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Office of Nutritional Products

Labelling and Dietary Supplements (HFS-810)

- Center for Food Safety and Apphed Nutrition \ L

Food and Drug Administra g S pey 28 P27 9T,
5100 Paint Branch Parkwa Lo ‘
Callege Park, ‘MD 20740 : R

20™ September 2005 , :

O A B ittty o1

Dear Sir or M*adam,

This letter serves.as a 30 day notification pursuant to Section 6 of the Dietary
Supplement Health and Education Act of 1994 (DSHEA) that

Boots Retail USA Inc. is using the following statemerits on the label or in the
labelling of ,

Boots Detox 5 Day Plan Strawberry Flavour Dietary. Suppiement Total
Body Cleanse,

consisting of;

Vials (x 5)

(dietary. ingredients: Grape vine leaf extra (Vitis vinifera) 700mg and Pine bark
extract (Pycnogenol) 30mg)

“Help combat the effects with this 5 day plan that help‘s re-energise your
detoxifying organs to leave you feeling rev;tahse ’

“Made from a biend of ingredients that target your detox;fymg organs, the plan
helps to flush away impurities from your body. The plan contains ingredients
that battle against toxic substances and help protect from the dangers of free
radicals.” /

“If your bady needs a rest from the stresses of a modern hectic lifestyle then
this 5 day plan will help combat over indulgence to remove impurities and re-
energise”.

These statements are accompamed by the requlred disclaimer. To the best of
my knowledge, the information contained in this notice is complete and
accurate and the company has substantiation that these statements are
truthful and not misleading.
S% 7 \ y | | ‘
Adéle Pattie | | fl §
international Regulatory Affairs

1
Boots Retail USA Inc., ‘ : ‘ @
Stamford, ; :
CT 06901 o A YL S

975 0162 /LZ 7}9?
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Your pocket guide
The hows and whys, the
- benefits and the results,
An easier, more natural way
| R 0 look and fesl better.
This booklet contains
© comprehensive help and
advice on the detox process.
- - & Everything from the nutritional
/ and lifestyle changes you can
j‘ make, through to why the
simplest of things - like faughing
- more ~ can help; Hopefully its
contents will answer many of
your questions and at the same
. - time give you advice on how

to make detoxing a treat rather

www.boots.com than a chore.
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Detox. How, why, what?

Pollutants, exhaust fumes, alcohol, smoke and
pesticides are all everyday parts of 21st century life,
and are all capable of contributing to the impurity
build-up within our bodies. An increased exposure o
these impurities can often leave you feeling less than
100% — lacking in energy and vitality, and can reduce
your body's ability to digest food and eliminate waste.
Detoxing is an excellent way to give your body a
spring clean - reducing the level of excess waste and
impurities built-up by everyday living. By watching
what you eat and drink and with a few simple lifestyle
changes, you should soon start to see and feel the
benefits in both your body and mind.
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The benefits of detoxing

Differences between individuals,
in terms of metabolism and the
pattems of pravious lifestyle, will
affect the degree to which you
wilt be able to feel the benefits of
detoxing, but there is little. doubt
that you will experience some
beneficial changes. V
As the impurity build-up is flushed
away you will feel re-energised
and revitalised as your body's
systemns are optimised. As your
internal impurity levels reduce this
canlead to clegrer skin, hesithier
looking hair and incressed energy
levels. Detoxing is partof a .
heatthier approach to lite, rather
than a diet programmie. Howsver
the change in lifestyle may mean
that weight loss is a side effect.

. What's more, abstaining from_
sorne of your
usual bad habits can be the first
steps to cutting down or giving up.
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How detoxing works

Detoxing is a way of removing
excess waste and immpurities from
your body. The impurities we pick
up in our everyday lives are carried
around the body in our blood.
They are carried to the liver, where
they are fiftered and converted
into compounds that other organs
are able to process and expel.
When detoxing you should include
elements for all the major organs
involved in processing impurities.
The Boots Detox range works in
harmony with your body, helping
the organs flush away impurities,

From plans for your whole body to
products that iarget specific
detoxifying organs, such as the
skin, and the digestive system, our
range can help both improve and
supplement the cleansing process.
Whilst out producis will heip to
detoxify your body, the lifestyle
changes described in this booklet
will ensure that you get the most
benefit from the time that you are
investing. What's more, our
products are designed to not only
be sffective, but also pleasant,
and in some cases are decadently
pampering, while still contributing
to your detox. Sticking to the
healthy fitestyle may not seem so
bad when you can treat yourself
to our gently wamming face mask.

