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BioNeutra

Pioneer in Multifunctional Oligosaccharides

BioNeutra North America Inc.
960825Ave NW, Edmonton, Alberta, T6N1J4

May 3, 2019

Division of Dockets management 
Food and Drug Administration 
Department of Health and Human Services 
5630 Fishers Lane 
Room 1061
Rockville, Maryland 20852

RE: CITIZEN PETITION TO INCLUDE ISOMALTOOLIGOSACCHARIDE IN THE LIST OF DIETARY 
FIBERS

In accordance with 21 CFR § 10.30, BioNeutra North America Inc. wants to respectfully submit 
a citizen petition to include Isomaltooligosaccharide (IMO) in the 21 CFR 101.9 (c)(6)(i) list of 
dietary fibers. Enclosed please find the petition along with full-length copies of the relevant 
articles for both the FDA (Appendix-A (for FDA)) and public release (Appendix-A (Public- 
Release)) for your review.
I trust that the enclosed petition is acceptable to FDA. Should you have any questions or 
concerns regarding the petition, please do not hesitate to contact me at any time during the 
review process.

Thanks for your consideration.

Sincerely,

Dr. Jianhua Zhu 
President/CEO

Address; 9608-25 AVE, Edmonton, Alberta T6N 1J4, CANADA 
Tel:+1(780)466-1481; Fax:+1(780)801-0036; Email: info@bioneutra.ca

www.bioneutra.ca

mailto:info@bioneutra.ca
http://www.bioneutra.ca
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BioNeutra"

CITIZEN PETITION

Mays, 2019

Division of Dockets Management 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 
20852

The undersigned, BioNeutra North America Inc. (BioNeutra), respectfully submits this new 
citizen petition under the United States (U.S.) Food and Drug Administration’s (FDA) 
implementing regulation at 21 CFR §10.30 to request the Commissioner of Food and Drugs to 
amend 21 CFR §101.9(c)(6)(i) so that it includes “isomalto-oligosaccharides” in the list of dietary 
fibers that meet the definition of dietary fiber.

A. ACTION REQUESTED

21 CFR §101.9(c)(6)(i) (U.S. FDA, 2016a) states the following:

"Dietary fiber": A statement of the number of grams of total dietary fiber in a serving, 
indented and expressed to the nearest gram, except that if a serving contains less than 
1 gram, declaration of dietary fiber is not required or, alternatively, the statement 
"Contains less than 1 gram" or "less than 1 gram" may be used, and if the serving 
contains less than 0.5 gram, the content may be expressed as zero. Dietary fiber is 
defined as non-digestible soluble and insoluble carbohydrates (with 3 or more 
monomeric units), and lignin that are intrinsic and intact in plants; isolated or synthetic 
non-digestible carbohydrates (with 3 or more monomeric units) determined by FDA to 
have physiological effects that are beneficial to human health. Except as provided for in 
paragraph (f) of this section, if dietary fiber content is not required, and as a result not 
declared, the statement "Not a significant source of dietary fiber" shall be placed at the 
bottom of the table of nutrient values In the same type size. The following isolated or 
synthetic non-digestible carbohydrate(s) have been determined by FDA to have 
physiological effects that are beneficial to human health and, therefore, shall be Included 
in the calculation of the amount of dietary fiber: [beta]-glucan soluble fiber (as described 
in 101.81 (c)(2)(ii)(A)), psyllium husk (as described in 101.81(c)(2)(ii)(A)(6)), cellulose, 
guar gum, pectin, locust bean gum, and hydroxypropylmethylcellulose. The 
manufacturer must make and keep records In accordance with paragraphs (g)(10) and 
(11) of this section to verify the declared amount of dietary fiber in the label and labeling
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of food when a mixture of dietary fiber, and added non-digestible carbohydrate(s) that 
does not meet the definition of dietary fiber, is present in the food.

BioNeutra is requesting that 21 CFR §101.9(c)(6)(i) be amended, as indicated below in bold 
font, so that it includes the additional mention of “isomalto-oligosaccharides” in the list of dietary 
fibers that meet the dietary fiber definition;

The foilowing isoiated or synthetic non-digestible carbohydrate(s) have been determined 
by FDA to have physiological effects that are beneficial to human health and, therefore, 
shall be included in the calculation of the amount of dietary fiber: [beta]-glucan soluble 
fiber (as described in 101.81(c)(2)(ii)(A)), psyllium husk (as described in 
101.81 (c)(2)(ii)(A)(6)), cellulose, guar gum, pectin, locust bean gum, atrd 
hydroxypropylmethylcellulose, and isomalto-oligosaccharides.

The FDA has determined that the 7 isolated or synthetic non-digestible carbohydrates listed in 
21 CFR §101.9(c)(6)(i)-/.e., [betaj-glucan soluble fiber, psyllium husk, cellulose, guar gum, 
pectin, locust bean gum, and hydroxypropylmethylcellulose-have beneficial physiological 
effects on human health to warrant their inclusion in the calculation of the amount of “dietary 
fiber” stated on Nutrition and Supplement Facts labels (U.S. FDA, 2018c). In addition, 
rulemaking is in progress to add the following 8 non-digestible carbohydrates to the above list of 
dietary fibers appearing in 21 CFR §101.9(c)(6)(i): mixed plant cell wall fibers, arabinoxylan, 
alginate, inulin and inulin-type fructans, high amylose starch (resistant starch 2), 
galactooligosaccharide, polydextrose, and resistant maltodextrin/dextrin (U.S. FDA, 2018c).

A citizen petition was submitted by BioNeutra to the FDA in 2016 (the 2016 citizen petition); the 
petition was denied by the FDA in 2018 (2018 letter), who concluded that there was insufficient 
evidence demonstrating that isomalto-oligosaccharides (IMO) have a beneficial physiological 
effect to human health (U.S. FDA, 2018a). BioNeutra has since translated three relevant non- 
English human studies to English (Liu et al., 1994; Lee et al., 2003; Lin et al., 2005) that were 
identified in the previous citizen petition. Furthermore, Bioneutra is now submitting scientific 
evidence to support the relationship between IMO consumption and blood cholesterol levels.

Based on the science review provided below, BioNeutra is requesting that IMO be recognized 
as having beneficial physiological effects and thus be added to the list of dietary fibers stated in 
21 CFR §101.9(c)(6)(i) (U.S. FDA, 2016a).

B. STATEMENT OF GROUNDS

B.1 Legal Grounds

The definition of dietary fiber is stated in 21 CFR §101.9(c)(6)(i) as:

BioNeutra North America Inc., 
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Dietary fiber is defined as non-digestible soluble and Insoluble carbohydrates (with 3 or 
more monomeric units), and lignin that are intrinsic and intact in plants; isolated or 
synthetic non-digestible carbohydrates (with 3 or more monomeric units) determined by 
FDA to have physiological effects that are beneficial to human health.

