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DECISION ON APPEAL                                                                  

Introduction 

This is an appeal under 35 U.S.C. § 134 from an examiner’s final 

rejections of Claims 1-3 of Reexamination Control 90/007,785, filed 

October 31, 2005, for reexamination of U.S. Patent 5,945,107 (‘107), which 

issued August 31, 1999, from Application 09/206,081, filed December 4, 

1998.  Claims 1-3, all original claims of ‘107, stand twice rejected as 

follows: 
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(1) Claims 1 and 3 under 35 U.S.C. § 102(b) over Geissler et al. 

(Geissler), “Double-Blind Trial of Herbal Slimming Pill,” Lancet, Vol. 2, p. 

8504 (1986). 

(2) Claims 1 and 2 under 35 U.S.C. § 102(b) over Scientific-Ethical 

Committee of Copenhagen State: Application to the Scientific-Committee 

(S&EC): “The effect of Medi-Tab capsules on the ventricular emptying 

time,” (Danish(D)/English(E)), Ref. No. KA 96085g (dated April 10, 1996); 

(3) Claims 1 and 3 under 35 U.S.C. § 102(b) over, or under 35 U.S.C. 

§ 103(a) in view of, FR 2 712 191 (FR)(available to the public May 19, 

1995)(English translation (FRET) of record); 

(4) Claims 1 and 3 under 35 U.S.C. § 102(b) over, or under 35 U.S.C. 

§ 103(a) in view of, BE 1005963A7 (BE)(dated April 5, 1994)(English 

translation (BEET) of record); 

(5) Claims 1 and 2 under 35 U.S.C. § 102(b) over the Product Label 

for Tablet (Tablet label)(Danish(D)/English(E))(distributed in Denmark as 

early as May 1996); and 

(6) Claim 3 under 35 U.S.C. § 103(a) in view of the Tablet label and 

Tab-Let advertisements (Tab-Let ads)(June 1996). 

Claims 1-3 are transcribed below (Appeal Brief (App. Br.), Appendix 

(App’x) A): 

1.  A composition which produces weight loss in a patient comprising 
a combination of selected herbal extracts wherein said combination 
comprises at least one herbal extract capable of inhibiting gastric 
emptying and one herbal extract which increases metabolic rate in a 
patient. 
 
2.  The composition of claim 1 wherein the combination of selected 
herbal extracts comprises Guarana, Damiana, and Paraquay. 
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3.  A method of reducing weight in a patient comprising administering 
to a patient a composition of claim 1 so that gastric emptying is 
inhibited and metabolic rates is increased in the patient. 
 
We AFFIRM the rejection of Claims 1 and 2 under 35 U.S.C.             

§ 102(b) over S&EC.  We AFFIRM the rejections of Claims 1 and 3 under 

35 U.S.C. §§ 102(b) and 103(a) over FR.  We AFFIRM the rejections of 

Claims 1 and 3 under 35 U.S.C. §§ 102(b) and 103 over BE.  We REVERSE 

the rejection of Claims 1 and 3 under 35 U.S.C. § 102(b) over Geissler.  We 

REVERSE the rejections of Claims 1 and 2 under 35 U.S.C. § 102(b) over 

the Tablet label and Claim 3 under 35 U.S.C. § 103(a) in view of the Tablet 

label and the Tab-Let ads. 

Discussion 

A. Claim interpretation

In reexamination proceedings before the PTO, claims in the 

application are to be given their broadest reasonable interpretation consistent 

with the specification.  In re Yamamoto, 740 F.2d 1569, 1571 (Fed. Cir. 

1984).  The meaning of the term “herbal extract[s]” in Appellant’s claims is 

not apparent from the claim language itself.  Accordingly, we look to the 

specification as the primary aid in deciphering the claim language.  Phillips 

v. AWH Corp., 415 F.3d 1303, 1315 (Fed. Cir. 2005)(en banc).  The 

Specification does not explicitly define the term.  Nevertheless, we may 

reasonably conclude from Claim 2 and the teaching of the present supporting 

Specification that an “herbal extract” is not limited to the “active 

ingredient[s]” listed in Table 1 of the Specification (Spec., col. 3, Table 1).  

An “herbal extract” may comprise “a dough from the seeds of Paullinia 

sorbolis . . . [which] contains 3-6% caffeine, 5-8.5% tannin, 7.8% resins, 2-
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3% fat, 0.06% saponin, 5-6% starch, and 1.5% coloring agents” (Spec., col. 

3, ll. 32-35); “an extract of Ilex paraguensis . . . [which] contains 1-1.5% 

caffeine, 4-10% tannin, and 3% resins and fat” (Spec., col. 3, ll. 36-38); and 

an extract “obtained from the leaves of the plant Turnera diffusa var. 

aphrodisiacs . . . [which] contains ethereal oils, resins, and tannin” (Spec., 

col. 3, ll. 39-41). 

Furthermore, Claims 1 and 2 are drawn to a composition “which 

produces weight loss in a patient” (App. Br., App’x A, Claim 1) and Claim 3 

is drawn to a method “of reducing weight in a patient” (App. Br., App’x A).  

