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Appeal No. AP-97-002

FLORA MANUFACTURING & DISTRIBUTING LTD. Appellant
and
THE DEPUTY MINISTER OF NATIONAL REVENUE Respondent

This is an gpped under section 67 of the Customs Act from a decision of the Deputy Minister of
National Revenue. The issue in this apped is whether devil’s claw tablets are properly classified under tariff
item No. 2106.90.99 as other food preparations not elsawhere specified or included, as determined by the
respondent, or should be classfied under tariff item No. 3004.90.99 as other medicaments consisting of
mixed or unmixed products for theragpeutic or prophylactic uses, as claimed by the appellant.

HELD: The apped is dlowed. In the Tribuna’s view, the goods in issue are not included in the
common understanding given to the term “food preparations.” As a result, they cannot be classified under
tariff item No. 2106.90.99. The Tribuna accepts the evidence of the appelant’ s witnesses that devil’s claw
is used in the treatment of arthritis, which is a disease or an illness. The Tribund attributes particular weight
to the testimony of a pharmacist with many years of experience in deding with patients who have used the
goods in issue, who explained that the ingredients in devil’s cdlaw act as an anti-inflammatory and reduce
pain, gtiffness and swelling caused by arthritis. The Tribundl is, therefore, of the view that the goods in issue
can be described as a medicament. Furthermore, there is no requirement in the relative Chapter Notes, the
Explanatory Notes to the Harmonized Commodity Description and Coding System or the terms of the
heading that a product must be scientifically proven to be an effective medicament in order to be classfied in
heading No. 30.04. In other words, it does not need to be shown that a product actudly cures a disease or
illness. However, in the Tribund’s view, there must be some “curative’ properties shown in order for a
product to be accepted as being used in the treatment of a disease and for it to be classfied in heading
No. 30.04. The Tribund finds that the appellant has met that burden in the present case.

Pace of Hearing: Vancouver, British Columbia
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Date of Decison: July 24, 1998
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REASONS FOR DECISION

This is an appea under section 67 of the Customs Act' (the Act) from a decision of the Deputy
Minigter of Nationa Revenue dated January 28, 1997, made pursuant to section 63 of the Act.

Thegoodsin issue, called Pagosid, are described as devil’ s claw root tablets. They are manufactured
from an extract of the secondary tubers of devil’s claw. They are composed of a mixture of a plant extract,
lactose, matose and possibly other ingredients. The goods in issue are sold in various forms in hedlth food
stores and pharmacies that sdll traditiona medicines.

At the time of importation, the goods in issue were classfied under tariff item No. 3004.90.99 of
Schedule | to the Customs Tariff as other medicaments consisting of mixed or unmixed products for
therapeutic or prophylactic uses. Pursuant to paragraph 61(b) of the Act, the respondent issued a detailed
adjusment statement and re-classified the goods in issue under tariff item No. 2106.90.99 as other food
preparations not esawhere specified or included. Pursuant to paragraph 63(1)(a) of the Act, the appdlant
filed a request for re-determination of the tariff classfication under tariff item No. 3004.90.99. The
respondent denied the request.

The issue in this gppedl is whether the goods in issue are properly classfied under tariff item
No. 2106.90.99, as determined by the respondent, or should be classified under tariff item No. 3004.90.99,
asclaimed by the appellant. For purposes of this gpped, the relevant tariff nomenclature reads as follows:

21.06 Food preparations not € sewhere specified or included.

2106.90 -Other

21069099  ----Cther

30.04 Medicaments (excluding goods of heading No. 30.02, 30.05 or 30.06) consisting

of mixed or unmixed products for thergpeutic or prophylactic uses, put up in
measured doses or informs or packings for retail sde.

