estigation (as identified by' the public 
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 
Jiroprietary information under a 
protectfre order and business 
proprietary information sen:ice lisL­
Pursuant to section 207.7(a) of the 
Commission's rules (19 CFR 207.7(a). as 
amended), the Secretary will make 
arnilable business proprietary 
information gathered in this final 
im·estigation to applicants 
under a protective order, provided that 
the application be made not later than 
twenty-one (21) days after the 
publication of this notice in the Federal 
Register. A separate service list will be 
maintained by the Secretary for those 
parties authorized to receive business 
proprietary information under a 
protective order. The Secretary will not· 
accept any submission by parties 
containing busin'ess proprietary 
information without a certificate of 
service indicating that it has been 
served on all parties that arc authorized 
to receive such information under a 
protective order. . 

Staff report.-The preheariug staff 
report in this investigation will be 
placed in the nonpublic record on June 
13, 1989, and a public version will be 
issued thereafter, pursuant to section 
207.21 of the Commission's rules (19 CFR 
207.21). . 

Hearing-The Commission will hold 
a hearing in connection with this . 
investigation beginning at 9:30 a.m. on 
June 28. 1989, at the U.S. International 
Trade Commission Building. 500 E Street 
SW .. \Va!;hington. DC. Requests to 
appear at the hearing should be filed in 
writing with the Secretary to the 
Commission not later than the close of 
business (5:15 p.m.) on June HI, 1989. All 
persons desiring to appear al the 
hearing and make: oral prese11talio11s 
shou1d file prchearing briefs nnd :attend 

a prehearing conference to be held at 
9:30 a.m. on June 23, 1989, at the U.S. 
International Trade Commission · 
Building. The deadline for filing 
prehearing briefs is June 23, 1989. 

Testimony at the public hearing is 
governed by section 207.23 of the 
Commission's rules (19 CFR 207.23). This 
rule requires that testimony be limited to 
a nonbusiness proprietary summary and 
analysis of material contained in 
prehearing briefs and to information not 
available at the time the prehearing 
brief was submitted. Any written 
materials suJ?mitted at the hearing must 
be filed in accordance with the 
procedures described below and any 
business proprietary materials must be 
submitted at least three (3) working 
.days prior to the hearing (see 
§ 201.6(b)(2) of the Commission's rules 
(19 CFR 201.6(b)(2))). 

Written submissions.-All legal 
arguments, economic analyses, and 
factual materials relevant to the public 
hearing should be included in prehearing 
briefs in accordance with§ 207.22 of L11e 
Commission's rules (19 CFR 207.22). 
Posthearing briefs must conform with 
the provisions of§ 207.24 (19 CFR 207.24) 
and must be submitted not later than the 
close of business on July 5. 1989. In 
addition, any person who has not 
entered an appearance as a party to the 
investigation may submit a written 
state1ment of information pertinent to the 
subject of the investigation on or before 
July 5, 1989. · 

A signed original and fourteen (14) 
copies of each submission must be filed 
with the Secretary to the Commission in 
accordance with section 201.8 of the 
Commission's rules (19 201.8). All 
written submissions except for business 
proprietary data will be available for 
public inspection during regular 
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 lJe 
submitted separately. The em·elope 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 requirements of§ 201.6 and 
207.7 of the Commission's rules {19 CFR 
:!01.6, as amended, 54 FR 13677 (April 5, 
1969) and 207.7, as amended). 

Parties which obtain disclosure of 
business proprietary information 
pursuant to § 207.7(a) of the 
Commission's rules (19 CFR 207.7(a). us 
amended) may comment on such 
idoimation in their prehearing and 
posthearing briefs. Hnd may also file 
addition written comments on such 

infonilation no later than July 10, 198! 
Such additional comments must be 
limited to comments on business 
proprietary information received in o 
after the posthearing briefs. 

. ' 
investigation is : 

being conducted under authority of 
Tariff Act of 1930, title VII. This notic 
published pursuant to § 207.20 of the 
Commission's rules (19 CFR 207.20) . 

Dy order of the Commission. 
Kenneth R. Mason, 
Secretaf};. 

Issued: April 26, 1969. 

[FR Doc. 89-1003.9 Filed 5-3-89: 8:45 am] 
BILLING CODE 7020-02-M 
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'!hose listed below appeared as witnesses at the ·united States 
Intemational Trade·Ccmnissial's hean,ng: 

SUbject 

Inv. No. 

Datt= and Tine 

Generic ce~·capsw,es f%an 
canada 

731-TA-423 (Final) 
. ' 

June 28, 1989 - 9:30 a.m. 

sessiais were held in camectial with the inveStigatial in the Main 
Hearing Roan 101 of the united States Intematialal Trade Ccmnissial, 500 
E Street, S.W.-, in Washingtal. 

In ~ of the Dtt;>ositial of 
Antirympi m D.lt1 e5: 

Bryan, cave, McPheeters & M:RcCerts 
washingt:al, D.C. 
C11 bebalf of 

Biocraft Laboratories, Inc. 
E1nw:xxi Park, New Jersey 

Harold Snyder, President, Biocraft Laboratories, Inc • 

. Dr. samuel M. Rosenblatt, E'.calanic Consultant 

Peter D. Ehrenhaft ) 
)~ a::itmEL 

Daniel c. SChwartz ) 

· Cl1HER PARIY; 

Bishop, CCOk, Purcell & Reynolds 
washingtal, D. C. 
C11 tety\lf of 

·Barr Laboratories, Inc. 

>llW M. Jooes ) -OF a::itmEL 

- nore -
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Iri Opposition to the IIrpJsition of 
Antidumpim duties: 

Kirkland & Ellis 
Wash.ingtm, D. C. 
oo bebalf of 

.~Ltd. 

L~ ~tical CCJli)a1'1Y 

L~ •• Inc. 

Ieslie Dan, President, Novophann Ltd. 

Faward MacCoilnick, Chief Financj.a.l Officer and 
Vice President, Novophann .Ltd. , 
C In atten<'mx;e but did rpt t.estifyl 

. Allan Gotlieb, canad1an Law Fim 
Stiksnan & Elliott, counsel to Novophann Ltd. 

