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November 7,2003 

VIA UPS NEXT DAY AIR 
Dr. Robert Moore 
Office of Nutritional Products, 

Labeling and Dietary Supplements (HFS-810) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Pkwy. 
College Park, MD 20740 

Re: Fulfillment of Reporting Obligation 
Under 21 US. C. 8 343(r) and 21 C. F.R. § 101.93 

Dear Dr. Moore: 

Pure Encapsulations, Inc., ’ by counsel and in accordance with 21 U.S.C. $343(r) 
and 21 C.F.R. 9 101.93, hereby submits an original and two copies of its notification 
within thirty days of first marketing its products with the-statements presented below. 
Pure Encapsulations, Inc. retains scientific documentation supporting the statements. 

1. Supplement Brand Name 

Astaxanthin 

Iwredients 

Astaxanthin (naturally derived from Haematococcus pluvislis microalgae), lutein 
(naturally occurring), vitamin A (as beta carotene) (naturally occurring), vitamin E (d- 
alpha tocopherol), rosemary liquid extract, high oleic saMower oil, and gelatin. 

Text of Statements of Nutritional Support 

Powerful antioxidant for the skin, macula, joints, immune system and cardiovascular 
function. 

’ The address for Pure Encapsulations, Inc. is 490 Boston Post Roadj Sudbury, MA 0 1776. 



Derived from Hawaiian Haematococcus pluvialis microalgae cultivated under pristine 
conditions, esterfied astaxanthin is a stable, powerful, fat-soluble antioxidant from the 
carotenoid family. 

Astaxanthin is di$ferent from beta-carotene in that it has two additional oxygenated 
groups on each of its ring structures, enhancing its ability to scavenge free radicals. 

It is believed to be several hundred times more e#ective than vitamin E in neutralizing 
singlet oxygen molecules and has been shown to exert greater antioxidant activity than 
both zeaxanthin and lutein. 

Astaxanthin protects the phospholipids membranes of cells from oxidative damage. 

In a recent U.S. study, it demonstrated the ability to cross the blood brain barrier and 
protect the retina in animals, suggesting its potential for,supporting the brain and 
nervous system from free radical damage. 

Initial trials with astaxanthin suggest that it may boost the skin ‘s natural antioxidant 
defenses against ultraviolet-induced free radicals. 

In a human clinical evaluation, supplementation with BioAstin astaxanthin for two weeks 
provided significant antioxidant protection for the skin. 

In cell cultures, astaxanthin provided greater protection than both beta-carotene and 
lutein, in part by supporting catalase and superoxide dismutase activity. 

In one double-blind placebo controlled trial, BioAstin astaxanthin significantly supported 
joint comfort in human volunteers. 

The results of another human clinical trial suggest that BioAstin astxanthin supported 
knee comfort and joint function after strenuous leg exercises. 

Subjects in a third study using BioAstin astaxanthin reported enhanced wrist nerve 
comfort. 

Furthermore, a double-blind study conducted in Sweden for the duration of six months 
revealed physiological benefits for strength and exercise in participants. 

Enhanced dietary concentrations of astaxanthin have demonstrated the ability to support 
healthy immunoglobulin activity and immune function. 

Additional studies suggest astaxanthin ‘s immune and cellular support potential. 

Astaxanthin provides superior antioxidant power, boosting the natural antioxidant 
defenses of the skin, supporting macular health, promoting healthy immune and cellular 
function, enhancing joint and wrist nerve comfort, providing potential support for the 
digestive environment, and demonstrating lipid and cardiovascular health properties. 
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2. Supplement Brand Name 

OptiBerryTM 

Ineredients 

Proprietary blend of wild blueberry extract, strawberry powder, cranberry powder, wild 
bilberry extract, elderberry extract and raspberry powder (providing the anthocyanine 
malvidin, cyaniding, delphinidin, and petunidin in biologically active rations), vitamin C 
(as ascorbyl palmitate) 

Text of Statements of Nutritional Surwort 

Anthocyanins are the primary components that give many fruits and vegetables their rich 
pigment, as well as provide them with antioxidant protection. 