3004.90 -Other
30049099  ----Other

1. RSC. 1985, c.1(2nd Supp.).
2. RS.C. 1985, c. 41 (3rd Supp.).
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The appelant’ s first witness was Mr. Bruce Daes, Biochemist, Research & Development, for Flora
Manufacturing & Digtributing Ltd. The Tribunal denied the request of the gppellant’s representative that
Mr. Daes be quaified as an expert witness. In the Tribund’s view, he did not possess the qudifications
usudly attributed to such awitness. He, therefore, testified as an ordinary witness. He identified the goodsin
issue and described them as a traditiond herb used origindly in South Africa, but now used and sold
worldwide to treat the symptoms of arthritis. Mr. Dales then referred to severa documents which were
introduced into evidence to support the gppellant’ s claim that the goods in issue are medicaments rather than
food preparations. He testified that most of these documents are used by the Department of Hedlth to prepare
its drug status manua and by companies, such as the gppellant, to obtain drug identification numbers
(DINS).

The first document to which Mr. Dales referred suggested that devil’s claw is used in “supportive
therapy for degenerative disorders of the locomotor system.> Another document suggested that “the drug
has antirheumatic and antiphlogistic properties, corresponding to those of pyrazolone derivatives™ The third
document stated that “ German clinical studies suggest that the plant does have antiinflammeatory properties
comparable to antiarthritic phenylbutazine™ Mr. Dales referred to a fourth document which, he explained,
provides lists and summaries of a number of sudies and the pharmacologica effects of devil’s claw. The
next document to which he referred was the British Herbal Compendium,® used by licensed herbdists
practisng medicine in England. He noted that, under the heading “Indications,” this document Sates.
“Painful arthroses, tendinitis, dyspepsia, lack of appetite™ Next, Mr. Dales referred to a series of
three articles conssting of studies done in the People's Republic of Chinathat proved that the goods in issue
are used in relieving the symptoms of arthritis, i.e. pain and inflanmation.? He also referred to a study which
mentioned a number of cardiovascular types of effects that devil’s claw has on dogs.”

Next, Mr. Ddes referred to an article written in German. He explained that what was said in the
document is that the glycoside in the devil’s claw is not very effective, but that the devil’s claw extract as a
wholeisvery effective in rdieving pain and inflammation caused by arthritis. Mr. Daes referred to a number
of other sudies on the effectiveness of devil’s claw, four of which were from the Journal of
Ethnopharmacology. He explained that these studies explain the in vitro and clinica effects of devil’s claw
root. More specificaly, the first one discusses the effects of devil’s claw on isolated muscle preparetions; the
second, the effects of devil’s dlaw on cardiovascular activity; the third, the scanning eectron microscope
observations in locating the active chemicas, and the fourth, the effects of devil’s claw on the heart. Next,
adocument™® was introduced into evidence which provided the nutrition facts about the goods in issue.

3. Herbal Drugs and Phytopharmaceuticals, A handbook for practice on a scientific basis (Stuttgart:
Medpharm Scientific, 1994) at 249.

4. R.F. Weiss, Herbal Medicine (Beaconsfied: Beaconsfield) at 266.

5. JA.Duke, CRC Handbook of Medicinal Herbs (Boca Raton: CRC Press) at 222.

6. Vol. 1, British Herba Medicine Association.

7. lbid. a 78.

8. Y. Peidaand Y. Xuyan, Preliminary Clinical Observation On Treatment of 40 cases of Arthritis with
Pagosid, Branch of Rheumatology and Clinicad Immunology, Department of Internal Medicine, First
Affiliated Hospitdl, Sun Y et Sen University of Medical Science.

9. F. Occhiuto and A. De Pasquae, Electrophysiological and Haemodynamic Effects of Some Active
Principles of Harpagophytum Procubens DC. in the Dog, Department of Pharmaco-Biologica, Universty
of Messina, 1990.

10. Exhibit A-4.
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Mr. Daes sad that, according to this document, the goods in issue have no nutritiond value. More
specificdly, three tablets contain 2 percent of vitamin C. Many tablets would, therefore, have to be taken to
get a hedthy amount of vitamin C. Mr. Dales explained that the document provides that this would cause a
number of gastrointestinal complications.

In cross-examination, Mr. Dales testified that he is not a nutritionist. He aso testified thet dl of the
sudies to which he referred in his examination in chief were paid for by Dr. Dinner, the manufacturer of the
goods in issue. He explained that a gatisticaly indggnificant result does not necessarily mean a negetive
result. He said that “datistically sgnificant” means 95 percent. If the people who conducted the studies
found that there was a 70 percent chance of devil’s claw being effective, they would say that it is not
effective. They need a result of at least 95 percent. Mr. Dales testified that none of the papers to which he
referred dated that devil’s claw is effective in treating arthritis. Rather, the authors of the papers are
attempting to describe the active ingredients of the drug.