Per the FDA’s Final Rule on Food Labeling (U.S. FDA, 2016b), the FDA has identified the 
existing citizen petition process described in 21 CFR §10.30 as an avenue to request a 
regulatory amendment to the definition of dietary fiber [21 CFR §101,9(c)(6)(i)] (U.S. FDA, 
2016a,b). In fact, in their Final Rule on Food Labeling (U.S. FDA, 2016c), the FDA specifically 
states, “Any interested person may seek to amend the listing of added fibers through the 
existing citizen petition process in 21 CFR §10.30”.

Since IMO are an “isolated or synthetic non-digestible carbohydrate (with 3 or more monomeric 
units)”, whether evidence exists to support their beneficial physiological effect in humans needs 
to be determined by the FDA. This citizen petition describes the results of human intervention 
studies that evaluated the relationship between IMO consumption and laxation and/or blood 
cholesterol levels. The FDA has affirmed that an improvement in laxation, described as the 
elimination of fecal waste/fecal output, is a beneficial physiological effect of dietary fiber 
(U.S. FDA, 2018b). Importantly, of the studies evaluated by BioNeutra, endpoints specifically 
stated by the FDA to be appropriate indicators of laxation were measured, namely defecation 
frequency (number of stools/day) and fecal weight per day (based on stool collections over 
multiple days), as well as subjective symptoms related to laxation.

B.2 Factual Grounds

Overview of Isomalto-oligosaccharides

IMO are a mixture of glucose oligomers enzymatically produced from starch and modified 
through transglycosylation reaction (Health Canada, 2017). The glucose oligomers contain 
a-(1,4) and non-digestible a-(1, 6) glucosidic linkages (EFSA, 2010). Since a-(1, 6) glucosidic 
linkages are resistant to digestion, IMO are resistant to digestion in the upper gastrointestinal 
tract. IMO are partially digested by enzymes residing in the small intestine and multiple studies 
have shown that residual IMO are then fermented in the large intestine by colonic bacteria 
(Kohmoto eta!., 1988; Kaneko et al., 1993; Chen etal., 2001; Yen etai, 2011; BioNeutra Inc., 
2012 [unpublished]). Multiple studies have shown that fecal bifidobacteria and short chain fatty 
acids (SCFAs) are increased following the consumption of IMO, indicating that IMO stimulate 
the growth and activity of beneficial gut microbes (Kohmoto et al., 1991; Kaneko et al., 1993, 
1994; Chen et al., 2001; Yen et al., 2011). IMO can be quantified in foods by established 
methods (EFSA, 2010). IMO naturally occur in fermented foods such as rice, miso, soy sauce, 
and sake (Hondo and Mochizuki, 1979; Nishino et al., 1981; Nunokawa, 1981; Tungland and 
Meyer, 2002; taken from BioNeutra Inc., 2012 [unpublished]).

BioNeutra North America Inc., 
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BioNeutra manufactures an IMO, marketed as VitaFiber™, which is produced from the starch of 
various cereal crops via enzymatic conversion. VitaFiber™ is primarily composed of oligo­
saccharides with a degree of polymerization ranging from 3 to 9 glucose units. BioNeutra 
intends to incorporate VitaFiber™ into a variety of food categories, including baked goods, 
confectionary, breakfast cereals, sauces/dressings/ condiments, dairy, meat, dairy and meat 
analogs, nuts, processed fruits/vegetables, beverages, fruit/vegetable juices, snack foods, and 
soups. Levels of incorporation of VitaFiber™ are intended to range from 1.5 to 15 g per serving, 
depending on the food/food category.

Scientific Evidence on Isomalto-oligosaccharides and taxation and cholesterol

Literature Search Methods

To retrieve relevant literature (/.e., human intervention studies) on the health effects of IMO,
15 literature databases were searched using the electronic search tool ProQuest Dialog™. The 
databases that were searched, as well as the search terms used, are listed in Tables 1 and 2, 
respectively. To increase the relevance and specificity of the literature search, the search terms 
were selected to reflect the dietary fiber of interest (IMO) and health outcomes of interest (i.e., 
laxation and blood cholesterol levels). No other limitations were placed on the literature search 
with respect to the publication date, language, and the “fields”1 searched within the publication.

Table 1. Electronic Databases Used to Retrieve Literature

Electronic Database Date Range Update Frequency

Adis Clinical Trials Insight 1990 to present Weekly

AGRICOLA 1970 to present Monthly

AGRIS 1975 to present Monthly

Allied & Complementary Medicine™ 1985 to present Monthly

BIOSIS© Toxicology 1969 to present Weekly

BIOSIS Previews® 1926 to present Weekly

CAB ABSTRACTS 1910 to present Weekly

Embase® 1947 to present Daily

Foodline®: SCIENCE 1972 to present Stopped updating April 2016; 
previously twice weekly

FSTA® 1969 to present Weekly

Gale Group Flealth Periodicals Database 1983 to present Daily

Global Health 1910 to present Weekly

MEDLINE® 1946 to present Daily

NTIS: National Technical Information Service 1964 to present Weekly

ToxFile® 1900 to present Daily

1 All applicable “fields” were searched which for most databases included the: titles, abstracts, subject, descriptors, 
category, notes, keywords, and the full-length article (if available in ProQuest Dialog™).

BioNeutra North America Inc., ,
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Table 2.

Keywords Used to Retrieve Literature3,15

Exposure Isomaltooligosaccharide* or Isomalto-oligosaccharide*
Health Outcome stool or feces or faeces or fecal or faecal or defecation or transit time or laxation 

or bowel or evacuation or bulk or colon* or bifidobacter* or bifidogenic or 
lactobacill* or bacteroid* or faecalibacter* or eubacter* or roseburia or Clostridium 
or acetate or propionate or butyrate

a The symbol indicates a truncation so as to not place a limitation on the word ending {e.g., 
“isomaltooligosaccharide*” would have resulted in the identification of “isomaltooligosaccharide” and 
“isomaltooligosaccharides”).
b Keywords used for the exposure were searched for in combination with keywords used for the health outcome.

Once the search strategy was implemented and the publication titles were retrieved, the 
relevance of the publications was determined at 3 stages using the titles, abstracts, and the full- 
text of publications. At each stage, the inclusion/exclusion criteria listed in Table 3 were applied 
to determine literature relevance. The 3 stages are outlined below in greater detail.

Stage 1: Titles of articles were reviewed, and abstracts of titles determined to be
potentially relevant were retrieved.

Stage 2: Abstracts were reviewed, and full-length articles of abstracts determined to be
potentially relevant were retrieved.

Stage 3: Full-length articles were reviewed, and those determined not to meet all of the
inclusion criteria or to meet any of the exclusion criteria specified in Table 3 were excluded.