MuhipIe studies have demonstrated the antioxidant ability of berry extracts to promote 
healthy skin, cognitive and neuronal function, cardjovascular health and cellular 
function. 

Research performed at the Ohio State University Medical Center reported that OptiBerry 
helped to support healthy skin by maintaining healthy immune mediator activity in human 
keratinocytes. 

Another study performed at the same center suggested that OptiBerry enhanced eelMar 
and vascular support. 

One clinical trial involving elderly women reported that consumption of strawberries, 
containing a high level of antioxidant phenolic compounds, helped support healthy serum 
antioxidant capacity. 

An animal study demonstrated through a series of tests that the high antioxidant activity 
of berry extracts, such as strawberry and blueberry, may defend against age-related 
neuronal and cognitive decline. 

Researchers also reported that elderberry anthocyanins were incorporated into the 
eelMar membrane and cytosol of endothelial cells and provided protection against 
oxidative stress. 

Through the use of an accelerated neuronal aging model, another study showed that 
powerful antioxidants such as blueberry and strawberry extracts provide protective 
support for central nervous system (CNS) function. 

Research has also reported that anthocyanins support healthy cardiovascular function. 

OptiBerry provides enhanced antioxidant protection with a bioactive ration of powerful 
anthocyanins that help to support healthy cardiovascular, skin, cellular and cognitive 
f unction. 

3 



. 
3. Supplement Brand Name 

Ashwagandha 

Iwredients 

Ashwagandha (Withania somnifera) (root), hypo-allergenic plant fiber added to complete 
capsule volume requirement 

Text of Statements of Nutritional Support 

Helps to counteract the effects of occasional stress, may support cardiovascular, immune, 
cognitive and joint function. 

Ashwagandha is believed to increase energy and overall health and longevity. 

Withanolides are key constituents of this herb andplay an important role in 
ashwagandha ‘s overall ability to promote physical and mental health. 

A small human clinical trial demonstrated the ability of ashwagandha to support healthy 
glucose and lipid metabolism. 

In a double-blind, placebo-controlled clinical trial involving 42 volunteers, a formulation 
including ashwagandha indicated its potential to help promote joint comfort, which may 
involve modulation of cyclooxygenase enzyme activity. 

Traditional uses for ashwagandha included support for healthy male sexual function. 

Ashwagandha ‘s adaptogenic properties provide multi-functional support for promoting 
general mental and physical wellness, including support for occasional stress, joints, 
memory, immune function, and healthy lipid and glucose metabolism. 

4. Supplement Brand Name 

Glucosamine HCl 

Ingredients 

Glucosamine (shellfish-free) (from 904 mg glucosamine :HCI) 

Text of Statements of Nutritional Support 

Joint support. 

In studies, glucosamine HCl has demonstrated the ability to support healthy cartilage 
integrity, in part by maintaining healthy matrix metalloproteinase (MMP) enzyme 
activity. 
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. .  

In  o the r  studies, fo rmu la tions  con ta in ing  g lucosamine  HCl  have  d e m o n s trated posi t ive 
e ffec ts o n  joint mobi l i ty  a n d  c o m for t. 

P u r e  Encapsu la tions  G lucosamine  H C 1  is a  shel l f ish-free g lucosamine  source  fo r  hea l thy  
joint func tio n . 

5 . S u r w l e m e n t B rand  N a m e  

Ca lc ium with V ita m in D 3  

Iwredients 

Ca lc ium (citrate/m a late), vitam in D 3 , a n d  vitam in C  (ascorby1 pa lm i ta te )  

Tex t o f S ta te m e n ts o f N u tr i t ional S u D p o r t 

Severa l  c l in ical  tr ials revea l  th e  posi t ive e ffec ts o f c o m b i n e d  s u p p l e m e n ta l  ca lc ium a n d  
vitam in D for  b o n e  hea l th . 