Counsdl for the respondent then asked Mr. Dales to read from three documents™ introduced into
evidence. He read a passage from the firs document entitled “Invedtigations of Harpagophytum
procumbens (Devil’s Claw) in the trestment of experimenta inflammation and arthritis in the rat,” which
provided that: “1f these tests can be regarded as predictive of efficacy in humans, Devil’ s Claw when used at
the recommended dose would not be expected to show anti-arthritic activity.” A passage from a second
document entitled “Devil’s claw (Harpagophytum procumbens): pharmacologicd and clinica studies”
from which he read, stated that: “The purpose of these studies was to determine whether a prima facie case
could be made for undertaking further studies in patients, including controlled studies.” It also provided that:
“The results described provide little judtification for such action, and the usefulness of devil’s claw as an
anti-rheumatic agent remains unproved.” The fina document entitied “Devil’s Claw (Harpagophytum
procumbens): no evidence for anti-inflammatory activity in the treatment of arthritic disease” from which
Mr. Daes reaed, provided as follows “The lack of pharmacologic activity observed in these studies of
efficacy, together with the fact that Grahame and Robinson could not demongtrate any significant change in
12 arthritic patients in a preliminary 6-week clinica trid, raises questions as to the rationde for the use of
Devil’s Claw in the trestment of arthritic disease.”

Mr. Dales was asked to read the ligt of ingredients contained in each tablet of the goods in issue.
They included the following: “Powered extract of: Devil’'s Claw root (Harpagophytum procumbens) 1:2 ..
410 mg (equivadent to 820 mg Devil’s Claw root).” Mr. Dales was also asked to read the suggested use on
the bottle. It provided the following: “ Take 1 tablet three times daily before medls. A course of tablets should
be taken for at least four weeks and can be extended to eight weeks or more. Storein acool, dry place”

In answering questions from the Tribunal, Mr. Dales testified that the goods in issue do not have a
DIN. He explained that a DIN is not required in order to sall medicine in Canada. He said that, in order to
obtain a DIN, a request must be made to the Department of Headth (Hedth Canada). According to
Mr. Daes, mogt traditional medicines, which are being sold and used in Canada today, do not have DINs.
He explained that, in genera, manufacturers do not like to get DINS because there is a lot of red tape
involved, it does not affect the qudity of the product if they get one, and people would take the drug
regardless of whether or not it hasa DIN. Mr. Daes testified that there is no real advantage of having aDIN.
He went through the studies presented into evidence and said that they date back as far as the 1970s, while
some are as recent as 1997. He noted that the gppelant’s studies are more recent than those of the

11. Exhibit B-1.
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respondent. Mr. Dales explained that “ pharmacopoeias’ are documents which are published in countries that
use traditional medicines. They act as references for those who use or prescribe herbd medicines. They
explain how these drugs must be used in order to be safe and efficacious. He said that the * pharmacopoeias’
are used worldwide.

Mr. Dales testified that the goods in issue have been on the market for hundreds of years. He said
that, at first, devil's claw was used to treat ulcers, before being used as an anti-inflammatory and as an
andgesic. He explained that “pharmacologic activity” means the activity of the “herb” in generd. He said
that, if an herb is meant to be good for arthritis, for example, then its pharmacologic activity is for arthritis.
He tedtified that the primary use of devil’s claw is as an anti-inflanmatory and a painkiller. However, he said
that, just like aspirin, it can dso relieve fevers. He testified that nowhere in the world is this product being
sold as a food product and that someone using it as such would suffer many side effects. Furthermore, it
would be very expensve. There are no food standards for devil’s claw because it has never been teken as a
food.