Rebert Glmter, Vice President and General Manager, 
L~ Phaimaceutical Carpany 

Christiana c. Kleitz. )-Ecaxmi.c caurulting Seiv:lces 
Cin attenQanre blt did not testify> 

David G. Norrell ) 
Rebert c. sextai )-oF ecu&:L 
Christine M. 'nlansal) 

- end -
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NOTICE OF THE DEPARTMENT OF COMMERCE'S 
FINAL DETERMINATION 
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International Trade Administration 

[A-122-806) · 

Final Determination of Sales at Less 
Than Fair Value; Generic Cephalexin 
Capsules From Canada 

AGENCY: Import Administration, 
International Trade Administration. 
Department of Commerce. · 
·ACTION: Notice. 

SUMMARY: We determine that generic 
cephalexin capsules from Canada are 
being. or are likely to be. sold in the 
United States at less than fair value. We· 
have notified the U.S. International 
Trade Commission (ITC) of our · 

determination and have directed the 
U.S. Customs Service to continue to 
suspend liquidation of all entries of 
generic cephalexin capsules from 
Canada. as described in the 
"Continuation of Suspension of 
Liquidation" section of this notice. The 
ITC will determine, within 45 davs of the 
publication of this notice. whether these 
imports are materially injuring. or · 
threaten material injury to. a United 
Statesindustry. We also determine that 
critical circumstances do not exist with 
respect to imports of generic cephalexin 
capsules from Canada. ' 
EFFECTIVE DATE: June 26. 1!J89. 
FOR FURTHER INFORMATION: 
Contact Karmi Leiman or Louis Apple. 
Office of Antidumping Investigations. 
Import Administration. International 
Trade Administration. U.S. Department 
of Commerce, 14th Street and 
Constitution Avenue N\\'., Washington, 
DC 20230; (202) 3n-8371. (202) 377-1769. 
SUPPLEMENTARY INFORMATION: 

Final Detennination 

We determine that generic cephalexin 
· capsules from Canada are being. or are 
likely to be. sold in the United States at 
less than fair value. as provided for in 
section 735 of the Tariff Act of 1930. as 
amended (19 U.S.C. 16i3d(a)) ("the 
Act"). The estimated weighted-average 
margins are shown in the "Continuation 
of Suspension of Liquidation" section of 
this notice. We also determine that 
critical circumstances do not exist with 
respect to generic cephalexin capsules 
from Canada. 

Case History 

On April 7, 1989, we made an 
affirmative preliminary determination 
(54 FR 14669, April 12. 1989). The 
following events have occurred since the 
publication of that notice. 

On April 12. 1989. a disclosure 
conference was held with the 
respondent, Novopharm. Ltd. 
("Novopharm"), to explain the 
methodology used in the Department's 
preliminary determination. A disclosure 

· conference was held with the petitioner. 
Biocraft Laboratories. Inc .. on April 13, 
1989. The petitioner. submitted 
comments pursuant to the disclosure 
conference on April 17, 1989. 

Novopharm's response to the 
Department's second deficiency letter 
(dated April 4, 1989) was submitted in 
two parts. Appendices A and B were 
received on April ia. 1989, and the 
balance of the response. including two 
computer tapes, was received on April 
19, 1989. Two corrected tapes were filed 
on April 20, 1989. 
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The Department received a request 
from respondenl on April 21, 1989, for a 
public hearing to comment on the 
preliminary determination. A request for 
a public hearing was received from 
petiti011er on April 24, 1989. 

The Department's verification at the 
Novopharm facility in Scarborough, 
Ontario, Canada took place from April 
24 through April 28, 1989. Verification 
took place at the headquarters of 
LyphoMed/Novopharm Phannaceutical 
Company ("the joint venture"} and 
LyphoMed, Inc. ("LyphoMed") in 
Rosemont. Illinois from May 1 through 
May 5, 1939. 

Case briefs were submitted by both 
the petitioner and the respondent on 
May 31, 1989. On June 5, both parties 
submitted rebuttal briefs. The public 
hearing was held on June 7, at which 
counsel for both parties were present. 

On June 9, 1989, the Department 
received post-hearing comments from 
the petitioner. 

Scope of Investigation 

The United States has developed a 
system of tariff classification based on 
the international harmonized system of 
customs nomenclature. On January 1, 
1989, the U.S. tariff schedules were fuUy 
converted to the Harmonized Tariff 
Schedule (HTS], as provided for in 
section 1201 et seq. of the Omnibus 
Trade and Competitiveness Act Of 1938. 
All merchandise entered, or withdrawn 
from warehouse, fm· consumption on or 
after that date is now classified solely 
according to the appropriate HTS 
subheading(s]. The HTS numbers are 
provided for convenience and Customs 
purposes. The written description 
remains dispositive. 

The products covered by this 
investigation are generic cephalmdn 
capsules from Canada. 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 C16ll17N304S.H20. 
Generic cephalexin capsules contain 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. 

Prior to J<muary 1, 1989, such 
merchandise was classifiable under item 
411.7600 ot the Tariff Schedules of the 
United Stales Annotated (TSUSA). This 
merchandise is currently classifiable 
under HTS subheading 3004.20.00. 

Period of Investigation 

The period of investigation is May 1, 
1988, through October 31, 1988. · 

Fair Value Comparisons 

To determine whether sales of generic 
cephalexin capsules from Canada to the 
United States were made at less than 
fair value, we compared the United 
States price to the foreign market value 
("FMV"), as specified below. 

United States Price 

We based United States price on 
exporter's sales price ("ESP"}, in 
accordance with section 772(cJ of the 
Act, since the first sale to an unrelated 
customer was made after importation of 
the subject merchandise. We analyzed 
sales by the joint venture and by 
LyphoMed. To calculate ESP, we used 
the packed, ex-warehouse or delivered, 
duty-paid prices to unrelated purchasers 
in the United States. We made 
deductions, where appropriate, for 
foreign inland freight, U.S. inland freight, 
U.S. and foreign brokerage and handling 
charges, insurance, and U.S. duty, in 
accordance with section 772[d](2) of the 
Act. We made further deductions, where 
appropriate, for discounts, rebates, and 
price protection payments. 