Functional language may or may not limit the claimed composition and 

method.  In re Pearson, 494 F.2d 1399, 1403 (CCPA 1974)(“We do not 

mean to imply that terms which recite intended use or a property of a 

composition can never be used to distinguish a new from an old 

composition.”)  In this case, we conclude that the compositions and methods 

Appellant claims exclude those compositions and methods which, according 

to the evidence of record, are unable to produce weight loss in a patient.  

Compare In re Angstadt, 537 F.2d 498, 504 (CCPA 1976)(the claims do not 

cover compositions and methods which, according to the evidence of record, 

do not work). 

B. Rejection over Geissler 

We reverse the final rejection of Claims 1 and 3 under 35 U.S.C.        

§ 102(b) over Geissler.  While we agree with the Examiner’s conclusion that 

the term “herbal extract” in Appellant’s claims does not exclude the herbal 

mixtures in the pills administered to patients in the “Double-Blind Trial of 

Herbal Slimming Pill” Geissler describes, Geissler reports that “[w]ith 

minus-cal there is no evidence for metabolic stimulation” (Geissler, p. 461, 
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col. 2).  Rather, “[a]verage weight loss was insignificant on both minus-cal 

and placebo” (Geissler, p. 461, col. 1).  The evidence does not support the 

Examiner’s finding that the composition Geissler tested was able to produce 

weight loss in a patient.  The evidence of record does not indicate that the 

method of administering the composition Geissler tested is capable of 

reducing a patient’s weight. 

C. Rejections over Tablet label and Tablet label in view of Tab-Let ads

 “The examiner bears the initial burden, on review of the prior art or on 

any other ground, of presenting a prima facie case of unpatentability.”  In re 

Oetiker, 977 F.2d 1443, 1445 (Fed. Cir. 1992).  To sustain a rejection over 

prior art, every element of the claimed subject matter must be shown to be 

anticipated in a single prior art reference (35 U.S.C. § 102), or to have been 

obvious to a person having ordinary skill in the art in view of the teachings 

of one or more prior art disclosures (35 U.S.C. § 103).  The evidence 

favoring unpatentability must be properly weighed against all the 

countervailing evidence.  In re Piasecki, 745 F.2d 1468, 1472 (Fed. Cir. 

1984); In re Skoll, 523 F.2d 1392, 1397-98 (CCPA 1975). 

 In this case, the Examiner has not established that the Tablet label, 

upon which the Examiner’s cases for unpatentability are based, is prior art.  

The Examiner argues that the Tablet label is printed, was published in a 

foreign country prior to the filing date of Appellant’s patent application, and 

would have described a composition defined by Claims 1 and 2 to a person 

having ordinary skill in the art prior to the filing date of Appellant’s patent 

application.  Appellant does not appear to deny that the Tablet label is 

printed matter or that the Tablet label describes a composition within the 

scope of Claims 1 and 2.  Rather, Appellant argues that the evidence fails to 

 5



Appeal  2008-0090 
Reexamination Control 90/007,785 
 
establish that the Tablet label, which describes a composition within the 

scope of Appellant’s Claims 1 and 2, was published prior to the filing date of 

Appellant’s patent application.  Appellant denies that the evidence the 

Examiner has relied upon supports the conclusion that the Tablet label is 

prior art under 35 U.S.C. § 102(b).  Therefore, Appellant argues, the 

compositions defined by Claims 1 and 2 are patentable thereover. 

 Appellant argues that the evidence the Examiner relied upon to 

establish that the Tablet label is a “printed publication” under 35 U.S.C.        

§ 102(b) is based on speculation (App. Br., p. 21): 

The Examiner has merely speculated as to whether the Tab-Let Label 
was publicly accessible based upon its association with the Tab-Let 
Advertisements.  However, this does not substantiate that the Tab-Let 
Label of record was disseminated or publicly accessible and therefore 
a printed publication under 35 U.S.C. § 102(b).  

 
 In re Cronyn, 890 F.2d 1158 (Fed. Cir. 1989), instructs at 1600: 

 “[T]he printed publication provision was designed to prevent 
withdrawal by an inventor, as the subject matter of a patent, of that 
which was already in the possession of the public.”  In re Wyer, 655 
F.2d 221, 226 . . . (CCPA 1981). 
 

“The statutory phrase ‘printed publication’ has been interpreted 
to mean that before the critical date the reference must have been 
sufficiently accessible to the public interested in the art; dissemination 
and public accessibility are the keys to the legal determination 
whether a prior art reference was ‘published.’”  Constant v. Advanced 
Micro-Devices, Inc., 848 F.2d 1560, 1568 . . . (Fed. Cir.), cert. denied, 
488 U.S. 892 (1988). 

 
 In our view, the Examiner has not adequately considered (1) whether 

the Tablet label was “sufficiently accessible to the public interested in the 

art” and (2) whether the Tablet label describes a composition Appellant 
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claims.  First, Dr. Hessel declared that (a) the composition defined by the 

Tablet label, at the time the label was disseminated to the two parties, was a 

“prototype product” (App. Br., App’x B.2 (First Declaration by Dr. Lasse 

Lief Hessel, para. 2)), and (b) the “Tab-let prototype label was a print proof 

for discussion purposes only” (App. Br., App’x B.3 (Second Declaration by 

Dr. Lasse Lief Hessel, para. 2).  Second, Dr. Hessel declared (App. Br., 

App’x B.3 (Second Declaration by Dr. Lasse Lief Hessel, para. 3); emphasis 

added):   

3.  During the development of the claimed compositions, I 
requested Jemo-Pharm A/S in Stege, Denmark to prepare a capsule 
containing Yerbe (mate), guarana, and damiana, generally referred to 
as Medi-Tab, for conducting experimental studies under my 
supervision and control.  To determine whether a composition 
containing Yerbe (mate), guarana, and damiana had an effect on 
gastric emptying, I approached Dr. Jan Fogh, an ultrasound expert, to 
conduct ultrasound measurements of stomach emptying under my 
supervision and control.  These were both under confidentiality.  