In answering counsd for the respondent, who followed up on questions from the Tribund,
Mr. Ddles tedtified that, if the gppelant indicated on the package that devil’s claw could be used as an
andgesic or an anti-inflammatory, then Hedlth Canada could request that it obtain a DIN for that product. He
testified that, for the appdllant, it would not be useful to indicate on the package what the product can be used
for because thisinformation is available where the product is being sold. Furthermore, in view of their sdlling
price, No one is going to buy the goods in issue unless they know why they are buying them. He added that
he has tasted the goods in issue and that they are pretty bad tasting. He did not agree with counsd that, if the
gopdlant indicated on the package what devil’s claw is being used for, the government would want to
regulateit.

In re-examination, Mr. Dales was asked to read from the documents introduced into evidence by
counsel for the respondent. Essentialy, one of the passages read by Mr. Dales stated that a number of reports
had appeared over the last few yearsin loca newspapers in the North of England and Scotland that claimed
miraculous results for the trestment of both adult and juvenile rheumatoid arthritiswith devil’ s claw. Another
passage dated that, in a certain study, the criterion for admission of devil’s claw was the falure of
conventiona thergpy to control the patient’s disease activity. Further, in that study, 4 out of 12 patients
showed some subjective or objective improvement within certain parameters. Mr. Dales aso read certain
passages from these documents which stated that devil’s claw is an herba product used as a remedy in the
trestment of arthritic symptoms and that, in recent years, it has received wide acceptance in both Canada and
Europe as atreatment of arthritic disease.

The appdlant’s second witness, Ms. Catherine Myerowitz, a pharmacist/nutritional consultant, was
qudified as an expert in pharmacy and in the digpensation of herbad medicines, such as devil’s claw. She
testified that she has a degree in pharmacy, which she obtained in South Africa. It isthere that, a one point in
her career, she worked as a pharmacist. She tetified that, soon after moving to Canada, she worked for the
appdlant for approximately five years. She explained that the active ingredient in devil’s claw seemsto be a
synergistic combination of the compounds in the extract. Three of the compounds known to exist are
harpagoside, harpagide and procumbide. She tetified that there are dso other compounds which are not
known yet. She said that these ingredients have an anti-inflammatory effect. They reduce the inflammation
caused by arthritis aswell asthe pain, stiffness and swdlling which come with the inflammation. She testified
that arthritis is an illness. She said that devil’s dlaw is used exclusvely for therapeutic uses. Finaly, she
testified thet it isagenerdly accepted fact thet thereis no cure for the common cold.
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In cross-examination, Ms. Myerowitz explained that her knowledge of the effects of devil’s claw
comes from consultations with other pharmacists and from discussions with many patients who have used
the product. She testified that the product does not dways work, but that a very high percentage of patients
do get relief if they take the medication in the prescribed manner for along enough period. She said thet, in
her experience, it usudly takes from 4 to 6 weeks for the product to take effect. In her view, even though the
package indicates that the product should be taken for 20 weeks, a patient should stop teking it if the
symptoms disappear before then. There would, however, be no harm in taking it for 20 weeks. She tedtified
that the benefits of using devil’s claw are that it does not have the side effects of other anti-inflammeatory
drugs.

In answering questions from the Tribunal, Ms. Myerowitz testified that she tells her patients to take
devil’'s claw root 410, because it is a sandardized extract, but that she does not mind which one they take.
She said that the product has an extremey bitter taste. It used to be even more bitter when it was only
availablein the form of dried herb to be drunk as an infusion, like tea It isnot as bitter in the tablet form. She
testified that, when she worked as a pharmacist, she kept notes to try to find out the length of time it would
take for devil’s claw to work and how it works. She testified that people who used devil’s claw said that it
helped their arthritis. She told the story of one woman who, by taking devil’s claw for Sx weeks, was able to
resume doing her pottery, which she had stopped doing because of bad arthritisin her hands. She said that, in
most cases, the arthritis seemsto go away for awhile, sometimes for afew years, and then it comes back and
people need to repeet the trestment. She testified that, in her view, devil’ s claw has no nutritiona vaue.