In accordance v.rilh section 772(e )(2), 
we made additional deductions, where 
appropriate, for credit expenses, 
commissions, royalties, and indirect 
selling expenses, including: Pre-sale 
warehousing, inventory carrying costs, 
advertising, and other indirect selling 
expenses. The total of the U.S. Lrrdirect 
selling expenses formed the cap for the 
allowable home market indirect selling 
expenses offset under § 353.56(b) of the 
Department's new regulations (54 FR 
12742, March 28, 1989) (to be codified at 
19 CFR). 

Pursuant to section 772(d)(1} of the 
Act, we added duty drawback paid by 
the Canadian government lo respondent 
as a rebate of dulies paid on imports of 
raw cephalexin. 

Foreign Market Value 

In accordance with section 773(a} of 
the Act, we calculated foreign market 
value based-on the packed, delivered 
home market prices to unrelated 
purchasers. We made deductions, where 
appropriate, for frieg}:t to warehouse, 
inland insurance, discounts, rebates, 
credit expenses, royalties, warranly 
expenses, and commissions. 'We also 
deducted indirect selling expenses, 
including: Inventory carrying costs, 
advertising, warehousing expenses, and 
other indirect selling expenses. These 
expenses were capped by the amount of 
indirect selling expenses incurreq on 

I 

sales in the U.S. market, in accordance 
with § 353.41 ofour new regulations. 

In order to adjust for differences in 
packing between the two markets, we 
deducted Canadian home market 
packing costs from foreign market value 
and added U.S. packing costs. 

Pursuant to section 773(a](4)(C) of the 
Act, we made further adjustments to the 
home market price to account for 
differences in merchandise. In 
calculating the difference in 
merchandise adjustment, we used only 
those cost differences related to 
physical differences in the merchandise. 

Currency Conversion 

We used the official exchange rates in 
effect on the dates of sale, in accorda.ice 
with section 773(a)(l) of the Act. All 
currency conversions were made at the 
rates certified by the Federal Reserve 
Bank of New York in accordance with 
§ 353.60 of the Department's new 
regulations. 

Verification 

We ~erified the information used in 
making our final determination in this 
investigation in accordance with section 
776(b) of the Act. We used standard 
verification procedures, including 
examination ofrelevant accounting 
records and original source documents 
provided by the respondent. 

Critical Circumstances 

Petitioner alleges that "critical 
circumstances" exist with respect to 
imports of the subject merchandise from 
Canada. Section 735(a)(3) of the Act 
provides that critical circumstances 
exist if we determine that: 

(A) (i) there is a history of dumping in the 
United States or elsewhere of the class or 
kind of merchandise which is the subject of 
the investigation: or 

(ii] the peFson by whom. or for whose 
account. the merchandise was impm:ted knew 
or should have known that the exporter was 
selling the merchandise which is the subject 
of the investigation at fess than its fair value: 
and 

(BJ thAre have been massive imports of the 
class or kind of merchandise which ls the 
subject of the investigation over a relativ1~ly 
short µeriod. 

Pursuant to section 735{aJ(3)(BJ, we 
generally consider the following factors 
in determining whether imports have 
been massive over a relativefy short 
period of lime: (1) The volume imd value 
of the imports; (2} seasonal trends (if 
applicable); and (3) the share of 
domestic consumption accounted for oy 
imports. 

Because the Department's import data 
pertaining to the subject merchandise 
are based on basket TSUSA categories, 
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we requested specific data on shipments 
of the subject merchandise as the most 
appropriate basis for our determinations 
of critical circumstances. 

Based ori our analysis of the monthly 
shipment data submitted by the 
respondent. we have found that imports 
of the subject merchandise have been 
massive over a relatively short period of· 
time because they increased by more 
than 153 in the period following the 
Department's initiation. While some of 
this increase may have been due to 
seasonal fluctuations in the demand for 
the subject merchandise. we were 
presented with insufficient data to 
determine the extent of any seasonality. 
Therefore, we find that the requirements 
·of section 735(a)(3)(B) are met. 

We have examined antid~ping duty 
measures undertaken by foreign 
countries as reported through the GA IT 
Committee on Antidumping Practices. 
We found no record of antidumping 
orders on generic cephalexin capsules 
from Canada. Therefore, we find that 
the requirements of section 
735(a)(3)(A)(i) are not met. As for 
section 735(a)(3)(A)(ii), it is our standard 
practice to impute knowledge of 
dumping when the estimated margins in 
our determinations are of such a 
magnitude that the importer should 
realize that dumping exists with regard 
to the subject merchandise .. 

The estimated margins found in this 
determination are not sufficiently high 
to impute knowledge of dumping. 
Therefore, despite the existence of 
massive imports, we conclude that 
critical circumstances do not exist with 
respect to imports of generic cephalexin 
capsules from Canada. 

Interested Party Comments 

Comment 1: Respondent requests that 
the Department make an allowance for 
quantity discounts pursuant to § 353.55 
of the Department's new regulations by 
comparing the highest volume sales in 
the United States with the highest 
volume sales in the home market. 
Respondent claims that it is eligible for 
a quantity discount adjustment under 
both § 353.55(b)(1) and (b)(2). It claims 
that it granted quantity discounts on 
more than 20 percent of its home market. 
sales during the period of investigation 
("POI"). It also claims that its U.S. 
quantity discounts are attributable to 
production cost savings. 

Petitioner argues that the Department 
should not make an allowance for · 
quantity discounts. Petitioner claims 
that respondent has not satisfied the 
requirements of section 353.55 because it 
did not grant comparable qua·ntily 
discounts on at least 20% of its home 
market sales. nor has it shown that the 

discounts it offers in either the home 
market or the United States are related 
to economies of scale associated with 
the prodtiction of larger quantities of 
cephalexin capsules. 

DOC Position: In order to make the 
most reasonable comparison. the 
Department has compared sales to 
buying groups and goverriment agencies 
in the home market with sales to 
purchasers of large quantities in the 
United States. Similarly. we have 
compared sales to purchasers other than 
buying groups and government agencies 
in the United States. 

Because of this. we have not applied a 
quantity discount adjustment to foreign 
market value, as provided for under 
§ 353.55(b)(l) or (b)(2) . .Moreover, 
respondent's claim for such an 
adjustment was' not adequately' 
supported. 