Table 3 Inclusion and Exclusion Criteria Used to Filter the Identified Literature

Inclusion Criteria
A full-length article published in a peer-reviewed journal or an unpublished full study report 
A human intervention study (± randomization and ± a control group)
The food/food constituent studied was IMO
The independent effects of IMO on the outcomes of interest could be isolated
The duration of IMO intake was reported and was at least 1 week for laxation and 3 weeks for cholesterol
provided for the same duration as the control group
IMO was orally consumed in any matrix (food or dietary supplement)
The study population was comprised of subjects with no symptoms of constipation or subjects with 
occasional or chronic constipation
Bowel-related outcomes were measured (e.g., defecation frequency, fecal weight, transit time, stool
consistency, subjective symptoms related to laxation) or total and/or LDL cholesterol
Statistical analyses conducted between the treatment and control group and statistical results reported
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Table 3 Inclusion and Exclusion Criteria Used to Filter the Identified Literature

Exclusion Criteria
A full-length article published in a non-peer-reviewed source (e.g., website, magazine, etc.)
Published in abstract form only or as a short communication {e.g., letter to the editor, commentary, etc.) 
If unpublished, the full study report was not available
A research synthesis study (e.g., narrative review, systematic review, meta-analysis, etc.)
An in vitro or animal study
A human observational study
The food/food constituent studied was not IMO
The independent effects of IMO could not be isolated (e.g., IMO was co-consumed with another dietary 
fiber)
The duration of IMO intake was not reported or the duration of IMO intake was less than 1 week 
The outcomes measured were not bowel-related
Statistical analyses not conducted between the treatment and control group and/or statistical results not 
reported
The study was a duplicate record in the literature search 
The study results were reported in a kin publication3

IMO = isomalto-oligosaccharldes.
3 Kin publications are those in which results for the same study population are reported. Where kin publications 
were identified, preference was given to the most recent publication, unless a sound rationale existed for choosing 
the older or both publications (e.g., if different but complimentary and relevant outcomes were assessed across 
the kin publications, both were included).

Laxation

Literature Search Results

Using a similar process for identifying relevant studies that was used for the 2016 citizen petition 
(Figure B.2.2.3-1), a total of ten human studies were identified that evaluated the relationship 
between IMO consumption and bowel function. Scientific conclusions could not be drawn from 
five of these studies for the following reasons: (1) the study lacked an appropriate control group 
or statistics were not reported between treatment and control groups (Liu et al., 1994; Qing et 
al., 2003; Wang et al., 2001; Lee et al., 2003); and/or (2) the study did not measure the rate of 
laxation but rather the number of days of constipation (Lin et al., 2005). While two studies were 
not previously considered by FDA due to enema use (2018 letter), discussion is provided below 
on the validity of these two studies (Chen et al., 2001; Yen et al., 2011).

Discussion of Relevant Human Studies 

BioNeutra Inc. (2012) [unpublished]

As described by FDA in the 2018 letter to BioNeutra, “Healthy adults were randomized into one 
of the following three treatment groups (n = 19 per group) in a double-blind, randomized.
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placebo-controlled, parallel study: 36 grams (g)/day of IMO; 54 g/day of IMO; or dextrose 
(control). The study subjects were provided sachets of IMO or the dextrose placebo and were 
instructed to dissolve the substances completely in water and to consume them three times per 
day. The study subjects recorded their daily bowel habits. At the end of four weeks, there was 
no statistically significant difference in the number of bowel movements per day between the 
IMO and the control groups (P> 0.05).” IMO did not significantly improve subjective symptoms 
of laxation (/.e., straining to start defecation, straining to stop defecation, or feeling of incomplete 
defecation) compared to the placebo control.

Bouhnik et al. (2004)

As discussed by FDA in the 2018 letter, “In a randomized parallel, double-blind, placebo- 
controlled study, 64 healthy adults consumed their usual diet for 14 days. On days 8 to 14, their 
diets were supplemented with seven different non-digestible carbohydrates, including IMO, or a 
placebo (50% sucrose/50% fully digestible waxy maize-derived maltodextrins) (n = 8 per group;
5 g twice daily). The study subjects were asked to exclude fermented milk and food products 
containing any of the non-digestible carbohydrates in the study from their diets. The study 
subjects reported gastrointestinal symptoms using daily charts, which included noting stool 
frequency. There was no statistically significant effect of IMO consumption on the number of 
stools compared to the control (P > 0.05; data not reported)."

Kaneko et al. (1993)

As discussed by FDA in the 2018 letter, “Men and women were included in a five-week, free- 
living study in which the subjects consumed their usual diets. IMO was not provided during the 
first week. The second and third weeks included daily supplementation of IMO, the fourth week 
served as a washout period without IMO, and the fifth week included daily IMO consumption. 
The appropriate control periods that were considered included periods without IMO consumption 
that were the same duration as the treatment periods. Therefore, the comparisons used were 
Week 2 (one week of IMO) versus Week 1 (one week of control) and Week 5 (one week of IMO) 
versus Week 1. Week 3 was not used because it represented two weeks of IMO consumption, 
and there was not an appropriate control period to which it could be compared (i.e., two weeks 
without IMO consumption). The subjects used study questionnaires to classify themselves as 
either constipated or not constipated. Groups A (n = 9; not constipated) and B (n = 10; 
constipated) consumed 10 g/day of IMO. Group C (n = 12; constipated) consumed 15 g/day of 
IMO. There was no statistically significant effect on self-reported defecation frequency per five 
days in Groups A and B after Week 2 or Week 5 (P > 0.05). In Group C, the self-reported 
defecation frequency was also not statistically significantly different after Week 2 or Week 5 
compared with Week I (P > 0.05). There was no statistically significant effect of IMO on self- 
reported fecal weight in any of the groups after week 2 or Week 5 (P > 0.05) compared to the
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control phases of the study. There also was no statistically significant effect on fecal weight in a 
subset of individuals from Group A and B who collected fecal samples (P> 0.05; n = 7).”

“The study authors also reported results from a subgroup analysis of individuals in Groups B (10 
g/day) and C (15 g/day) who had defecation frequency of three times or less per five days. In 
the subset of Group B (n = 5), defecation frequency was statistically significantly higher after 
Week 2 compared with Week I (P < 0.05). However, there was no statistically significant 
difference when comparing Week 5 with Week 1 (P > 0.05). In the subset of Group C (n = 7), 
there was no statistically significant difference when comparing Week 2 with Week I (P >
0.05). However, defecation frequency was significantly higher when comparing Week 5 with 
Week I (P< 0.01).”

Yen et al. (2011)

In a single-arm, double-blind, placebo-controlled intervention study (run-in period2, 4-week 
placebo period, two 4-week IMG supplementation periods, 4-week post-IMO period-i.e., 
IMO-free period). Yen et al. (2011) investigated the effect of a daily intake of 10 g IMO3 on 
“spontaneous” defecation frequency (recorded daily) and fecal weight (stools collected over the 
last 7 days of each period4) in 13 elderly (5 males and 8 females) with a mean age of 82.5 years 
and with chronic constipation (not defined). The subjects lived in a nursing home in Taiwan. 
During the 1-month run-in period and throughout the study, the subjects were prescribed a “low- 
fiber diet” (mean intake of dietary fiber was 12.0 ± 0.2 g/day over the placebo and IMO intake 
periods) of typical Chinese foods (via a 7-day rotating menu). Consumption of supplements or 
foods containing lactic acid bacteria or other oligosaccharides was not permitted throughout the 
study. Once the placebo period (3 ml fructose syrup mixed with 100 ml water) was completed, 
subjects received an incremental dose of IMO that increased from 5 to 10 g/day in 100 ml 
water over the course of 1 week. The dose of 10 g/day was then maintained for the remaining 
7 weeks.