The find witness for the gppelant was Mr. Jens Tonnesen, Operations Manager for FHora
Didributors Ltd. He tetified that he looks after the importation of various products, including the goods in
issue, which the appdlant has been importing since 1982. He explained that a document entitled “Relieve
Your Aching and Stiffness with Devil's Claw,"®” which was introduced into evidence, is distributed to
owners and gaff of Canadian health food stores by the gppellant’s sales representatives during their sales
vidts or during seminars or conferences. He read passages from this document which said that the
“anti-inflammatory and anti-arthritic properties of devil’s claw root are generdly observed in afew weeks”
and that a“remedid course of 3 tablets per day over 3 weeks is recommended.” Findly, he testified that the
appdlant markets and sells devil’ s claw for the trestment of pain caused by arthritis.

In cross-examination, Mr. Tonnesen tedtified that the document to which he referred gives the
agopdlant’'s view on the use of its product. He explained that the document mentions a different
recommended dosage than the one provided on the package, because it was written by someone other than a
representative of the appellant and was not edited by the gppellant. He said that the appellant endorses the
document in the broad terms of the medicament. Mr. Tonnesen explained that, three years ago, the product
was being imported as a medicina product and that the gppellant was paying 9.5 percent duty. Then, it was
agreed internationdly that the duty on medicind products should be reduced to zero. Jugt after that, the
government suddenly started calling the product afood supplement.

In answering questions from the Tribunal, Mr. Tonnesen tegtified that a package of devil’s claw
which has a 20-week supply retails for approximately $17.65 per package, while a package which has a
4-week supply retails for approximately $15.95. He said that, since he has been with the gppellant, it has
received many letters from people who have used devil’s claw, none of whom he could recall claimed that
the product did not work. He testified that, in his view and in the appdlant’s view, there is no question that

12. Exhibit A-5.
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this product is a medicind product. He said that the appelant is in the herb business, not the food business.
According to Mr. Tonnesen, the hedth food issue is a misnomer. People just cdl it that because it is an
accepted term. He said thet, in hedth food stores, one finds herbal medicine products and traditiona
medicine products.

In re-examination, Mr. Tonnesen distinguished the role of the Department of Nationa Revenue,
which regulates the importation of products and dedls with the issue of classfication, and that of Hedth
Canada, which regulatesthe retall sale of those goods, which isatotaly different function.

The appdlant’'s representative argued that tariff classfication is determined a the time of
importation in accordance with the Harmonized Commodity Description and Coding System."* He argued
that all countries must classify the same goods in the first Six digits, irrespective of how their governments
administer their drug or food policies. The representative argued that the respondent’s classfication is
incorrect for the following four reasons. (1) the respondent is relying on the Explanatory Notes to the
Harmonized Commodity Description and Coding System™ (the Explanatory Notes) to heading No. 30.03in
order to support a classfication in heading No. 30.04; (2) the respondent’s reliance on the Tribuna’s
decison in Upjohn Inter-American Corporation v. The Deputy Minister of National Revenue for Customs
and Excise™ was improper; (3) the respondent’s position that, in order to be dlassified in heading No. 30.04,
a product must be shown to be effective is incorrect; and (4) the respondent’s interpretation of the
Explanatory Notesto heading No. 21.06 is aso incorrect.

In support of his first argument that the Explanatory Notes to heading No. 30.03 do not apply to
heading No. 30.04, the appellant’ s representative relied on the Tribund’s decision in Intercraft Industries of
Canada Inc. v. The Deputy Minister of National Revenue."® He argued that the Explanatory Notes to one
heading do not gpply to another heading, unless it is expressy provided that they gpply to such heading.
In support of his argument, he referred to the Explanatory Notes to heading No. 76.10, which provide that
the “provisions of the Explanatory Note to heading 73.08 apply, mutatis mutandis, to this heading.” Due to
the absence of such wording in the Explanatory Notes to heading No. 30.03, the Explanatory Notes to
heading No. 30.04 cannot be applied to that heading. The representative noted that heading No. 30.04
applies to medicaments which are put up for retall sale, while heading No. 30.03 applies to medicaments
which are sold in bulk. He argued that the two are totaly different and that they have different rules that
apply to ther classfication. With respect to his second argument, the representative noted that the Upjohn
decision dedt with atariff classfication in heading No. 30.03 and, for the reasons noted above, isirrdevant.