 

Third, the Tablet label itself describes a “Food supplement” tablet containing 

Mate extract (112 mg), Guaranae extract (95 mg), and Damianae extract 

(36.5 mg)(TabLet(B)).  The Tablet label nowhere indicates that the 

“composition . . . produces weight loss in a patient” (App. Br., App’x A, 

Claim 1).  The label does not on its face disclose a weight loss composition.  

Fourth, Kirsten Norholt only declared “that the sample Tab-Let . . . was 

received . . . in May 1996 . . .” (Affidavit of Kirsten Norholt, dated March 

17, 2006).  Fifth, Claus Ostervig declared “that the information letter dated 

19 March 1997 from Medico Tech A/S regarding the introduction and 

marketing of the product Gastro*lette and its annex (scientific paper of Jan 

Fogh) . . . were received by me in my capacity as a Matas shop owner in 
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March 1997[,]. . . [and] that the product Gatro*lette was subsequently 

marketed and sold in my shops, said sale having commenced August 1997 at 

the latest” (Affidavit of Claus Ostervig, dated August 19, 2006).  It is not 

clear how the affidavit of Ms. Norholt with regard to the Tab-Let sample and 

the declaration of Mr. Ostervig with respect to the product Gastro*lette 

relate to the Tablet label and the product it describes.  

 Moreover, we find no evidence that the Tablet label or any 

information the Tablet label describes was catalogued, indexed, or otherwise 

made accessible to that portion of the public interested in weight loss 

compositions or methods.  That Kirsten Norholt sampled and Dr. Fogh 

tested Tab-Let and Medi-Tab samples for their effect on gastric emptying 

does not establish either that the Tablet label was published or that the 

claimed weight loss composition it describes was ever in possession of the 

public.  Mr. Ostervig received information regarding a product called 

Gastro*lette.  The Examiner has not explained how and why dissemination 

of information relating to Gastro*lette supports a rejection of the subject 

matter Appellant claims over the Tablet labels. 

 In short, the evidence relied upon by the Examiner does not prima 

facie establish that the subject matter claimed was sufficiently accessible to 

persons interested in the art, or was otherwise in possession of the public, 

prior to the filing date of Appellant’s patent application.  Accordingly, the 

Examiner has not established that the subject matter defined by Appellant’s 

Claims 1-2 is unpatentable under 35 U.S.C. § 102(b) over the Tablet label or 

Appellant’s Claim 3 is unpatentable under 35 U.S.C. § 103 over the Tablet 

label in view of the Tab-Let ads. 

 

 8



Appeal  2008-0090 
Reexamination Control 90/007,785 
 
D. Rejections over FR 2 712 191 (FRET)

The ‘107 patent teaches (‘107, col. 3, ll. 28-35): 

A composition of the present invention comprising a 
combination of selected herbal extracts was administered to patients 
in a double blind controlled clinical trial.  The combination tested 
included Guarana, Damiana, and Paraguay.  Guarana is a dough from 
the seeds of Paullinia sorbolis, which grows in Brazil and Venezuela. 

 
In Table 1, the ‘107 patent teaches that the active ingredient(s) of Guarana 

are “caffeine, other xanthines (tetramethylxanthine, theobromine, 

theophylline, tannin)” (‘107, col. 3, Table 1).  The ‘107 patent teaches: 

It has now been found that a combination of selected herbal 
extracts wherein at least one of the extracts contains caffeine and at 
least one of the extracts controls gastric emptying is capable of 
producing weight loss.  [(‘107, col. 1, ll.64-67);] 

 
The compositions of the present invention further comprise at least 
one herbal extract capable of modifying metabolic rate through the 
presence of significant concentrations of caffeine.  Increasing the 
metabolic rate of a patient while inhibiting gastric emptying in the 
patient by administering a composition of the present invention results 
in weight loss.  [(‘107, col. 2, ll. 38-45).] 

 
 The ‘107 patent teaches (‘107, col. 2, ll. 55-66): 

Herbal plant extracts that have been assessed and found to be 
suitable for selection and incorporation into a composition of the 
present invention for achieving a controlled and durable weight loss 
include . . . Ginseng (Panax ginseng, P. quinquefolius L.). 

 

Table 1 lists Ginseng among the herbs which do not include caffeine as an 

active ingredient (‘107, col. 3, Table 1).  Based on the teaching of the ‘107 

patent that the inventive compositions include at least one herbal extract 

which supplies caffeine as the active ingredient capable of modifying 
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metabolic rate, e.g., Guarana, Paraguay, and Kola, and at least one other 

herbal extract which does not supply caffeine as the active ingredient 

capable of inhibiting gastric emptying, and the disclosure in Table 1 that the 

active ingredient of Ginseng does not include caffeine, a person having 

ordinary skill in the art reasonably would infer that the active ingredient in 

Ginseng inhibits gastric emptying in a patient. 