—6—

Qur range contains plans and kits that will ﬁefp you earry aut
a head to tos detox, They contaln ingredisnts that targat all the major
detoxifying organs to give a general ovarbau! of your puribying procasaes,
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The Essentials While Detoxing

Whilst our Detox rangeis - Good detoxiiving foods include:
undoubtedly a great way 1o aid Fruit - fresh or dried, Vegetiables
the detonifying process, there are - preferably raw or steamed,
‘many other things you can make  Nuts, pulses and seeds, Fish,
part of your daily rowting to help Brown rice, Wholemeal bread,

maximise the effects. ~ Ofive, walnut or sesame oil, Garlic,
: Herbal teas, Fruit juice — preferably
Drink more fluids not made from concentrate,

You should aim to drink at least Vegetable juice
1.5 litres (3 pints} of fluids a day,

preferably water. This will help Things io avoid or modergte
flush your system and rehydrate Dairy products {difficult to digest),
your body. processed or convenience food,

' artificielly sweetened food, tea,
Change your diet coffee and aicohot {dehydrates
A change to a more balanced, your body), candy end chocolate

healthier diet can work wonders for .

your system and can also resultin  if possibie you should also try to-
weight loss and increased energy  stop smoking and avoid smoky
levels. As a general rule, eat and environments.

drink natural; fresh produce.

| Bedetox|B 10s11 3

CUSTOMER & CONTACT DESCRIFTION COLOURS =)
Winity “Seie Toms e 9% f

1 kid 1509 ' - ;
68244 76704 | No.2 x? Total tis. of Colours 4 A0 (\,’,PW

Ravothnen Avenns il TITI2 ZINTal A1 407 717421 Taw A1 L0F 212187 CTWL. N1 LON TR, et o PU I N N




0002088 Detox leaflet 8/9/04 2:52 pm Page 13

e

Take the Holistic Approach Potential side sffects
Exercise

One of the best ways of enhancing
- the detoxifying process is to take
some form of regular exercise.

. Anything from visiting the gym to

i walking the dog will help improve
both your circulation and metabohc
| rate and get intemal organs working.

When detoxing you may
experience ceriain minor side

. effects. These often depend on
your lifestyle prior 1o detoxification.
For example, someone who
usually drinks a lot of coffee may
experience mild headaches as
their body adjusts 6 the change
in caffeine levels.

Deep breathing

Taking deep breaths can help to Common side effects

B expel impurities from your lungs.

You should try breathing deeply
for at least & minutés every day.

k. Improve your environment
- Your home or office can be as
prone to impurities as the outside.

Green plants are an excellent way

8 of removing airbomne pollutants,
- and ionisers, humidifiers and.oil

bumers are all great ways of
improving the atmosphere.

Mild headaches ~ caused by your
body learning to live without
chernicals such as alcohol, sugar
and catfeine. These usually appear
on day 2 or 3 of the detox and can
fast for up to 24 hours. Drink lots of
fluid and make time for relaxation,

Spots ~ The skin is the body's
biggest.organ of efimination, so the
appearance of spots during a detox
is not uncommon. They can appear
as early-as day 3 and can last
throughout the detox process —
drinking plenty of water will help.

s
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Increased bowsl movements ~ this
is completely normal and is a sure
sign that your body is starting to
cleanse itself.

A furry tongue - Again a sure sign
that the body is removing
impuyrities. N

Use a mouthwash or try scraping
your tongue with a toothbrush,

Lulls in enargy during the

first few days ~ Your body will

be used o instant energy snacks.
it will take 2 few doys to adjust to
the more gradual energy release
replacements. These side effects
shouid be minor in nsture, and
only last for a few days.

Why not try-detoxing with a friend?
t's a great way 10 overcome any
potential pitfalis and gain the extra
resolve that's sometimes needed
to stick it out.

o
four Besdle
O sef oY
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Did you know?

- Laughing helps - a good-laugh not
only gives yout internial organs a
workout, it also reduces stress
fevels - an impottant factor in
detoxification.

Cold showsts can help you detox
- they increase your circulation
and kick-start lymph flow.

Many aromatherapy oils have
cleansing properties that can help
with detox, for example juniper,
lemon grass and rosernary.

Frequantly asked Quqsﬁam

€. How often should | detox?
A. Everyone's lifestyle and
metabolism is different. 1t will
depend on your impurity intake,
and your body's natural efficiency
at detoxing, When you have
detoxed you will fest clearet and
re-energised. As impurities start
1o build up again this fesling

will lessen. it's then time to
detox againt

Q. When should | detox?

A, We recomnmend that you detox
when you feel you need it. For
example, after prolonged periods
of overindulgence, or before a big
event so that you look and feel
your best e.g. summer holidays..

__ Ris best not to detox when you

are experiencing a hectic time at
work or socially. Coping with the
change in lifestyle can be time
consuming until you are familiar
with it.

N

4. Whe shouldn't dstox?

A. Anyone who is pregnant or
breastiseding should not detox,
We also do not recornmend
detoxing for children, Check the
individual products in the range

-for wamings that are specific to

that product. -

Q. Where can | get further
information?

A. There are numerous books,
magazine articles and interriet sites
that offer detox advice - some of
which is conflicting, and some
aven dangerous. Anything that
sounds extrerne is probably biest
avoided. Take care to use reputable
sources only.

g
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Q. Whish plan showld i do?

A, 1 depsndst The 5 day plan is
more suitable if you want to boost
yout body's detoxifying systersss to
get 8 quick resuli; particulady in
réducing the impurity build-up in
your liver. The 28 day plsn builds up
over time, so the benefiis are mote
gradual but more thorough.
Changes to a more hedlthy lifestyle
will have bacomne ingrained if you
do them for a month - leading to
tess impurity exposure in the future.

Q. Can | take both plans at once?
A. We do not recommend that you
do both plans at once. You may
wish to do the 28 day pian the first
time, and then when you next feel

the need, do a5 day detox. .

Q. Wil 1 be hungry?

A. Just because you are detoxing,
it is no reason to deprive yourself
of food, providing you eat natural
and fresh produce.
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