The gppdlant’ s representative rdied on the Tribunal’ s decision in Hung Gay Enterprises Ltd. v. The
Deputy Minister of National Revenue'” in support of histhird argument that scientific proof of efficacy isnot
required in order for a product to be classfied in heading No. 30.04. He argued that there is no such
requirement in Schedule | to the Customs Tariff or in the Explanatory Notes. Rether, in his view, they
provide the contrary. He noted that “[cjough and cold preparations’ are classfied under tariff item
No. 3004.90.99 even though there is no known cure for the common cold. The representative argued thet to
rule in favour of the respondent would mean that drugs for illnesses such as AIDS could not be classified in

13. Customs Co-operation Council, 1t ed., Brussdls, 1987.
14. Cugtoms Co-operation Council, 1st ed., Brussels, 1986.
15. Appea No. AP-90-197, January 20, 1992.

16. Appesal Nos. AP-93-358 and AP-93-353, March 14, 1995.
17. Appeal No. AP-96-044, June 5, 1997.
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heading No. 30.04 until there is conclusve scientific proof of their efficacy. He submitted that it would be
illogica to classfy such aproduct as afood or something other than a medicament.

According to the gppellant’ s representative, the evidence clearly showsthat devil’s claw isnot afood
and, therefore, cannot be classified in heading No. 21.06. He referred to the evidence which showed thet this
product has no nutritiona value. In support of this argument, he referred to the Tribund’ s decision in Shaklee
Canada Inc. v. The Minister of National Revenue,*® which was upheld by the Federal Court of Canada.™
Inthat case, it was held that goods similar to the ones in issue were dietary supplements or nutritional
supplements and not food. He referred to the Tribund’s decison in Baxter Corporation v. The Deputy
Minister of National Revenue® to support his argument that heading No. 21.06 provides for the
classfication of ordinary food or mixtures used in the preparation of such foods.

In support of his argument, the appelant’s representetive referred to paragraph 16 of the
Explanatory Notes to heading No. 21.06, which provides that food preparations or supplements which are
intended for the prevention or treatment of disease or allments are excluded from that heading and must be
classfied in heading No. 30.03 or 30.04. He argued, that because devil’s claw is intended for the prevention
of a disease or allment, it cannot be classfied in heading No. 21.06. According to the representative, the
evidence shows that arthritis is a disease. He relied on the Explanatory Notes to heading No. 30.04 in
support of his argument that, since devil’s claw is a medicament, which is put up for retail sale, it must be
classfied in that heading. The Explanatory Notes aso provide that, where medicaments are put up in
measured doses such as tablets, they must be classfied in heading No. 30.04. He argued that the goods in
issue mest this requirement. According to the representetive, the Explanatory Notes do not require that the
intended use be printed on the [abdl. It can be indicated in the literature or in any other way. He argued that,
in any event, the recommended use of devil’s claw is indicated on the package. Findly, he referred to the
Explanatory Note to heading No. 30.04, which provides that food supplements are excluded from that
heading.

Counsd for the respondent argued that the appellant must prove that the product is an effective
remedy for arthritis for it to be congdered a medicament for thergpeutic or prophylactic use. He argued that
the appellant has not done o in the present case and that its apped should, therefore, be dismissed. In other
words, the goods in issue cannot be classfied in heading No. 30.04. Counsd submitted that the following
three requirements must be met in order for a product to be classfied in heading No. 30.04: (1) the product
must be a medicament; (2) it must consist of mixed or unmixed products for therapeutic or prophylactic
uses, and (3) it has to be put up in measured doses or in forms of packing for retail sde. Counsel relied on
the Tribuna’s decision in Upjohn with respect to the meaning to be attributed to the words * medicament,”
“thergpeutic” and “prophylactic.” Counsel argued that the case is relevant even though it dedlt with heading
No. 30.03 instead of heading No. 30.04, because the words used in the two headings are the same. The only
difference is that one heading dedls with products which are put up in measured doses or in packings for
retail sde. In counsdl’s view, this does not affect the meaning to be attributed to the words “medicament,”
“therapeutic” or “ prophylactic.”