 FRET claims: 

1. Composition having an anti-fatigue activity and for facilitating 
weight loss, characterized in that it contains an extract of . . . ginseng 
root and an extract of Brazilian or Colombian guarana seed.  

 
FRET teaches that Guarana seeds “are used to prepare a stimulant” (FRET, 

p. 1, ll. 4-5).  FRET also teaches that the “characteristic constituents [of the 

stimulant] are xanthic based derivatives:  3 to 5 per cent by weight of 

caffeine . . .” (FRET, p. 1, ll. 11-14).   FRET’s invention is, however, a 

composition containing “as active substances, an extract of ginseng [root] 

and an extract of guarana” (FRET, p. 1, ll. 15-17) containing ginsenosides 

and caffeine (FRET, p. 1, ll. 18-29). 

   Accordingly, the evidence as a whole reasonably would have 

informed a person having ordinary skill in the art that FRET’s composition 

produces weight loss in a patient because of its active ingredients, i.e., 

guarana extract with the stimulant caffeine as one active ingredient and 

ginseng root extract with ginsenoside as the other active ingredient.  The 

‘107 patent specification reasonably suggests that ginseng root extract is a 

“herbal extract capable of inhibiting gastric emptying” (App. Br., App’x A). 

Given the evidence against the patentability of a composition of 

Appellant’s Claims 1 and 3, the burden has been shifted to Appellant to 
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come forward with evidence favoring patentability.  In re Best, 562 F.2d 

1252, 1254 (CCPA 1977); In re Swinehart, 439 F.2d 210, 212-13 (CCPA 

1971).  Absent additional evidence favoring patentability, which we consider 

infra in Part F (Boissonneault), the Examiner’s final rejections of Claims 1 

and 3 under 35 U.S.C. §§ 102(b) and 103(a) over FRET should be affirmed. 

E. Rejections over BE 1005963A7 (BEET)

 Claim 1 of the ‘107 patent is directed to a composition which 

produces weight loss in a patient which comprises a combination of herbal 

extracts (App. Br., App’x A).  Claim 3 is drawn to a method of reducing 

weight in a patient by administering a composition of Claim 1 to a patient 

(App. Br., App’x A).  A ‘107 composition within the scope of Claim 1 

comprises at least one herbal extract capable of inhibiting gastric emptying 

and at least one herbal extract which increases the metabolic rate in a patient 

(App. Br., App’x A).  According to the ‘107 patent, caffeine is a “stimulant 

and . . . a major constituent in many weight-reducing products for its ability 

to increase metabolic rate” (‘107, col. 1, ll. 47-50). 

 BEET describes a composition for the treatment of excess weight 

comprising, as the active ingredients, an extract of Paullinia cupana and at 

least one extract of Scilla maritime, Ephedra vulgaris, Betula alba, 

Lycopodium clavatum, Rhamnus frangula, Equisetum arvense, Solidago 

virgaurea, Chelidonium majus, Crataegus oxycantha, Adonis vernalis, and 

Cimicifuga racemosa (BEET, p. 11, Claims 2-4 and 11-12; p. 4-10; and p. 9, 

Example).  BEET teaches: 

The phytoactive composition promoting weight loss includes, to this 
effect, as active ingredient a mixture of Paullinia cupana – called 
Guarana in French pharmacopoeia . . . [(BEET, p. 4, first full para.);] 
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Paullinia cupala also called Guarana, originating in Brazil, contains up 
to 8% of natural caffeine.  Belonging to the methylated xanthine 
family, it has stimulating and tonic effect on the mental level.  This 
effect explains the regulating effect on the appetite. . . . [(BEET, p. 4, 
last para.). 
 
Guarana also stimulates the basal metabolism, thus increasing “energy 
consumption” and re-establishing the energy balance to its normality.  
Moreover, it has the tendency to put a brake on the appetite naturally.  
Guarana in this way allows delaying hunger pangs, very often leading 
to quantitative and qualitative excess of food.  [(BEET, p. 5, second 
para.); and] 
 
Guarana does not have cardiac effect but can have a beneficial effect 
in case of diarrhea and gynecological infections.  [(BEET, p. 5, third 
para.). 
 
BEET instructs (BEET, p. 3, para. 2-3; emphasis added): 
 
This invention has as object to foresee the phytoactive composition 
allowing an intensification of hunger inhibitions –sense of satisfaction 
– brought by the meal.  Other advantages: slowing down of gastric 
emptying, improvement in bowel movement – better evacuation -, 
stimulation of organs responsible for toxin filtration and removal 
functions – kidneys, liver, bladder -, improvement in sensitivity to 
insulin independent of the weight loss and increase in thermogenesis. 
 
The weight loss is significant in clinical studies – higher than that 
obtained after giving a placebo.  The effect is obtained in persons 
having excess weight and those suffering from minor or major 
obesity.  Almost no adverse effect is observed.  This is explained by 
the natural harmonization action peculiar to this phytoactive 
composition. 
 