Comment 2: Petitioner argues that the 
Department should exclude variable · 
factory overhead and direct labor costs 
fro.m the adjustment for physical 
differences in merchandise. Further, the 
cost data excluded from the adjustment 
for physical differ~nces in merchandise 
should not be allowed as a quantity 
adjustment. 

Respondent argues that all costs 
[factory overhead, labor, and materials) 
associated with producing physically 
different merchandise should be 
included in the adjustment for physical 
difference in merchandise. Should the 
Department exclude these costs from the 
adjustment for physical differences in 
merchandise, respondent maintains that 
the costs should be used to adjust the 
FMV in accordance with § 353.55[b)(2). 

DOC Position: To the extent that 
physical differences exist between the 
merchandise sold in the U.S. and home 

' markets, the Department adjusts the 
observed FMV by the net differences in 
variable costs associated with those 
differences, in accordance with§ 353.57. 
In this instance, respondent was unable 
to show that differences in variable 
'factory overhead and direct labor costs 
are associated with physicial 
differences in the merchandise. The 
Department therefore did not adjust the 
FMV by the net difference in these . 
costs. Respondent did demonstrate that 
differences in the costs of materials for 
the products sold in the two markets 
were associated with physical. 
differences in the merchandise. 
Therefore, we adjusted FMV for the . 
difference in material costs. 

Further, as explained in Comment 1 
above, the Department did not adjust 
the FMV by the net difference in 
manufacturing costs pursuant to 
§ 353.55(b)(2). 

Comment 3: Petitioner argues that due 
to Canadian government dominance of 
the home market. sales to government 
agencies and hospitals should be 
excluded from the FMV because these 
sales are not made under "free market 
conditions. Petitioner asserts that sales 
are as "state controlled" as sales in 
Poland or Hungary. 

DOC Position: We disagree and have 
· included sales to government agencies 

and hospitals in the home market in the 
weighted-average FMV. There is no 
foundation in the statute, regulations. or 
in Departmental practice for finding 
"state control" of only certain sales to 
certain purchasers in a market economy. 

Comment 4: Respondent asserts that 
date of sale for all sales in both the U.S. 
and home markets is the date of 
shipment. The terms of the sales are 
subject to change up to the time of 
shipment of the merchandise. 

DOC Position: We agree. We 
recognize a sale when all terms, 
including price and quantity, are fixed. 
We have reviewed numerous examples 
of respondent's contracts in both the 
U.S. and home markets. We determined 
that the terms of sale, including price 
and quantity, are subject to change until· 
the shipment date. 

Comment 5: Petitioner argues that the 
magnitude of the difference between the 
packing costs reported for U.S. sales and 
packing costs reported for Canadian 
sale$ raises doubts about the accuracy 
of the information. 
· Doc Position: We disagree. We 

examined packing costs for both · 
markets at verification and found the· 
reported costs to be·accur~te. 

Comment 6: Petitioner argues that due 
to the frequency of erroneous data 
discovered by the Department at 
verification, the Department should 
adjust all reported values in a given 
category to reflect the average 
differential between the reported values · 
and the verified values. 

Doc Position: In making our final 
determination, we used only verified 
information. We did not adjust all 
reported values as petitioner has 
suggested. In c_ertain instances. we used 
respondent's revised figures, which · 
reflect the correction of errors found at 
verification. We did not make 
deductions for home market freight costs 
to customers or for cash discounts 
because of pervasive errors in the. 
reported data. 

Comment 7: Petitioner agrees with the 
Department's preliminary·determina lion 
finding evidence of "massive" imports 
by respondent after the Department's 
initiation, but 'disagrees with the 
Department's conclusion that the 
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· importer did not know of sales at less established policy of."Using actual costs 
than fair value. Petitioner argues that rather than imputing hypothetical credit 
the price differential between the U.S. costs. 
and home markets was l.arge enough to Petitioner argues that the rate paid to 
impute knowledge of dumping by the holders of the debentures does not 
importer because there is a close accurately reflect respondent's costs of 
corporate relationship between the . financing its operations in the United 
exporter and importer. Tl!is relationship States. The interest rate paid on the 
permitted the parties to know that the debentures omits the cost to respondent 
goods were selling in the United States of the outstanding equity rights enjoyed 
at less than fair value. Petitioner asks by the debenture holders. · 
that the Department conclude that Doc Position: We agree with 
critical circumstances exisl petitioner. We recalculated U.S. 

Respondent agrees with the ·inventory carrying costs and credit costs 
Department's preliminary determination using the prime rate in effect during the 
finding that no critical circumstances peirod of investigation. The outstanding 
exist and argues that the estimated debentures contain a stock 
margins are not sufficiently high to convertibility option. This option 
impute knowledge of dumping. represents a real, though unquantifiable, 
Respondent states that its exports of the cost to respondent over and above the. 
subject merchandise were not · cost of the interest payments to the 
"massive." Rather. it conti?nds that it debenture holders. In the absence of -

· was filling pre-investigation contracts actual quantifiable short-term borrowing 
that were made when "seasonal" orders costs, the Department uses the prime 
were high. Respondent states that rate as the best information available. -
despite the relationship between the Comment 10: Respondent argues that 
companies, the Department's analysis is advertising expenses incurred by 
sufficiently complex and the margins LyphoMed on the sales of its products 
sufficiently low that it was not possible sold under the LyphoMed name should 
to know that sales were made at less not be deducted as a circumstance of 
than fair value. sale adjustment nor included in the ESP 

Doc Position: The Department has cap. Respondent claims that advertising 
determined.that critical circumstances for LyphoMed products bears no 
do not exist with respect to imports of relationship to the sale of products, 
the subject merchandise. as explained in including cephalcxin capsules, bearing 
the "Critical Circumstances" section of the "LyphoMed/Novopharm" name. · 
this notice. Petitioner argues that LyphoMed's 

Comment 8: Respondent argues that advertising benefits LyphoMed/ 
the Department should treat Novopharm products as well as 
advertisements by the joint venture as LyphoMed products and that an 
indirect selling expenses, and not as allocated portion should be deducted 
direct selling expenses, because the from the U.S. price. . -
advertisements were directed at Doc Position: We agree with 
customers of the joint venture, and not respondent and did not include 
to customers of these customers. LyphoMed's advertising in our 