In Upjohn, the Tribuna interpreted heading No. 30.03 as referring to substances used to trest or
prevent disease, or medicinal preparations used to treat or prevent sickness. In the view of counsd for the

18. Appeal No. 2940, September 6, 1990.
19. Shaklee Canada Inc. v. Her Majesty the Queen, Court File No. T-3012-90, February 28, 1995.
20. Apped No. AP-93-092, July 26, 1994.
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respondent, the gppellant must show conclusive scientific evidence that goods are used to treat or prevent a
disease in order to be classified as a“medicament.” He argued that “treat” does not equate “cure.” He said
that there is no question that there is no “cure’ for the common cold. However, there are medicines which
treat or relieve the symptoms of the common cold, for example antihistamines, decongestants or any kind of
drug to reduce fever. Therefore, they are atreatment for the disease, but not a cure. He argued that there are
drugs that do the same thing for arthritis. They do not cure arthritis, but they relieve the symptoms. Counsd
submitted that it does not matter whether something cures the disease. The key is that it has to be shown to
tredt it.

Counsd for the respondent argued that the reason that it is important to have scientific proof of the
efficacy of aproduct in order for it to be classfied in heading No. 30.04 isthat it does not become wide open,
alowing importers to bring in anything in that heading that they claim has a medicind use. He said that, if
proof of efficacy is not required, then an importer would smply have to claim that a product is used in the
trestment of a disease and that it is put up in doses for retail sde, in order to fal within heading No. 30.04.
Incounsd’s view, this is clearly wrong. He referred to the Explanatory Notes to heading No. 30.04 in
support of his argument that efficacy needs to be proven in order for a product to be classified theren.
He argued that the Explanatory Notes provide that a product must contain medicina properties in such a
proportion as to give them therapeutic or prophylactic uses in order to be classfied in heading No. 30.04.
He argued that the product must do some good. Furthermore, counsd argued that herba infusions which
clam to provide relief from alments or contribute to the generd hedth and well-being, but which do not
condtitute a therapeutic or prophylactic dose of an active ingredient, are excluded from heading No. 30.04.

According to counsd for the respondent, there was no evidence presented that devil’s claw contains
an active ingredient effective in the treatment of arthritis. Counsel reviewed the evidence and argued that it
shows that the effectiveness of the goods in issue till remains inconclusive. He said that there are studies
which show that devil’s claw aleviates some symptoms of arthritis, while others show it to be ineffective.
He referred to a particular study which showed that devil’s claw is only effective when it is injected into the
abdomen of mice, but not dightly active with ora adminigtration. Counsdl dso noted that many of the studies
presented into evidence were paid for by the manufacturers of devil’s claw products. He argued that devil’s
claw is gmilar to products such as ginseng, evening primrose oil and aqueous ethanol solutions of various
herbs which are dl classfied under the “food” headings. He referred to the Compendium of Classification
Opinions to the Harmonized Commodity Description and Coding System® (the Classification Opinions) in
support of this argument. One Classification Opinion provided that “[n]icotine chewing gum” is classified in
subheading No. 2106.90. He noted that the evidence on record in this gppeal shows that nicotine gum has no
nutritiona value. Counsd referred to the evidence which shows that there were three different recommended
dosesfor devil’s claw. He argued that thiswas so because the effective dose is not known.

Counsd for the respondent argued that the Tribunal’ s decison in Hung Gay is digtinguishable from
the present case on the basis that, in Hung Gay, the Tribuna found that the product in issue was a “tonic”
and, therefore, on that basi's, was excluded from heading No. 30.04. As for the Tribund saying that efficacy
need not be proven in order for a product to be classfied in heading No. 30.04, counsd argued that the
Tribuna was wrong. Findly, counsel argued that the Shaklee case could be distinguished on the basis that

21. Cugtoms Co-operation Council, 1<t ed., Brussdls, 1987.
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the Tribuna and the Federal Court of Canadain that case were dedling with an exemption under the Excise
Tax Act?? and not atariff classification under the Customs Act.