Although enema use was not strictly controlled (i.e., enemas were administered upon subject 
request or if a bowel movement had not occurred within 3 days), there was no significant 
difference in the use of enemas (number/week) between the placebo (1.9 + 0.2), IMO intake 
periods (1.7 ±0.1 and 1.6 ± 0.1 for the first and second IMO intake periods, respectively), or 
post-IMO (1.8 ± 0.1) intake periods5. An expert review of the study by Dr. Levinus Dieleman, 
submitted as part of the Top Health Ingredients citizen petition (Docket number FDA-2019-P-

2 Subjects consumed a prescribed low-fiber diet (12 g dietary fiber/day) for 1 month prior to study start; this same diet 
was consumed during the course of the study.
3 Subjects received an incremental dose of IMO that increased from 5 to 10 g/day over the course of 1 week. The 
dose of 10 g/day was then maintained for the remaining 7 weeks.
4 Stools were individually collected in plastic bags and sent to the laboratory immediately.
5 Ten subjects were also permitted to be treated for constipation with laxatives {i.e., magnesium oxide, bisacodyl, or 
sennoside).

BioNeutra North America Inc.,
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1640), stated that “The subjects, for both Control as well as Test treatments, were treated with 
enemas if spontaneous defecation did not occur in 3 days, or if requested. Though requests 
were allowed, for both Test and Control subjects, exactly the same criteria were used to provide 
enemas. Thus, this in combination with the data showing that there was no statistical difference 
in the number of enemas used regardless of diet, demonstrates that the enema use did not 
have an impact on the laxation findings of the study.”

Although there was no statistically significant change in defecation frequency after the first 
4 weeks of IMO supplementation versus the placebo period, defecation frequency significantly 
increased by 67% in the second 4-week IMO supplementation period versus the placebo period 
(2.0 ± 0.3 versus 1.2 ± 0.4 defecations/7 days, respectively; P < 0.05), which represents an 
increase of close to 1 additional defecation (+0.8) over a 1-week time period. Defecation 
frequency in the post-IMO period (/.e., IMO-free period) was not significantly different from the 
placebo period, demonstrating that the discontinuation of IMO supplementation unfavorably 
mitigated the increases in defecation frequency attained during IMO supplementation.

Wet fecal weight frequency (g/week) significantly increased by 24% following the first and 
second 4-week IMO intervention periods as compared to the placebo period (P < 0.05), 
resulting in an increase in fecal weight of 0.92 g/day per gram of IMO consumed. Dry fecal 
mass (g/week) significantly increased by 16 and 12% after the first and second 4-week IMO 
intervention periods, respectively, compared to the placebo period (P < 0.05). Wet and dry fecal 
mass were not significantly different in the post-IMO period compared to the placebo period, 
demonstrating that the discontinuation of IMO supplementation unfavorably mitigated the 
increases in fecal weight established during IMO supplementation.

Chen etal. (2001)

In a non-randomized sequential study, nursing home residents (n=7) with a history of chronic 
constipation consumed a low-fiber background diet (14.8 g/day) for two 30-day periods. The 
first phase of the study excluded IMO (control) and the second phase included IMO. The IMO 
source was provided in a dessert and intake was gradually increased from 8 g/day 
(representing 3.3 g of IMO) to 24 g/day (representing 10 g IMO) during the first ten days of the 
treatment period. While the subjects were taking enemas, an expert review of the study by Dr. 
Levinus Dieleman, submitted as part of the Top Health Ingredients citizen petition (Docket 
number FDA-2019-P-1640), stated that “Analysis demonstrates that there is no statistical 
difference in the number of enemas used by subjects on Control vs. Experimental diets (Table 
3)." “In these studies, enemas did not affect the conclusions that can be drawn on comparing 
the laxation effects of test diets in comparison to control diets.”

During the 8-week study period, subjects consumed a prescribed, low-fiber diet (mean intakes 
of 11.2 ± 0.7 to 11.6 ± 0.5 g/day in the reference and IMO intake periods, respectively) that

BioNeutra North America Inc.,
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consisted of Chinese foods (3-day rotating menu). During the 4-week IMO period, subjects 
received, daily, an afternoon dessert supplemented with IMO. The IMO concentration was 
gradually increased from 3.3 to 10 g IMO/day over a period of 10 days, and then maintained at 
10 g per day for the remainder of the IMO period. Bowel-related endpoints evaluated in the 
control and IMO periods were “spontaneous” defecation frequency (recorded daily) and wet and 
dry fecal weight (stools were collected over the last 5 days of each period6). The authors clearly 
stated that “spontaneous defecation” did not include the bowel movement induced by enema 
(enema use was permitted when spontaneous defecation was incomplete or if defecation did 
not occur within 3 days).

Spontaneous defecation frequency significantly and favorably inoreased 3-foId during the IMO 
period compared to the reference period (1.5 ± 0.4 versus 0.5 ± 0.2 defecations/5 days, 
respectively); P< 0.05. Subjects consuming IMO experienced, on average, one additional 
defecation (+1.0) over a 5-day period as compared to the reference period. Concomitantly, 
average daily wet fecal weight and wet fecal weight per stool significantly increased in the IMO 
period compared to the reference period; P < 0.05. The authors report that, compared to the 
reference period, during the IMO period, the wet fecal weight increased by 3.34 ± 0.54 g/day 
(mean ± SEM) per gram of IMO consumed. Average daily dry feoal weight and dry fecal weight 
per stool also increased significantly in the IMO period compared to the reference period; 
p<0.05. Importantly, there were no statistically significant changes in enema use (times/5 days) 
between the reference and IMO periods (2.3 ± 0.9 and 1.1 ± 0.6, respectively).

Summary of Findings

Of the five studies from which scientific conclusions could be drawn, all five measured the 
defecation rate and one of the studies also measured rate of defecation of wet and dry stools. 
Three of the five studies included heathy subjects who were not constipated (BioNeutra, 2012; 
Bouhnick et al., 2004; Kaneko et al., 1993). No beneficial effect was observed in these three 
studies. The two studies that were conducted using constipated subjects showed that IMO 
oonsumption significantly increased the rate of laxation when compared to the control (Chen et 
al., 2001; Yen et al., 2011). Furthermore, Yen et al. (2011) demonstrated that there was an 
increase in both the defecation rate for wet and dry stool weights. Based on these findings, IMO 
consumption is beneficial in improving laxation in constipated subjects. Constipation is a 
common problem and affects up to 28% of the general population (McCrea et al., 2009). 
Therefore, the health benefits of IMO in improving laxation in the constipated population is of
relevance to a significant portion of the general US population. Being relevant to not all, but a
significant portion, of the US population is not different than FDA’s decision to make the labeling
of iron mandatory on the food label because of iron deficiency concerns only in women (U.S.
FDA, 2014).