 Appellant does not contest the fact that BEET describes a composition 

which increases the metabolic rate in a patient and inhibits gastric emptying 

so to produce weight loss in a patient.  To achieve that dual function, the 
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BEET composition is said to comprise at least one herbal extract which 

increases the metabolic rate in a patient, i.e., guarana extract, and at least one 

other herbal extract.  BEET’s disclosure does not overtly state, however, that 

the composition is capable of inhibiting gastric emptying because of the 

caffeine in the active guarana extract or because of one or more of the active 

ingredients in the at least one other herbal extract.  While BEET teaches that 

guarana “can have a beneficial effect in case of diarrhea” (BEET, p. 5, third 

para.), BEET also teaches that at least one of the other herbal extracts in the 

composition “acts on the function of [the] intestines” (BEET, p. 6, 

Lycopodium clavatum or Lycopodium); “regulates the motility and 

secretory activity of the small intestine and the colon” (BEET, p. 6, Ramnus 

frangula); displays “astringent properties, interesting at the intestinal level” 

(BEET, pp. 6-7, Solidago virgaurea); and “stimulates intestinal peristalsis” 

and “calms intestinal spasms” (BEET, p. 7, Chelidonium majus).  

Accordingly, persons having ordinary skill in the art reasonably would have 

understood from BEET’s disclosure that at least one of the herbal extract 

components of the weight loss compositions BEET describes is an herbal 

extract including an active ingredient capable of inhibiting gastric emptying 

and at least one of the herbal extract components of the weight loss 

compositions BEET describes increases the metabolic rate in a patient.  The 

claims on appeal require one of the at least two active herbal extracts to be 

capable of inhibiting gastric emptying and at least one other of the at least 

two active herbal extracts to increase the metabolic rate in a patient. 

 In reexamination proceedings, claims in the application are given the 

broadest reasonable interpretation consistent with the specification.  In re 

Yamamoto, 740 F.2d at 1571.  The ‘107 patent teaches that Appellant’s 
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invention is a composition comprising “a combination of selected herbal 

extracts that produces weight loss in a patient through inhibition of gastric 

emptying and an increase in metabolic rate in a patient” (‘107, col. 2, ll. 4-

8).  Claim 1 is directed to “a combination of selected herbal extracts wherein 

said combination comprises at least one herbal extract capable of inhibiting 

gastric emptying and one herbal extract which increases metabolic rate in a 

patient” (App. Br., App’x A).  It is apparent from the Background of the 

Invention, that the administration of active guarana extract alone, i.e., natural 

caffeine, does not inhibit gastric emptying and must be combined with 

another herbal extract which is capable of inhibiting gastric emptying to 

anticipate the composition of Claim 1.  The ‘107 patent states (“107, col. 1, 

ll. 43-63): 

[T]he herb Guarana . . . which contains a high concentration of the 
active ingredient caffeine has been incorporated into slimming 
products ( . . . FR 2 712 191-A1).  Caffeine is recognized . . . for its 
ability to increase metabolic rate.  However, use of such product alone 
has only a temporary effect, with weight gain seen immediately upon 
cessation of treatment. . . . Belgium Patent 100593A7[sic 1005963A7] 
. . . describes a phyto-active mixture referred to as Lycopodium which 
contains Guarana and other plant extracts including Scillia maritime, 
Ephreda vulgaris, and Betula alba which may be ingested, applied as 
a cream or lotion, or injected to produce weight loss.  It is suggested 
that administration of Lycopodium slows gastric draining while 
improving intestinal transit and evacuation of the intestines.  
However, no clinical data is provided to support this suggestion.  

   

 Appellant has not argued that a person having ordinary skill in the art 

would not have been able to make and use the compositions described by 

BEET to produce weight loss in a patient.  Whether or not BEET provides 

clinical evidence showing that the compositions described slow down gastric 
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emptying, as the reference indicates (BEET, p. 3, second para.), is 

immaterial to the rejection.  BEET describes compositions which are said to 

slow down gastric emptying and produce weight loss in a patient.  

Consistent with a capacity to slow down gastric emptying, the compositions 

BEET discloses comprise a combination of one herbal extract (guarana 

extract) which increases the metabolic rate in a patient and at least one other 

herbal extract selected from a group including a herbal extract which “acts 

on the function of the intestines” (BEET, p. 6, Lycopodium clavatum or 

Lycopodium), a herbal extract which “regulates the motility and secretory 

activity of the small intestine and the colon” (BEET, p. 6, Ramnus frangula),  

an herbal extract which displays “astringent properties, interesting at the 

intestinal level” (BEET, pp. 6-7, Solidago virgaurea), and an herbal extract 

which “stimulates intestinal peristalsis” and/or “calms intestinal spasms” 

(BEET, p. 7, Chelidonium majus).    

The ‘107 patent explains that guarana extract itself is not capable of 

inhibiting gastric emptying in a patient.  Therefore, to the extent that BEET 

compositions slow down gastric emptying, and BEET explicitly states that 

compositions that BEET describes do slow down gastric emptying, persons 

having ordinary skill in the art reasonably would understand that the ability 

to inhibit gastric emptying stems from at least one of the other herbal 

extracts BEET includes in its weight-composition.  Therefore, the BEET 

disclosure itself reasonably appears to present sufficient evidence of 

unpatentability to require Appellant to provide evidence to the contrary.   