When classfying goodsin Schedule | to the Customs Tariff, the gpplication of Rule 1 of the General
Rules for the Interpretation of the Harmonized System® (the General Rules) is of the utmost importance.
Rule 1 dates that classfication is first determined according to the terms of the headings and any reative
Chapter Notes. Therefore, the Tribunal must determine whether the goods in issue are named or genericaly
described in a particular heading. If they are, then they must be classified therein, subject to any relative
Chapter Note. Section 11 of the Customs Tariff provides thet, in interpreting the headings or subheadings,
the Tribuna shall have regard to the Explanatory Notes.

Heading No. 21.06 provides for the classfication of “[f]ood preparations not € sewhere specified or
included.” The Explanatory Notes to heading No. 21.06 further provide that “[p]reparations, often referred to
as food supplements, based on extracts from plants, fruit concentrates, honey, fructose, etc. and containing
added vitamins ... are often put up in packagings with indications that they maintain generd hedlth or
well-being. Smilar preparations, however, intended for the prevention or trestment of diseases or allments
are excluded (heading 30.03 or 30.04).” In the Tribuna’s view, the goods in issue are not included in the
common understanding given to the term “food preparations.” The Tribund relies on its decison in Shaklee
in support of thisdecison. The goodsinissuein that case were certain vitamins, minerals and fibre products.
Applying the test enunciated in Shaklee, the Tribund is of the view that the person on the street, being well
informed of the prescribed conditions and dictionary definitions, would not conclude that the goods in issue
are “food.” The evidence shows that the goods in issue would not be eaten as “food” because they are bad
tasting and that there would be serious side effects in doing so. Further, there is no evidence before the
Tribuna to alow it to conclude that the goods in issue are “food supplements.” Indeed, the evidence shows
that they have no nutritional value. Therefore, the goods in issue cannot be classfied under tariff item
No. 2106.90.99.

Heading No. 30.04 provides for the classfication of “[m]edicaments ... condsting of mixed or
unmixed products for thergpeutic or prophylactic uses, put up in measured doses or in forms or packings for
retail sde” In Baxter Corporation, the Tribund relied on its decison in Upjohn when it held that, “[w]ith
regard to heading No. 30.04, the Tribund interprets this provision as referring to substances used to treat or
prevent diseases. Thisis indicated by the dictionary definitions ... of the word ‘thergpeutic, which means
‘curative; of the healing art’ and the word ‘ prophylactic,” which means “tending to prevent disease or other
misfortune.””

The Tribund accepts the evidence of the appdlant’s witnesses that devil’s claw is used in the
treatment of arthritis, which is a disease or an illness. The Tribund atributes particular weight to the
testimony of Ms. Myerowitz, a pharmacist with many years of experience in dedling with patients who have
used the goods in issue, who explained that the ingredients in devil’s claw act as an anti-inflammatory and
reduce pain, gtiffness and swelling caused by arthritis. The Tribund is, therefore, of the view that the goods
in issue can be described as a medicament. The Tribunal agrees with the appellant’ s representative that there
is no requirement in the relative Chapter Notes, the Explanatory Notes or the terms of the heading that a
product must be scientificaly proven to be an effective medicament in order to be classfied in heading
No. 30.04. In other words, it does not need to be shown that a product actually cures a disease or illness.

22. RS.C. 1985, c. E-15.
23. Supra note 2, Schedulel.
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However, in the Tribuna’ s view, there must be some “curative’ properties shown in order for a product to
be accepted as being used in the treatment of a disease and for it to be classified in heading No. 30.04. The
word “curdtive’ is defined in the New Lexicon Webster’s Dictionary of the English Language as “having
remedial properties, helping to cure®” In the Tribund’s view, the appellant has met that burden in the
present case. The goodsin issue have remedia propertieswhich help “cure’ or “treat” arthritis.

The Tribuna notes that the evidence shows that the goods in issue are * put up in measured doses or
informs or packingsfor retail sale,” as specified by the terms of heading No. 30.04.

All of the conditions of heading No. 30.04 having been met, the Tribuna finds that the goods in
issue should be classified under tariff item No. 3004.90.99.

Accordingly, the gpped isallowed.

Raynad Guay
Raynad Guay
Presiding Member

PatriciaM. Close
PatriciaM. Close
Member

Arthur B. Trudeau
Arthur B. Trudeau
Member

24. (New York: Lexicon Publications, 1987) a 236.