1 Stools were stored at 4°C and weighed within 8 hours of collection.
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Blood Cholesterol Levels

Literature Search Results

Using a similar process for identifying relevant studies that was used on the 2016 petition 
(Figure B.2.2.3-1), five studies were identified that evaluated the effect of IMO consumption on 
blood cholesterol levels.

Discussion of Relevant Human Studies

BioNeutra Inc. Report (2012)

In a double-blind, randomized, placebo-controlled, parallel study, healthy adults were provided 
on of the following three treatment groups (n = 19 per group): 36 g/day of IMO; 54 g/day of 
IMO; or dextrose (control). The study subjects were instructed to completely dissolve the 
sachets of IMO or dextrose in water and to be consumed three times per day. After completion 
of the four-week intervention, there was no statistically significant difference in total or LDL 
cholesterol levels between the control and two IMO groups (P > 0.05).

Chen et al. (2001)

In a non-randomized sequential study, nursing home residents (n=7) with a history of chronic 
constipation and normal blood cholesterol levels consumed a low-fiber background diet (14.8 
g/day) for two 30-day periods. The first phase of the study excluded IMO (control) and the 
second phase included IMO. The IMO source was provided in a dessert and intake was 
gradually increased from 8 g/day (representing 3.3 g of IMO) to 24 g/day (representing 10 g 
IMO) during the first ten days of the treatment period. There was no significant difference in the 
subjects’ total cholesterol or LDL cholesterol levels between the control and IMO periods (P> 
0.05).

Wang et al. (2001)

Twenty hemodialysis patients with chronic constipation and uremic dyslipidemia consumed 30 
g/day of IMO in a parallel design study, following a two-week run-in period. The control group 
consisted of 30 age- and sex-matched hemodialysis patients who did not consume IMO. The 
subjects in the treatment group were instructed to dissolve the IMO syrup in warm water and to 
consume it after meals. The recommended dose was 15 g twice daily, but the patients were 
permitted to increase the dose of IMO according to their bowel movements. Baseline values 
were reported for the treatment and control groups, but statistical comparisons of the baseline
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values between the groups was not reported. While adequate statistical analyses were not 
provided in the paper, the Top Health Ingredients citizen petition (Docket number FDA-2019-P- 
1640) had statistical analyses conducted on the baseline data and showed that the control and 
IMO groups were not significantly different. Furthermore, it was determined in this analysis that 
IMO significantly reduced total and LDL cholesterol levels with IMO consumption compared to 
the control {P< 0.05).

Yen et al. (20111

In a single-arm, double-blind, placebo-controlled intervention study (run-in period7, 4-week 
placebo period, two 4-week IMO supplementation periods, 4-week post-IMO period-/.e., 
IMO-free period). Yen et al. (2011) investigated the effect of a daily intake of 10 g IMO8 on 
“spontaneous” defecation frequency (recorded daily) and fecal weight (stools collected over the 
last 7 days of each period9) in 13 elderly (5 males and 8 females) with a mean age of 82.5 years 
and with chronic constipation (not defined). The subjects lived in a nursing home in Taiwan. 
During the 1-month run-in period and throughout the study, the subjects were prescribed a “low- 
fiber diet” (mean intake of dietary fiber was 12.0 ± 0.2 g/day over the placebo and IMO intake 
periods) of typical Chinese foods {via a 7-day rotating menu). Consumption of supplements or 
foods containing lactic acid bacteria or other oligosaccharides was not permitted throughout the 
study. Once the placebo period (3 ml fructose syrup mixed with 100 ml water) was completed, 
subjects received an incremental dose of IMO that increased from 5 to 10 g/day in 100 mL 
water over the course of 1 week. The dose of 10 g/day was then maintained for the remaining 
7 weeks.

The study compared the control phase of the study at four weeks to the IM01 treatment phase 
at four weeks and the IM01 phase to the washout phase (four weeks). The IM02 treatment 
phase was not considered because it represented eight consecutive weeks of treatment, which 
was not the same duration as the control periods (four weeks of placebo and four weeks of post 
treatment washout). A refined diet was used as the background diet throughout the study. IMO 
was consumed with 100 mL of water as an afternoon snack. The IMO dose gradually increased 
from 11 g/day (5 g of the active component) to 22 g/day (10 g of the active component) in the 
first seven days of the IM01 phase. Compared with the control phase, total cholesterol and 
LDL-cholesterol levels were significantly lower after the IM01 phase of the study (10% and 8%, 
respectively) (P< 0.05). Total cholesterol and LDL-cholesterol levels were not significantly 
different when comparing the IM01 phase and the four-week washout period (P> 0.05).

7 Subjects consumed a prescribed low-fiber diet (12 g dietary fiber/day) for 1 month prior to study start; this same diet 
was consumed during the course of the study.
8 Subjects received an incremental dose of IMO that increased from 5 to 10 g/day over the course of 1 week. The 
dose of 10 g/day was then maintained for the remaining 7 weeks.
9 Stoois were individuaily collected in piastic bags and sent to the laboratory immediately.
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Lin et al. (2005)

Forty-two Taiwanese men and women (average age 17 years) with hypercholesterolemia 
participated in a double-blind, parallel design study. Subjects were randomly assigned to 
consume chiffon cake that contained 68 g sucrose (control) (n=20) or 71 g IMO syrup (10 g 
active ingredient) (n=22) for 6 weeks along with their normal diet. The study involved a 1-week 
run-in period followed by a 6-week experimental period. After the 6-week period, a significant 
reduction in total and LDL cholesterol was observed (P < 0.05).

Summary of Findings

There were five studies on IMO consumption and blood cholesterol levels. Two of these studies 
showed no effect of IMO consumption on blood cholesterol (BioNeutra, 2012; Chen et al., 
2001). One study provided mixed results based on the order of receiving the IMO and control 
(Yen et al., 2011). Two studies showed that IMO consumption significantly reduced total and 
LDL cholesterol levels (Wang et al., 2001; Lin et al., 2005). These two studies had the largest
sample size (n= 20-30 per group) of the five studies and presented both normal and
hypercholesterolemic individuals. Therefore, the health benefits of IMO in reducing blood
cholesterol levels is of relevance to the entire US population.

C. ENVIRONMENTAL IMPACT

An environmental impact assessment is not provided since this citizen petition relates to an 
action that is categorically excluded from environmental impact considerations [21 CFR 25.32(p) 
-U.S. FDA, 2016d]10.

D. ECONOMIC IMPACT

In accordance with 21 CFR 10.30, an economic impact assessment will be submitted only if 
requested by the Commissioner after the citizen petition has been reviewed (U.S. FDA, 2016b).