Given the evidence against the patentability of the composition of 

Appellant’s Claims 1 and 3, the burden has been shifted to Appellant to 

come forward with evidence favoring patentability.  In re Best, 562 F.2d 
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1252, 1254 (CCPA 1977); In re Swinehart, 439 F.2d 210, 212-13 (CCPA 

1971). 

To satisfy its burden, Appellant relies on Boissonneault.  If 

Boissonneault does not provide evidence in support of patentability 

sufficient to outweigh the evidence of unpatentability in FRET or BEET, the 

Examiner’s final rejections of Claims 1 and 3 under 35 U.S.C. §§ 102(b) and 

103(a) over FRET or BEET should be affirmed. 

F. Boissonneault

 As evidence favoring the patentability of Claims 1 and 3 over FRET 

or BEET, Appellant cites the prior art teaching of Boissonneault et al. 

(Boissonneault), Am. J. Clin. Med., Vol. 22(2), pp. 147-53 (1994).  

According to Appellant, the rejections over each of FRET and BEET are 

premised upon the Examiner’s finding that at least one composition 

described by each reference comprises at least one herbal extract which 

increases the metabolic rate in a patient and at least one other herbal extract 

that inherently inhibits gastric emptying (App. Br., pp. 14 and 17; emphasis 

added).  Appellant then argues that a finding that an undisclosed property or 

characteristic is inherent in a claimed composition or component thereof 

must be supported by evidence that the undisclosed property or 

characteristic necessarily is present in the thing (App. Br., pp. 14 and 17-18).  

Here, however, both FRET and BEET expressly state that their respective 

compositions inhibit gastric emptying.  Accordingly, it would have been 

reasonable for persons having ordinary skill in the art to assume that at least 

one herbal extract comprising the multi-herbal extract compositions each of 

FRET and BEET describes is capable of inhibiting gastric emptying.  And, 
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the ‘107 patent explains that the active agent in guarana extract, i.e., natural 

caffeine, is not itself capable of inhibiting gastric emptying in a patient. 

This is not a case where the critical characteristic or property of a 

prior art composition or component thereof is undisclosed.  FRET and BEET 

would have taught persons having ordinary skill in the art that a composition 

each reference discloses comprises at least one herbal extract having the 

critical characteristic or property of inhibiting gastric emptying which, 

according to extrinsic evidence in the form of the ‘107 patent itself, is not a 

characteristic or property of its guarana extract component. 

Even if Boissonneault shows, as Appellant urges (App. Br., pp. 14-

15), that “different extraction procedures can result in herbal extracts with 

different constituents and activities” (App. Br., pp. 14-15), the Examiner’s 

cases for unpatentability have not been rebutted thereby.  Unlike cases 

where inherency is based on no more than a possibility or probability that an 

undisclosed characteristic or property exists, the applied prior art in this case 

expressly states that the disclosed weight-loss compositions comprise at least 

one herbal extract which is capable of inhibiting gastric emptying.  

Accordingly, we affirm the Examiner’s final rejections of Claims 1 and 3 

under 35 U.S.C. § 102(b) and § 103 over FRET or BEET. 

G. Substantial new questions of patentability 

Citing In re Recreative Technologies, 83 F.3d 1394 (Fed. Cir. 1996), 

and MPEP § 2642, Appellant argues that “it is impermissible to raise a 

ground of rejection based wholly on prior art . . . which was previously 

considered by the Office on precisely the same issue in the original 

examination of the application which matured into the ‘107 patent (App. Br., 

pp. 13 and 16-17).  Claims 1-3 of the ‘107 patent were issued Aug. 31, 1999, 
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as the Examiner’s first official action in Application 09/206,081, filed 

December 4, 1998, indicated their allowability.  FR 2 712 191 and BE 

1005963A7 are cited and summarized in the ‘107 patent (‘107, col. 1, ll. 42-

63; albeit the Belgium patent publication is cited incorrectly), but they are 

not References Cited on the face of the patent and are nowhere discussed by 

the Examiner in the patent prosecution history.  Appellant does not deny the 

finding of the present Examiner that the record of the ‘107 patent does not 

indicate that FR 2 712 191 and BE 1005963A7 had ever been fully 

considered at any time before the patent issued.  Nor does Appellant deny 

the present Examiner’s finding that English translations of the foreign 

documents are not of record in the patented file.  Furthermore, we find that 

the summaries of the two foreign documents in column 1 of the ‘107 patent 

do not fairly represent or portray the full scope of their respective 

disclosures and teachings. 

Accordingly, we conclude that a substantial new question of 

patentability has been raised by FRET and BEET in the present request for 

reexamination of the ‘107 patent.  Moreover, In re Bass, 314 F.3d 575 (Fed. 

Cir. 2002), instructs in the footnote at 577: 

On November 2, 2002, 35 USC § 303(a) was amended by the passage 
of Pub. L. No. 107-273, § 13105, (116 Stat.) 1758, 1900, to add “[t]he 
existence of a substantial new question of patentability is not 
precluded by the fact that a patent or printed publication was 
previously cited by or to the Office or considered by the Office,” 
thereby overruling Portola Packaging. . . . [T]he change . . . applies to 
decisions made by the PTO on or after its enactment. 

 
H. Rejections over S&EC 

Claims 1 and 2 stand rejected under 35 U.S.C. § 102(b) over S&EC.  