Petitioner argues that the wording of calculation of U.S. price. LyphoMed, 
the promotional flier can be construed while one of the partners in the joint 
as directed either at customers of the venture, ~s an independent corporate 
joint venture or at the customer's entity producing products other than the 
customers. Hence, the ioint venture's subject merchandise. There is no 
advertising should be deducted directly evidence that advertising for LyphoMed 
from the U.S. price. brandnaine products, which do not 

Dor:; Position: We agree with include generic cephalexin capsules, has 
· respondent We examined the joint . . any relation to U.S. sales of generic 

venture's advertising at verification and cephalexin capsules. 
· found that these advertisements were Comment 11: Respondent argues that 

directed at first level purchasers and not the Department should not deduct from 
at the customer's customer. U.S. price, inventory carrying costs 

Comment 9: Respondent argues that incurred between date of production 
the Department should use the interest and date of export. Respondent further 
rate on LyphoMed's convertible . . argues that if the Department does 
subordinated debentures issued in the deduct these costs, it should calculate 
United States in March, 1987, in its these costs u·sing Novopharm's actual -
calculation of credit and inventory · borrowing rate during the POI. 
carrying costs for U.S. sales. Respondent DOC Position: It is the Department's 
·ar:gues that while the actual interest . practice to make an adjustment to U.S. 
paid may fall below generally available price in ESP situations for inventory 
rates of interest during the period, the carrying costs incurred from the· date of 
Department should follow its production to the date of export to the 

United States because merchandise is 
held in inventory for this time period 
and this calculation thus more 
accurately reflec.ts the cost to the 
manufacturer in an ESP situation. We 
calculated this adjustment using 
Novopharm's actual short-term . 
borrowing cost. See, Final 
Determination of Sales at Less than Fai. 
Value: Industrial Phosphoric Acid from 
Belgium, 52 FR 25436 Uuly 7, 1987); Fina. 
Determination of Saltts at Less Than 
Fair Value: Industrial Forklift From 
japan, 53 FR 1Z55Z (April 15, 1988). 

Comment 12: Respondent believes 
that sales of "short-dated" merchandise 
in the United States should be excluded 

· from the Department's fair value 
comparisons because they involved . 
second quality merchandise. . 
Respondent states that this merchandis1 
was of lesser quality because the 
product was approaching the end of its 
shelf life and that a small amount of thh 
merchandise was sold at reduced prices 
to a small group of customers during the 
period of investigation. 

DOC Position: We agree with 
respondents. We excluded sales of 
short-dated merchandise from our value 
comparisons. At verification, we found 
that these sales accounted for an 
insignificant portion of total sales to the 
United States. . 

Comment 13: Respondent argues that 
the Department should accept its 
method of discounting .to present value 
the post-sale payments for chargebacks 
and commissions in the United States. 
Respondent states that credit expense il 
distorted because it is calculated based 
on invoice gross unit price rather than 
the actual value of these sales, which is 
the invoice gross unit price less 
chargebacks and commissions. 
Respondent argues that by discounting 
to present value these post-sale 
adjustments it is compensating for the 
distortion of credit expenses. 
. DOC Pos1tion: We disagree with 

respondents. Imputed credit costs 
represent the costs of financing 
receivables, which are generally booked 
on the basis of invoice price. While post 
sale expenses, such as commissions and 
chargebacks, affect the actual amount 
received by the seller, they do not affect 
the dollar value in receivables that is· 
actually financed. 

Comment 14: Respondent argues that 
its payments to a distributor in the hom1 
market nre not commissions as 
originally reported, but are more 
properly categorized as reba!es. 
Novopharm grants these post-sale prir.e 
reductions regardless of whether th'? 
merchandise is resold. Respondent 
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argues that purchasers cannot receive a 
"commission" for their own purchases. 

Petitioner argues th~t these payments 
should be treated as commissions · · 
because they are the distributor's sole' 
compensation for selling Novopharm's 
products and the distributor makes 
these purchases for resale, not for its 
own use. 

· DOC Position: We agree with 
respondent. The payment to the 
distributor is a fixed percentage of the 
original invoice price and is made 
regardless of whether the merchandise . 
is resold. The Department considers 
payments of this type to be rebates. not 
commissions. See. e.g .• Final 
Determination of Sales at Less Than 
Fair Value. Portland Hydraulic Cement 
From japan. 48 FR 41059. 41061 (Sept. 13, 
1983). . . 

Respondent reported commissions 
paid to its own employees, in both the 
home market and the United States. We 
treated these commissions to salesman 
to salesmen and order takers as direct 
selling expenses. It is the Department's· 
practice to account for commissions of 
this type with a circumstance of sale · 
adjustment when the commissions are 
directly related to specific sales. In this 
case, the company made payments 
equal to a specified percentage of the 
selling price. The respondent incurred 
the commission expense only if a sale 
was made. See, e.g., Final · 
Determination of Sales at Less Than 
Fair Value. Egg Filler Flats From 
_Canada. 50 FR 24009, 24010, (June 7, 
1985): Final Determination of Sales at 
Less Than Fair Value, Iron Construction 
Castings From Canada, 51 FR 2412, 2414, 
(Jan. 16, 1986}. 

Comment 15: Respondent contends 
that the Department should deduct home 
market inventory carrying costs from 
foreign market value as a direct 
expense. Respondent states that 

· because it tracks the time in inventory 
· for each "lot" of cephalexin produced. it 
can compute the time in inventory for 
each capsule produced within each lot. · 
Respondent argues that because it has 
tied inventory carrying costs to specific 
sales under investigation, these costs 
should be treated as direct selling · 
expenses. 

Petitioner argues that inventory 
carrying costs should be treated as an 
indirect selling expense. Petitioner 
argues that, even though respondent has 
the capability to track a batch of 
chemicals from mixing bowl to bottle, . 
these costs are not inc~rred directly for 
the benefit of individual customers; 

DOC Position: We agr(?e with the . 
petitioner. The ability to calculate 
inventory carrying costs for specific · 
sales does not mean that these costs are 

directly related to those sales. These 
costs are incurred regardless of whether 
the merchandise is sold and are. 
therefore. properly treated as indirect 
expenses. _. 