10 21 CFR §25.32(p) states the following: "Issuance, amendment or revocation of a regulation in response to a 
reference amount petition as described in 101.12(h) of this chapter, a nutrient content claim petition as described in 
101.69 of this chapter, a health claim petition as described in 101.70 of this chapter, or a petition pertaining to the 
label declaration of ingredients as described in 10.30 of this chapter."
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E. CERTIFICATION

The undersigned certifies, that, to the best knowledge and belief of the undersigned, this petition 
includes all information and views on which the petition relies, and that it includes representative 
data and information known to the petitioner which are unfavorable to the petition.

Dr. Jinhua Zhu
CEO, BioNeutra North America Inc.
9608-25th Avenue, Edmonton, Alberta T6N 1J4, CANADA
780-466-1481
Jianhua.zhu@bioneutra.ca

REFERENCES

BioNeutra Inc. (2012) [unpublished]. Double-blind, Randomized, Placebo Controlled Study to 
Investigate the Effects of VitaSugarJMA/itaFiber™-IMO in Healthy Adults: Final Report. 
(Study Identification Number: 11VBHB). Edmonton (AB); BioNeutra Inc.

Bouhnik Y, Raskine L, Simoneau G, Vicaut E, Neut C, Flourie B, et al. (2004). The capacity of 
nondigestible carbohydrates to stimulate fecal bifidobacteria in healthy humans: a 
double-blind, randomized, placebo-controlled, parallel-group, dose-response relation 
study. Am J Clin Nutr 80(6): 1658-1664. D0l:10.1093/ajcn/80.6.1658.

Chen H-L, Lu Y-H, Lin J-J, Ko L-Y (2001). Effects of isomalto-oligosaccharides on bowel
functions and indicators of nutritional status in constipated elderly men. J Am Coll Nutr 
20(1 ):44-49. DOI: 10.1080/07315724.2001.10719013.

EFSA (2010). Scientific Opinion on the substantiation of a health claim related to isomalto- 
oligosaccharides and reduction of post-prandial glycaemic responses (ID 798), and 
increase in the frequency of daily bowel movements (ID 800) pursuant to Article 13(1) of 
Regulation (EC) No 1924/2006 (EFSA Panel on Dietetic Products, Nutrition and 
Allergies/NDA) (Question no EFSA-Q-2008-1585 EFSA-Q-2008-1587, adopted: 10 
September 2010 by European Food Safety Authority). EFSA J 8(10):1801 [14 pp.j. 
DOI:10.2903/j.efsa.2010.1801. Available at: 
http://www.efsa.europa.eu/en/efsaiournal/pub/1801.

EMA (2015). Guideline on the Evaluation of Medicinal Products for the Treatment of Chronic 
Constipation (Including Opioid Induced Constipation) and for Bowel Cleansing. 
(EMA/CHMP/336243/2013). London, UK: European Medicines Agency (EMA), 
Committee for Medicinal Products for Human Use (CHMP). Available at: 
http://www.ema.europa.eu/docs/en GB/document librarv/Scientific quideline/2015/09/
WC500193391.pdf.

BioNeutra North America Inc., 
May 3, 2019 14

mailto:Jianhua.zhu@bioneutra.ca
http://www.efsa.europa.eu/en/efsaiournal/pub/1801
http://www.ema.europa.eu/docs/en_GB/document_librarv/Scientific_quideline/2015/09/


BioNeutra"

Health Canada (2017). List of Dietary Fibres Reviewed and Accepted by Health Canada’s Food 
Directorate. (Updated May 2017). Ottawa (ON); Health Canada. Available at: 
https://www.canada.ca/en/health-canada/services/publications/food-nutrition/list-
reviewed-accepted-dietarv-fibres.html [Date modified: 2017-06-23].

Hondo S, Mochizuki T (1979). [Free sugars in misoj. Nippon Shokuhin Kogyo Gakkaishi 
26(11):469-474. DOI:10.3136/nskkk1962.26.11_469 [Japanese - English abstract 
reviewed].

Kaneko T, Kohmoto T, Kikuchi H, Shiota M, lino H, Mitsuoka T(1994). Effects of
isomaltooligosaccharides with different degrees of polymerization on human fecal 
bifidoabacteria. Biosci Biotechnol Biochem 58(12):2288-2290.
DOI:10.1271/bbb.58.2288.

Kohmoto T, Fukui F, Machida Y, Takaku H, Arai M, Mitsuoka T (1988). Effect of isomalto­
oligosaccharides on human fecal flora. Bifidobact Microflora 7(2);61-69. 
DOI:10.12938/bifidus1982.7.2_61.

Kaneko T, Kohmoto T, Kikuchi H, Shiota M, Yatake T, lino H, et al. (1993). [Effects of
isomaltooligosaccharides intake on defecation and intestinal environment in healthy 
volunteers]. Nihon Kasei Gakkaishi [J Home Econ Jpn] 44(4):245-254 [Japanese - 
English abstract reviewed]. DOklO.11428/jhej1987.44.245.

Kohmoto T, Fukui F, Takaku H, Mitsuoka T (1991). Dose-response test of
isomaltooligosaccharides for increasing fecal bifidobacteria. Agric Biol Chem 55(8):2157- 
2159. DOI:10.1271/bbb1961.55.2157.

Lee M-R, Lee, K-A, Ly, S-Y (2003). [Improving effects of fructooligosaccharide and
isomaltooligosaccharide contained in sponge cakes on the constipation of female college 
students]. J Korean Soc Food Nutr 32(4):621-626 [Korean, English translation].

Lin S-D, Lim P-S, Wang H-F, Hsiao C-C (2005). [Effects of isomaltooligosaccharide chiffon cake 
on serum biochemical parameters, constipation, and fecal putrefactive metabolites in 
hyperlipidemic subjects]. Zhonghua Min Guo Ying Yang Xue Hui Za Zhi [Nutr Sci J]
30(2): 108-115 [Chinese - English translation].

Liu S, Ling Y, Tsai CE (1994). [Biotechnically synthesized oligosaccharides and polydextrose
reduce constipation and putrefactive metabolites in the human]. Zhonghua Min Guo Ying 
Yang Xue Hui Za Zhi [Nutr Sci J] 19(3):221-232 [Chinese - English translation].

McCrea GL, PhD, Miaskowski C, Stotts NA, Macera L, Varma, MG. (2009). A Review of the 
Literature on Gender and Age Differences in the Prevalence and Characteristics of 
Constipation in North America. Journal of Pain and Symptom Management. Vol. 37 No. 
4.737-745.

Nishino R, Ozawa Y, Yasuda A, Sakasai T (1981). [Oligosaccharides in soy sauce]. Denpun 
Kagaku [J Jpn Soc Starch Sci] 28(2): 125-131 [Japanese - English abstract reviewed]. 
DOl; 10.5458/jag1972.28.125.