The Examiner submits that the reference is a § 102(b) “printed publication” 
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based on its April 10, 1996, date (Ans., pp. 26-27).  We refer hereafter to the 

English translation of S&EC of record (S&EC(E)). 

Appellant denies that S&EC was sufficiently accessible to the public 

interested in the subject matter disclosed therein to be a “publication” within 

in the meaning of the term in 35 U.S.C. § 102(b) and accordingly prior art to 

the subject matter of Appellant’s Claims 1 and 2.  We affirm the Examiner’s 

rejection for the following reasons. 

  S&EC is dated April 10, 1996 (S&EC(E)), more than one year prior 

to the filing date of the ‘107 patent.  The purpose of the published 

investigation is “to investigate whether . . . “Medi-Tab” . . . has a delaying 

effect on the stomach’s emptying time” (S&EC(E), p. 5).  In the Background 

for the Investigation there appears the following reference to an Appendix I 

(S&EC(E), p.2, para. II), “’Medi-Tab’s are as indicated a herb extract (see 

appendix I.)”  In Appendix I, Medi-Tabs are described as containing the 

following ingredients (S&EC(E), Appendix I): 

 Composition per capsule:

 Extract (Yerbe) Mate equivalent to 336 mg herb 
 Extract Guarana equivalent to  336 mg herb 
 Extract Damiana equivalent to  168 mg herb[.] 
 
On page 7, S&EC(E) teaches, “’Medi-Tab’ is a herb extract which contains 

different herb extracts . . . .”  Both the prior art of record and Appellant’s 

own specification establish that Guarana extract contains the active agent 

caffeine which increases the metabolic rate of a patient.  In re Baxter 

Travenol Labs., 952 F.2d 388, 390 (Fed. Cir. 1991) (“extrinsic evidence may 

be considered when it is used to explain, but not expand, the meaning of a 

reference”).  While Appellant argues that Boissonneault tends to show that 
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“different extraction procedures can result in herbal extracts with different 

constituents and activities” (App. Br., pp. 14-15), the active ingredient in the 

Guarana extract is caffeine, and persons having ordinary skill in the art 

would have then understood and still understand that caffeine increases the 

metabolic rate in a patient.  Appellant has not explained why persons having 

ordinary skill in the art reasonably would think that an amount of “Extract 

Guarana equivalent to . . . 336 mg herb” (S&EC(E), Appendix I) in Medi-

Tabs would be free of its primary active ingredient.  In addition, the 

Background for the Investigation (S&EC(E), p. 2, para. II) discloses that two 

previously unpublished studies have suggested that “Medi-Tab” had a 

delaying effect on the ventricular emptying and increased ventricular 

emptying time. 

According to the Declaration of Ms. Unna Scherer, Secretary for the 

Scientific Ethical Committee of Copenhagen County, Denmark, dated 9 

February 2005 (Scherer Decl., p. 2, para. 3-5): 

3. The Notification of the Scientific Ethical Committee for the 
project Effect of Medi-Tab Capsules on Gastric Emptying, with the 
attached Study Protocol and Project Description (“Notification and 
Study Protocol”), has been kept in the files of the Scientific Ethical 
Committee of Copenhagen County since 10 April 1996. . . . . 

 
4. As required by the Danish Open Files Act, the Notification and 
Study Protocol is a public record, and has been open to inspection by 
the public since 10 April 1996 in accordance with the rules in the 
Danish Open Files Act.  The Act is attached to this declaration in 
English. 

 
5. The Scientific Ethical Committee of Copenhagen County 
maintains an index of the notifications of clinical trials that are 
submitted.  The index is also open to inspection by the public.  In 
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April 1996, the Notification and Study Protocol was assigned 
reference no. KA 96085g, and listed in this index. 

 
 Unna Scherer declared S&EC would have been indexed, and both the 

index and indexed project entitled “Effect of Medi-Tab Capsules on Gastric 

Emptying,” and the Study Protocol and Project Description therefor, had 

been kept in the files of the Scientific Ethical Committee of Copenhagen 

County and open to inspection by the public, i.e., “a public record”, since 

April 10, 1996 (Scherer Decl., p. 2, para. 4 & 5).  Scherer’s declaration 

reasonably appears to be impartial evidence sufficient to prima facie 

establish that S&EC not only had been stored and open to the interested 

public, but also indexed by the Danish Scientific Ethical Committee 

assigned the “task . . . to ensure the protection of trial patients in biomedical 

clinical trials” by making all clinical investigations reviewable and approved 

by the concerned public “prior to their start” (Scherer Decl., pp. 1-2, para. 

2).  Accordingly, we conclude that the evidence upon which the Examiner 

relies prima facie establishes that S&EC was a “printed publication” under 

35 U.S.C. § 102(b) on or about April 10, 1996. 

 Having established that S&EC is a “printed publication” under 35 

U.S.C. § 102(b) that reasonably appears to describe every element of a 

composition encompassed by Appellant’s Claims 1 and 2, the Examiner 

made out a prima facie case for their unpatentability.  Thus, the burden of 

proof shifted to Appellant to show the contrary. 