Comment 16: Respondent contends 
that the Department should deduct 
warranty expenses from foreign market 
value as a circumstance of sale 
adjustnient. Respondent states that it 
has identified the actual warranty 
expenses incurred during the period of 
investigation and it has shown that 
these expenses are directly related to 
sales under investigation. 

Petitioner argues that respondent has' 
not justified the difference between 
warranty expenses associated with 
sales in the United States and in Canada 
and, consequently, is not entitled to any 
adjustment. .Petitioner further argues 
that if there are no warranty expenses in 
the United States, no adjustment should 
be made. 

DOC Position: We agree with 
respondent. We examined warranty 
expenses at verification and found that 
the reported expenses were directly 
related to the sales under investigation. 

Comment 17: Respondent contends 
that the Department should not impute­
post-sale payments for chargebacks and 
commissions for certain sales in the 
United States. Respondent states that its 
methodology for reporting these 
payments does not understate the actual 
expenses incurred on the sales under 
investigation. 

Petitioner contends that the 
Department should impute post-sale 
payments for chargebacks and 
commissions on certain sales in the 
United States. Petitioner argues that, 
even though the expenses were not yet 
incurred, the expenses are understated 
because they will likely be incurred in 
.the future. 

DOC Position: We agree with 
respondent. At verification. we 
examined respondent's method for 
reporting these expenses and found it to 
be reasonable. We did not find that . 
these expenses were understated. 

Comment 18: Respondent maintains 
that the I:!epartment should make a 
circumstance of sale adjustment for 
quality control expenses. Respondent 
argues that L'ie quality control expenses 
it incurred for products sold in the 
United States are different than quality 
control expenses incurred for products 
sold in.Canada due to differing 
regulatory requirements in the two 
countries. Respondent further argues 
that these expenses relate directly to the 
sales·under investigation and should be 
'treated as direct selling expenses. · 
Respondent states that if the 
Department does not treat these 

expenses as direct. then these expenses 
should be treated as indirect selling 
expenses. 

Petitioner argues that these expenses 
should be treated as indirect selling 
expenses because they are only 

. indirectly related to the sales under 
investigation. 

DOC Position: We agree with 
petitioner. These expenses are incurred 
regardless of whether a sale is made 
and are properly treated as an indirect 
selling expense. 

Comment 19: Respondents argue that 
the expenses reported as "home market 

. direct selling expenses" should be 
treated as direct selling expenses. 

Petitioner argues that these expenses 
should be treated as indirect selling 
expenses because they are indirectly 
related to the sales under investigation. 

DOC Position: We agree with 
petitioner. We examined the 
components of the reported "home · 
market direct selling expenses," which 
included such items as salaries and 
training. and found that these expenses 
did not bear a direct relationship to the 
sales under investigation. 

Continuation of Suspension of 
Liquidation 

Iri accordance with section 735(c)(l) of 
the Act..we are directing the U.S. 
Customs Service to continue to suspend 
liquidation of ~ll entries of generic 
cephalexin from Canada, as defined in 
the "Scope of Investigation" section of 
this notice, that are entered. or 
withdrawn from warehouse for 
consumption, on or after April 12. 1989, · 
the date of publication of the . . . 

. preliminary determination in the Federal 
Register. The U.S. Customs Service shall 
continue to require a cash deposit or 
posting of bond equal to the estimated 
amounts by which the foreign market 
value of the merchandise subject to this 
investigation exceeds the United States 
price, as shown below. This suspension 
of liquidation will remain in effect until 
further notice. 

The weighted-average margins are as 
follows: 

Manulacturer I producer I exporter 

' Novopharm, Ltd __ ,,.;.. .••..•.... - .. ·----·--··-··· 
All others················-···········-··-·····-········· 

ITC Notification 

,Weighte:l­
average 
margin 

percentagE 

7.5 
7.5 

In accordance with section 735(c) of 
the Act, we have notified the ITC of ou1 
determination. In addition, we are 
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making available to the ITC all 
nonprivileged and nonproprietary 
information relating to this 
investigation. We will allow the ITC 
access to all privileged and business 
properietary information in our files, 
provided the ITC confirms that it will 
not disclose such information. either 
p:.iblicly or under administrative 
protective order, without the written 
consent of the Assistant Secretary for 
Import Administration. The ITC has 45 
days from this final determination to 
determine whether or not material injury 
exists, or if threat of material injury 
exists. If the ITC determines that 
material injury, or threat of material 
injury. does not exist. the proceeding 
will be tenninated and all securities 
posted as a ~esult of the suspension of 
liquidation will be refunded or 
cancelled. However. if the ITC 
determines that material injury does 
exist, the Department will issue an 
antidumping duty order directing· 
Customs officials to assess antidtimping 
duties on generic cephalexin from 
Canada entered. or withdrawn from 
warehouse. for consumption, on or after· 
the effective date of the suspension of 
liquidation. equal to the amount by 
which the foreign market value exceeds 
the United States price. 

This determination is published 
pursuant to section 735(d) of the Act (19 
u.s.c. 1673(d)). 
June 19, 1989. 

Eric I. Garfinkel, 
Assistant Secretary for Import 
Administration. 
[FR Doc. 89-H956 Filed &-:?3-89: 8:45 am) 
BIU.!NG CODE 3510-~ 

~154-28184 

Corrections Fedarai Register 

Vol. 54, No. 1Z7 

Wetineaday, Joly S. 1!189 

Thia aectiof'I of 1he FEDERAL REGISTER 
contains •ditcrial corrections ot ,:reviously 
publi~hed Presidential, Rule, Proposed · 
Rule, and Notice documents. These 
corrections are prepared by the Office of 
the Federal Register. Agency prepared 
corrections are iSsued as signed 
documents and appear in Iha appropr.at.e 
aocument c::ategQlia$ e!sewhsre in tne 
issue. 

DEPARTMENT OF COMMERCE 

International Trade AdmlnJstratk>n 

[A·122-806) 

Flnal Determination of Sales at Lea 
Than Fair Value; Genertc Cephaluln 
Capsules From Canada 

Correction 

In notice document 89-14956 beginning 
on page 26820 iD the iuue of Monday. 
June 26, 1989, make Uie following 
correction: 

On page 2682.2. in the second column. 
in the first complete pl!!'agraph. in the 
ninth line. after •agencies" insert ·m the 
home market with ealee to purchasers of 
small quantitiea". 
BIWNG CODI 1506-01.0 
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Cephalexin Hydrochloride Monohydrate (Keftab) 

Cephalexin hydrochloride monohydrate (Keftab), like cephalexin monohydrate 
(Keflex), is a first generation semisynthetic cephalosporin antibiotic intended 
for oral administration. It is a different salt formulation of basic 
cephalexin. Dosage formulations of both Keftab and Keflex receive their 
strength based on the amount of active ingredient cephalexin. 