Nunokawa Y (1981). [Oligosaccharides in sake]. Denpun Kagaku [J Jpn Soc Starch Sci]
28(2): 109-117 [Japanese - English abstract reviewed]. DOI:10.5458/jag1972.28.109.

BioNeutra North America Inc.,
Mays, 2019 15

https://www.canada.ca/en/health-canada/services/publications/food-nutrition/list-


BioNeutra"

Qing, Yi Y, Guohong J, Gai C (2003). [Study on the regulative effect of isomalto-
oligosaccharides on intestinal flora], Wei Sheng Yan Jiu [J Hyg Res] 32(1):54-55 
[Chinese - English abstract],

Tungland BC, Meyer D (2002). Nondigestible oligo-and polysaccharides (dietary fiber); their 
physiology and role in human health and food. Compr Rev Food Sci Food Safety 
1(3):90-109. DOI:10.1111/j.1541-4337.2002.tb00009.x.

U.S. FDA (2014) - Proposed rule. Food Labeling; Revision of the Nutrition and Supplement 
Facts Labels. Fed Reg 79 FR 11879 Available at;
https;//www.federalreqister.qov/documents/2014/03/03/2014-04387/food-labelinq-
revision-of-the-nutrition-and-supplement-facts-labels 

U.S. FDA (2016a). Part 101—Food labeling. §101.9—Nutrition labeling of food. In; U.S. Code of 
Federal Regulations (CFR). Title 21: Food and Drugs. (U.S. Food and Drug 
Administration). Washington (DC); U.S. Government Printing Office (GPO). Available at; 
http;//www.qpo.qov/fdsvs/browse/collectionCfr.action?collectionCode=CFR.

U.S. FDA (2016b). Part 10—^Administrative practices and procedures. §10.30—Citizen petition. 
In; U.S. Code of Federal Regulations (CFR). Title 21: Food and Drugs. (U.S. Food and 
Drug Administration). Washington (DC); U.S. Government Printing Office (GPO). 
Available at; http;//www.qpo.qov/fdsvs/browse/collectionCfr.action?collectionCode=CFR.

U.S. FDA (2016c). Food labeling; revision of the nutrition and supplement facts labels; serving 
sizes of foods that can reasonably be consumed at one eating occasion; dual-column 
labeling; updating, modifying, and establishing certain reference amounts customarily 
consumed; serving size for breath mints; and technical amendments; Final rule (21 CFR 
Part 101) [Docket No. FDA-2012-N-1210] [RIN 0910-AF22]. Fed Reg (US) 
81(103);33742-33999 [See p. 33852]. Available at; https;//www.qpo.qov/fdsys/pkq/FR- 
2016-05-27/pdf/FR-2016-05-27. pdf.

U.S. FDA (2016d). Part 25—Environmental impact considerations. §25.32—Foods, food 
additives, and color additives. In; U.S. Code of Federal Regulations (CFR). Title 21:
Food and Drugs. (U.S. Food and Drug Administration). Washington (DC); U.S. 
Government Printing Office (GPO). Available at;
http;//www.qpo.qov/fdsvs/browse/collectionCfr.action?collectionCode=CFR.

U.S. FDA (2018a). Letter from FDA CFSAN to BioNeutra North America Inc - [Citizen Petition] 
Denial Response [Dated June 13, 2018]. (Docket No. FDA-2016-P-4275). College Park 
(MD); U.S. Food and Drug Administration (U.S. FDA), Center for Food Safety & Applied 
Nutrition (CFSAN). Available at; https;//www.requlations.qov/document?D=FDA-2016-P- 
4275-0057.

U.S. FDA (2018b). Scientific Evaluation of the Evidence on the Beneficial Physiological Effects 
of Isolated or Synthetic Non-Digestible Carbohydrates Submitted as a Citizen Petition 
(21 CFR 10.30): Guidance for Industry. (February 2018). College Park (MD); U.S. Food 
and Drug Administration (U.S. FDA), Center for Food Safety and Applied Nutrition 
(CFSAN), Office of Nutrition and Food Labeling. Available at;
https;//vwvw.fda.qov/Food/GuidanceRequlation/GuidanceDocumentsRequlatorvlnformati
on/ucm528532.htm.

BioNeutra North America Inc,, 
May 3, 2019 16

http://www.federalreqister.qov/documents/2014/03/03/2014-04387/food-labelinq-
http://www.qpo.qov/fdsvs/browse/collectionCfr.action?collectionCode=CFR
http://www.qpo.qov/fdsvs/browse/collectionCfr.action?collectionCode=CFR
http://www.qpo.qov/fdsys/pkq/FR-2016-05-27/pdf/FR-2016-05-27
http://www.qpo.qov/fdsys/pkq/FR-2016-05-27/pdf/FR-2016-05-27
http://www.qpo.qov/fdsvs/browse/collectionCfr.action?collectionCode=CFR
http://www.requlations.qov/document?D=FDA-2016-P-4275-0057
http://www.requlations.qov/document?D=FDA-2016-P-4275-0057


BioNeutra"

U.S. FDA (2018c). Review of the Scientific Evidence on the Physiological Effects of Certain 
Non-Digestible Carbohydrates. (June 2018). College Park (MD): U.S. Food and Drug 
Administration (U.S. FDA), Center for Food Safety and Applied Nutrition (CFSAN), Office 
of Nutrition and Food Labeling. Available at: 
https://www.fda.aov/Food/LabelinqNutrition/ucm610115.htm.

U.S. FDA (2018d). Letter from FDA CFSAN to Top Health Ingredients Inc. [Responding to the 
Citizen Petition dated April 9, 2016 and to a second document dated December 6,2016, 
FDA notes that the Second Petition Supplement did not present any new clinical studies 
or data] Dated June 13, 2018. (Re.: Docket Number FDA-2016-P-1180). College Park 
(MD): U.S. Food and Drug Administration (U.S. FDA), Center for Food Safety & Applied 
Nutrition (CFSAN). Available at: https://www.requlations.qov/document?D=FDA-2016-P- 
1180-0046

Wang H-F, Lim P-S, Kao M-D, Chan E-C, Lin L-C, Wang N-P (2001). Use of isomalto- 
oligosaccharide in the treatment of lipid profiles and constipation in hemodialysis 
patients. J Renal Nutr 11(2):73-79. DOI:10.1016/S1051-2276(01)92591-9.

Yen CH, Tseng YH, Kuo YW, Lee MC, Chen HL (2011). Long-term supplementation of
isomalto-oligosaccharides improved colonic microflora profile, bowel function, and blood 
cholesterol levels in constipated elderly people-a placebo-controlled, diet-controlled trial. 
Nutrition 27(4):445-450. D0l:10.1016/j.nut.2010.05.012.