Appellant argues, and provided testimonial evidence in support of the 

argument, that access to S&EC is deniable under “The Danish Access To 

Public Administration Act” (Scherer Decl., Exh. B).  In support of 

Appellant’s argument that S&EC would not have been accessible to the 
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interested public, Appellant submitted the Declaration by Henrik B. Sanders, 

an attorney with the Danish law firm of Mazanti-Andersen, KorsØ Jensen & 

Partners and allegedly an expert in Danish Drug and Device law (Sanders 

Decl., p. 1, para. 1).  Sanders declared (Sanders Decl., p. 1, para. 1), 

“[S&EC] was not publically available before the effective filing date of the 

U.S. Patent Application.”  Furthermore, Sanders declared (Sanders Decl., p. 

2, para. 3): 
The purpose of article 12(1), 2o in The Danish Open File Act is to 
prevent companies from suffering significant economical losses as a 
result of the right of access to documents.  Since the formulation for 
the Slimming Product disclosed in the S&EC Application would be 
regarded as information on technical plan or processes or on operation 
or business procedures or the like, the S&EC Application is covered 
by the exception in article 12(1), 2o of The Danish Open File Act, and 
would not have been available to the public before the effective filing 
date of the U.S. Application.     

 

Article 12(1), 2o, of The Danish Access To Public Administration 

Files Act reads (Scherer Decl., Exh. B, p. 5): 

 12.-(1)  The right of access to administration files shall not apply to 

 . . . . . 

2o  information on technical plant or processes or on operating or 
business procedures or the like, provided it is of material importance 
to the economy of the person or enterprise that grant of the request be 
refused. 

 

 We take particular notice of the fact that the information described in 

Article 12(1), 2o, is exempt from public right to access “provided it is of 

material importance to the economy of the person or enterprise that grant of 

the request be refused.”  While Sanders declared that “the formulation for 
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the Slimming Product disclosed in the S&EC Application would be regarded 

as information on technical plan or processes or on operation or business 

procedures or the like” and therefore would not have been opened to public 

inspection, he did not support Appellant’s opinion of the “importance to the 

economy of the . . . enterprise that grant of the request be refused”.  To the 

contrary, S&EC states (S&EC(E), p. 3, IX.  Publication), “When the 

investigation is completed it will be published in an international gastro-

enterological medical publication with dr.med. Jan Fogh as sole author.”  

S&EC repeats (S&EC(E), p. 5.), “The investigation is intended to be 

published in an international scientific journal with Jan Fogh as sole author.”   

Moreover, S&EC reports that “[t]he investigation has been reviewed and 

reported by the Scientific-ethical committee under project number …….” 

(S&EC(E), p. 7, last sentence) without any apparent request for exemption 

from public right of access thereto.  Accordingly, we find that the evidence 

of public accessibility to S&EC on or about April 10, 1996, 

upon which the Examiner relies outweighs Appellant’s evidence that S&EC 

would not have been accessible to the interested public prior to the 

December 4, 1998, filing date of the ‘107 patent application. 

Having considered all the evidence for and against the patentability of 

Claims 1 and 2 in the course of reexamining the claims of the ‘107 patent 

and reviewing their final rejection over S&EC, we find that the 

preponderance of the evidence of record supports the Examiner’s case for 

unpatentabiliy under 35 U.S.C. § 102(b) over S&EC.  We find that 

Appellant’s evidence favoring the patentability of Claims 1 and 2 over 

S&EC is less convincing and carries less weight than the Examiner’s 

 23



Appeal  2008-0090 
Reexamination Control 90/007,785 
 
evidence and arguments to the contrary.  Accordingly, the rejections of 

Claims 1 and 2 under 35 U.S.C. § 102(b) over S&EC are affirmed. 

 

CONCLUSION

 Having considered all the evidence of record for and against the 

patentability of Claims 1-3 of Rexamination Control 90/007,785, we 

(1) REVERSE the rejection of Claims 1 and 3 under 35 U.S.C.           

§ 102(b) over Geissler; 

(2) AFFIRM the rejection of Claims 1 and 2 under 35 U.S.C. § 102(b) 

over S&EC; 

(3) AFFIRM the rejections of Claims 1 and 3 under 35 U.S.C.             

§ 102(b) and under 35 U.S.C. § 103(a) over FR 2 712 191; 

(4) AFFIRM the rejections of Claims 1 and 3 under 35 U.S.C.            

§ 102(b) and under 35 U.S.C. § 103(a) over BE 1005963A7; 

(5) REVERSE the rejection of Claims 1 and 2 under 35 U.S.C.           

§ 102(b) over the Tablet label; and 

(6) REVERSE the rejection of Claim 3 under 35 U.S.C. § 103(a) in 

view of the Tablet label and the Tab-Let ads. 

 

ORDER 

Accordingly, it is  

ORDERED that the Examiner’s final rejection of the patentability of 

Claims 1-3 of Reexamination Control 90/007,785 is AFFIRMED; and 

FURTHER ORDERED that the time for taking future action in this 

appeal cannot be extended under 37 CFR § 1.136(a)(2006). 
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AFFIRMED
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cc (via U.S. Mail): 
 
Jane Massey Licata 
LICATA & TYRREL P.C. 
66 East Main Street 
Marlton, NJ 08053 
 
 
Mark E. Turk, Esq. 
LYNN TILLOTSON & PINKER, LLP 
750 North Saint Paul Street, Suite 1400 
Dallas, TX 75201 
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