In applying for FDA approval of Keftab, Eli Lilly conducted bioequivalence 
studies between Keflex and Keftab, and demonstrated that the two ~o~ounds are 
bioequivalent. Clinical trials were conducted later. During development, it 
was thought that the hydrochloride formulation would have better . 
bioavailability and thus possibly be superior to the marketed monohydrate. 1/ 
However, human volunteer studies showed that the drugs were comparable. It was 
the conclusion of the FDA during the approval process that Keflex and Keftab 
can essentially be considered one and the same drug from the standpoint of 
safety. 2/ 

From a· therapeutic standpoint, both drugs treat essentially the same types 
of infections, have the same contraindications, and issue the same precautions. 
Package inserts for both drugs are nearly identical. 1/ 

To manufacture Keftab, * * * 

* * * * * * * 

Table D-1 
Keftab: Certain salient data, 1986-88, January-March 1988, and January­
March 1989 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade CoIIDDission. 

11 According to the American Hospital Formulary Service Drug Information 89, 
both cephalexin and cephalexin hydrochloride are acid-stable and rapidly 
absorbed from the GI tract. The hydrochloride may be absorbed more rapidly 
because cephalexin must first be converted to the hydrochloride in the stomach 
prior to absorption. However, the extent of absorption appears to be similar, 
and differences in the rate of absorption do not appear to be clinically 
important (p. 138). 
21 It should be noted that in the FDA's Orange Book, Keftab appears ~s a single 
source drug with no other form of cephalexin listed as being therapeutically 
equivalent. 
l/ In Lilly's request for FDA approval of the package insert, * * * 
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Cephalosporins 

General.--Cephalosporins are semisynthetic antibiotic derivitives of· 
. cephalosporin C, a substance produced by the fungus cephalosporium acremonium. 

The drugs are beta-lactam antibiotics structurally and pharmacologica~ly 
related to penicillins, 1-oxa-beta-lactams, and cephamycins. All commercially 
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. Cephalosporins are used in the treatment of serious. respiratory 
tract~ skin and skin structure, urinary tract, and bone and joint infections. 

History.--Cephalosporium acremonium was first isolated in 1948 from the· 
sea near a sewe~ outlet off the Sardinian coast. Crude filtrates of this 
fungus were found to inhibit the in vitro growth of staph. aureus and to cure 
staphylococcal infections and typhoid fever. Culture fluids in which the 
Sardinian fungus was cultivated were found.to contain three distinct 
antibiotics, which were named cephalosporin P, N, and C. With the isolation of 
the active. nucleus of cephal~sporin C, and with the addition of side chains, it 
became possible to produce semisynthetic compounds with antibacterial activity 
significantly greater than that of the parent substance. 1/ 

Chemistry.--Cephalosporin C contains a side chain derived from d-a­
aminoadipic acid which is condensed with a dihydrothiazine beta-lactam ring 
system (7-ACA). Compounds containing 7-ACA are relatively stable in dilute 
acid and highly resistant to penicillinase, regardless of the nature of their 
side chains and their affinity for the enzyme. ZI 

. Cephalosporin C can be hydrolized by acid to 7-ACA. This compound has 
been subsequently modified by the addition of different side chains to create a 
whole family of cephalosporin antibiotics. It appears that modifications at 
position. 7 of the beta-lactam ring are associated with alteration in 
antibacterial activity and that substitutions at position 3 of the 
dihydrothiazine ring are associated with changes in the metabolism and the 
pharmacokinetic properties of the drugs. 1/ The cephamycins are similar to the 
cephalosporins, but have a methoxy group at position 7 of the beta-lactam ring 
of the 7-ACA nucleus. 

Classification.--Although cephalosporins can be classified by their 
chemical structure, clinical pharmacology, resistance to beta-iactamase, ~/ or 
antimicrobial spectrum, the most accepted classification is based on general 
features of antimicrobial activity. 2/ In general, second generation 

1/ Goodman and Gilman, The Pharmacological Basis of Therapeutics, 7th ed., 
1985, p. 1137. 

· ZI Ibid. 
1/ Ibid. 
~/ Beta-lactamases (or cephalosporinases) are enzymes produced by bacteria that 
disrupt the beta-lactam ring and render the cephalosporin inactive. 
2/ Goodman and Gilman, The Pharmacological Basis of Therapeutics, 7th ed., 
1985; p. 1137. These classifications are imprecise, however, and the divisions 
somewhat arbitrary. Individual cephalosporins will frequently exhibit 
characteristics of generations other than the one in which they are generally 
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cephalosporins are active against organisms susceptible to first generation 
cephalosporins, and show greater activity against organisms resistant to first 
generation cephalosporins. Third generation cephalosporins are generally less 
active in vitro against susceptible staphylococci than first generation 
cephalosporins; however, the third generation drugs have an expanded spectrum 
of activity against gram-negative bacteria compared with the first and second 
generation drugs. 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, according to 
the classifications found in the American Hospital Formulary Service lll:llg 
Information 89~ Other sources may group the generations somewhat differently. 

First generation cephalosporins--(cefadroxil, cefazolirt, cephalexin, 
cephalothin, cephapirin, and cephradine) are usually active in vitro against 
gram-positive cocci, group B streptococci, and streptococcus pneurooniae. 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 suscepti~le to first generation 
cephalosporins. In addition, second generation drugs are active in vitro 
against most strains of haemophilus influenzae (including ampicillin-resistant 
strains). Although 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 bacter1a 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 and second generations. 
The third generation drugs are generally active against the same bacteria 
susceptible to the fi.rst and second generation drugs, and are also active 
against other strains of bacteria that may be resistant to the first two 
generations. 