BioNeutra North America Inc., 
May 3. 2019 17

https://www.fda.aov/Food/LabelinqNutrition/ucm610115.htm
https://www.requlations.qov/document?D=FDA-2016-P-1180-0046
https://www.requlations.qov/document?D=FDA-2016-P-1180-0046


INVOICE
DECLARATION

DECLARATION RELATIVE A 
LA FACTO RE TRACKING NUMBER / NUMERO DE SUIVI A

Please print and press firmly. / Ecrire en caracteres d'imprimerie, Appuyer fermement SVP.

omFrom / Expediteur
Company Name 
Norn CO la societd

Sender's Name 
Norn de I’expediteur

Date

Address
Adresse

Address
Adresse

City 
Vine

J6o9/Vh/
APT/SUITE/APR/BUREAU

Province

CANADA Phone f/9 -jy 2.^
Telephone ( ) ^

/ To / Destinataire
Company Name 
Norn de la sqciete

rc f '
le 'V] i/l H 'Vvck et5.
ipto *

Recipient’s Name 
Norn du destinataire

Address 
Adresse loll, Z
Address
Adresse

APT/SUITE/APR/BUREAU

City
Vine ^ockvit/c

a<s^Country 
Pays

Tax ID Number (if applicable)
Numdro d’identification des taxes (le cas dcheant)

State / Etat 
Province 
Phone
Telephone (

A y -n ZIP / Postal Code
^(jg pggta| 2^

f A
Reasons for Export - Intended Use / Raison de I'exportation - Intention de I’usaqe

V e.g., gift, sale of goods, commercial sample etc. / ex., cadeau, vente de produits, echantillon commercial, etc. y

Quantity
Quantite

Detailed Description of Contents 
Description detaillde du contenu

Country of Manufacture 
Pays de fabrication

HS Tariff Number 
N" de tarif HS

Unit Weight 
Poids par unite

Unit Value 
Valeur par unite

Currency and Value 
Valeur et devise

A m

kg

I, the undersigned exporter of the goods, 
certify that the particulars given in this invoice 
declaration are true and correct to the best of my 
knowledge and that the items do not contain any 
dangerous or prohibited articles.

Sender’s Signature / Signature de i’expediteur 
33-081-002 (09-08)

Je soussigne, I'exportateur des marchandises, attests 
que I'information fournie sur la presente Declaration 
relative a la facture est vdridique et corrects au meilleur 
de ma connaissance et que le colis ne contient pas de 
marchandises dangereuses ou orohibees.

Total Weight Includes Packaging 
Le poids total comprend 

I’emballage

. kg

Total Currency and Value/ 
Devise et valeur

Place and Date / Lieu et date

SENDER KEEPS LAST COPY L’EXPEDITEUR CONSERVE LA DERNIERE C

2>p}0(ci



y
+

Worldwide
Prior tty. O Priorrt^

Mondial
International delivery by FedEx Express 
Livraison internationale par FedEx Express

1

FecOss. I
Express h

1 From/Expediteur
Date

Company Name 
Norn de la socidt^

4 Shipment Information / Informations sur I'envoi

CPC Customer No. 
N° de client SCP

CPC Agreement No. 
N® d'entente SCP Total Weight 

Poids total __

Sender's Name L^O i 
Nom de I'exp^diteur * L- 'i1'

. Q ^ ^ Im Di'intensions

11X1 International Priority

/ .i-. / cm

Address
Adresse /hi ->^Ave.

APT/SUITE/APP/BUREAU

Address
Adresse

City < 
Ville C e liic! 1

Province

CANADA
Phone
T6l6phone

Itemized List of Contents
Liste ditaillOe du contenu

Country of Manufacture 
Pays de fabrication

Declared Value for Customs 
Valwr ddclarOe 0 la douane (CADI

, jhA

s

s

%
Total Declared Value for Cerriage
Valeur dOclarie pour le transport (CAD) S

Total Declared Value for Customs 
Valeurtotale diciarae a la douane (CAD) . CL'

WARNING; False representation on any customs document is considered an offence. 
AVERTISSEMENT: Toute representation frauduleuse d'un document de douane est une infraction.

2 Your Internal Reference / Votre reference interne
5 Packaging / Emballage

-I—I Priority Worldwide Envelope « rri'Priority Worldwide Pak .1 j Other
' Enveloppe Pr/or/fe Mondial ^ —* Pair PWnr/roMnnrlial 'I—* AtitrpPakPr/or/feMondial Autre__________________________

e.g., box, envelope, tube, etc./ ex. boHe, enveloppe, tube, etc.

3 To/Destinataire
Company Name 
Nom de la society

Recipient’s Name 
Nom du destinataire

t/i5/Vri ^~cketr> V ./f

Sender's Authorization / Autorisation de I'expediteur
The sender agrees that the Terms and Conditions apply and thatthe carrier's liability is limited in accordance with same. Sender 
warrants no dangerous goods are being shipped. / Lexpediteur convient que les Conditions et Modalit^s s'appiiquent et que la 
responsabilite du transporteur est limitee en vertu de ces derni^res. L'exp^drteur garantit en outre que son envoi ne contient aucune 
marchandise dangereuse. ..........

Sender's Signature 
Signature de Texpediteur

Adresse v ( / r'{]
t // r £^C!nC

Received above shipment in good order and condition. We agree to pay all charges, including Customs 
duties andtaxes as applicable, and we agree to the Terms and Conditions as stated on the reverse 
side of the Recipient's Copy. / L'envoi ci-dessus a regu dans les regies et en bonne condition. Nous
convenons de payer tous les frais, y compris les droits et taxes applicables, et aeceptons les modalitds 
stipul^es au verso de la copie du destinataire.

—^"

%

III

t
L ■

4

APT/SUITE/APP/BUREAU CPC Use Only Date In / Date da rece|Aion Time bi/Heurede reception ^ 1 1 Cash. Credit Card. Other/Comptaiit carte decrMh, autre
Address
Adresse

A I'usage de la 
SCP seuiement L ' [T]pm 1 1 BaAecoint/FactureraucongdB Mettr/MacttodaRiaactiir

City h. - cwile r ' c t k\/\ //<^ State
Province/Etat

MV ZIP/PostalCode •
Code postal

Cost Centre/Centre deaXUs Postage Rtte Declared Value lor Carriage Surcharge Other Surcharges Total
Tarif cTafiranchissefnent SappMment* valeur dddarde peer letianspoit Autres supplements

! i, . . ; i $7- S J

Country
Pays cP ty Phone

T6l6phone Num^desuM 3052 7Sb7 him Ol4S7 FedExFtHTnIDNo. ^
N4dufDnmil8ireFe(Ex . -

' 4 Recipient's Tax ID Numberfor Customs Purposes.
I g ID taxes du destinataire pour les douanes. 
j 5 e.g.,GST/RFCA'AT/IN/EIN/ABN./0X.TPS/CEF/TVA/NI/EIN/ABN.

Origin Station ID 
N.l. de la succ. d'origine

URSARoutIm
Coda de destination UI^A a

Forms Attached: 
Formulaim joints:

□ ci Deo

SbO
FedEx Part 163014 

Rev. Date 4/06

Customs Copy 
Copie Douanes