Mechanisms of action.--Resistance to individual cephalosporins may be 
related to the inability of the antibiotic to reach the site of action, or may 
be caused by alterations in the antibiotic-binding proteins so that interaction 
does not take place. Bacteria have the ability to produce enzymes--beta­
lactamases or cephalosporinases--that disrupt the beta-lactam ring and render 
the cephalosporin inactive. The cephalosporins have variable susceptibility to 
beta-lactamase. 

A first generation cephalosporin is generally preferred when a 
cephalosporin is used for the treatment of infections caused by susceptible 

classified. Disagreements exist among clinicians as to the proper 
classification of some cephalosporins; for example, cefaclor is variously 
classified in the first and-second generations, and cefotetan is classified in 
the second and third. · -
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gram-positive bacteria. Although oral cephalosporins are generally effective 
in the treatment of mild to moderate infections caused by susceptible 
staphylococci or streptococci, 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. Cephalosporins are inactive 
against fungi and viruses. 1/ 

11 American Hospital Formulary Service Drug Information 89, p. 85. 
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A Swmnary of the U.S. Food and Drug Administration 
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 s~ngle 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 l984 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"ingredierits in brand-name drug products had been amply 
demonstrated by adequate and well-controlled studies by the piqneer 
manufacturer, by the acceptance of the· findings by the medical community, and 
by the widespread use of these ~rug .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 generi~ 
drug must demonstrate that the test product offers equivalent bioavailability 

· to the reference product; that is, the generic drug must have the equivalent 
(though not identical) 1/.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 

l/ Some major pharmaceutical companies have argued that the FDA's review 
process ~oes not ensure therapeutic equivalence, and that wide disparities in 
bioavailability between various generic versions could cause problems for a 
patient. To date, however, the FDA has not found that any inequivalencies 
represent anything more significant than the normal lot by lot variations found 
in any pharmaceutical product. (Swergold, Chefitz Inc., Health Care Research, 
January 10, 1989, pp. 8-9, submitted as app. 4 to respondent's prehearing 
brief.) · 
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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 }}as developed guidelines .for 
conducting in vivo bioequivalence testing and in vitro dissolution testing for 
specific products. 

The basis for submitting an ANDA fo~ a generic drug is s:iniply that there 
must be a previously approved drug which is the "same" as. the proposed drug. 
The product must have the same active ingredient(s), route(s) of 
administration, dosage form, and strength. All approved products appear in a 
document entitled Approved Drug Products with Tberapeutic Eguivalence 
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 
Sect~on 505 (j)(2)(c) of the 1984 Act. 

When reviewing a petition for ANDA suitability, the FDA requires the 
following i~formation: 

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 by 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. 

5. 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. 
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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) a swmnary 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 FQA concerning the application. 

Source: Division of Generic Drugs, Center for Drugs and Biologics, U.S. Food 
and Drug Administration, Rockville, MD. 
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B~3S 

Presented in the table below are U.S. producers' salient data on generic 
and brand name cephalexin, aggregated for all dosage forms. 

Tabl~ G-1 
Cephalexin: U.S. producers' salient data, generic and brand-name products, 
1986-88, January-March 1988, and January-March 1989 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Lilly's market share of cephalexin products is presented in the tabulation 
below (in percent, based on quantity): 

* * * * * * * 
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APPENDIX H 

U.S. CEPHALEXIN PRODUCERS' DESCRIPTIONS OF 
THE ACTUAL AND POTENTIAL NEGATIVE EFFECTS OF 

IMPORTS OF GENERIC CEPHALEXIN CAPSULES FROM CANADA 
ON THEIR GROWTH, DEVELOPMENT AND PRODUCTION EFFORTS, 

INVESTMENT, AND ABILITY TO RAISE CAPITAL -
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The following statements were provided by U.S. producers of cephalexin in 
response to questionnaires of the U.S. International Trade Conunissiop regarding 
actual and potential negative effects of imports of generic cephalexin capsules 
from Canada on their growth, investment, and ability to raise capital: 

* * * * * * * * 
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APPENDIX I 

COMPARISONS OF SELLING PRICES OF KEFLEX ANIT GENERIC CEPHALEXIN 
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Comparisons of Selling Prices of Keflex and Generic Cephalexin 

* * * * * * * 
Table I-1 
Cephalexin capsules in 100-capsule bottles: Weighted-average selling prices of 
U.S.-produced Keflex capsules sold to* * *, selling prices of U.S.-pr9duced and 
imported Canadian generic cephaleJiin capsules sold to***, and price 
differences between Keflex and the domestic and imported generic drug, by 
capsule dosages and by quarters, April 1987-March 1989 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Table I-2 
U.S.-produced cephalexin 250 mg oral suspension in 200 ml bottles and 250 mg 
tablets in 100-tablet bottles: Weiighted-average selling prices of U.S.­
produced Keflex capsules and generic capsules sold to* * *, and price 
differences between Keflex and the domestic generic drug, by quarters, October 
1987-March 1989 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

* * * * * * * 
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APPENDIX J 

NET DELIVERED SELLING PRICES OF DOMESTIC AND 
IMPORTED CANADIAN GENERIC CEPHALEXIN CAPSULES 

BY INDIVIDUAL RESPONDING U.S. PRODUCERS 
AND BY THE IMPORTER 
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Net Delivered Selling Prices of· Domestic and Imported Canadian Generic 
Cephalexin Capsules by Individual Responding U.S. Producers and by the Importer 

* * * * * * * 
Table J-1 
Generic cephalexin capsules in 100-capsule bottles: Net delivered selling 
prices of U.S.-produced and imported Canadian cephalexin capsules sold to * * *, 
by responding firms, by capsule dosages, and by quarters, April 1987-March 1989 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Table J-2 
Generic cephalexin capsules in 500-capsule bottles: Net delivered selling 
prices of U.S.-produced and imported Canadian cephalexin capsules sold to** *, 
by responding firms, by capsule dosages, and by quarters, April 1987~March 1989 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 

Table J-3 
Generic cephalexin capsules in 100-capsule bottles: Net delivered selling 
prices of U.S.-produced and imported Canadian cephalexin capsules sold to * * *, 
by responding firms, by capsule dosages, and by quarters, April 1987-March 1989 

* * * * * * * 
Source: Compiled from data submitted in response to questionnaires of the U.S. 
International Trade Conunission. 