V ita m in D  is impor ta n t fo r  its abi l i ty to  p r o m o te  intest inal  ca lc ium a n d  phosphorus  
abso rp tio n , reduce  ur inary  ca lc ium loss a n d  e n h a n c e  hea l thy  b o n e  compos i tio n . 

In  a  la rge  trial pub l i shed  in  th e  N e w  E n g l a n d  Journa l  o fMed ic ine  invo lv ing over  3 ,0 0 0  
w o m e n , s u p p l e m e n ta tio n  with ca lc ium a n d  vitam in D  d a tily fo r  o n e  a n d  a  ha l f years  
suppor te d  b o n e  compos i tio n  o f th e  fe m u r . 

In  a n o the r  study, ca lc ium a n d  vitam in D  s u p p l e m e n ta tio n  p r o m o te d  ca lc ium u ti l ization 
a n d  m a inta ined hea l thy  b o n e s  in  pos tm e n o p a u s a l  w o m e n . 

Ca lc ium citrate m a late c o m b i n e d  with vitam in D  m a inta ined hea l thy  b o n e s  in  a  separa te  
g r o u p  o f pos tm e n o p a u s a l  w o m e n , speciJ ical ly  suppor tin g  th e  sp ine . 

A n  analys is  o f severa l  tr ials indicates a  posi t ive in f luence o f ca lc ium o n  card iovascu lar  
hea l th , a n d  e flec t th a t m a y  b e  m o s t spec tfic fo r  sal t-sensi t ive indiv iduals.  

V ita m in D  m a y  a lso  p rov ide  card iovascu lar  suppor t fo r  s o m e  ind iv iduals  wh ich  m a y  b e  
a ttr ibuted to  its e ffec t o n  ca lc ium m e tabo l i sm or  poss ib ly  by  he lp ing  to  m a intain hea l thy  
p lasma  renn in  func tio n . 

A d d i tional ly ,  ca lc ium has  b e e n  assoc ia ted with suppor tin g  distal  co lon  hea l th . 

A  ro le  fo r  vitam in D  in  suppor tin g  co lon  hea l th  by  p r o m o tin g  hea l thy  cel lu lar funct ion 
has  a lso  b e e n  sugges te d . 

P rel im inary  ev idence  sugges ts th a t vitam in D  m a y  a lso  suppor t hea l thy  g lucose  
m e tabo l i sm, s ince vitam in D  recep tors  a re  p r e s e n t o n  the -  islet cel ls  o f th e  pancreas .  

Calc ium with V ita m in 0 3  suppor ts o p tim a l ca lc ium ,abso rp tio n  a n d  b o n e  m inera l  
compos i t ion ,  in  a d d i tio n  to  p r o m o tin g  p o te n tia l  card iovascu la r  a n d  co lon  h e a l th . 
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6. Brand Name 

Vitamin D3 

Ingredients 

Vitamin D3, hypo-allergenic plant fiber added to complete capsule volume requirement 

Text of Statements of Nutritional SupDort 

Supports calcium absorption and bone health, provides potential support for 
cardiovascular and colon health. 

Vitamin D promotes intestinal calcium andphosphorous~absorption and reduces urinary 
calcium loss, essential mechanisms for maintaining proper calcium levels in the body and 
for healthy bone composition. 

Clinical studies involving vitamin D supplementation suggest the importance of vitamin 
D in addition to calcium for bone health. 

Vitamin D supplementation alone may also support bone health. 

Vitamin D may also provide cardiovascular support for some individuals, which may be 
attributed to its effect on calcium metabolism or possibly. by helping to maintain healthy 
plasma rennin function. 

A role for vitamin D in supporting colon health by promoting healthy cellular function 
has also been suggested. 

Preliminary evidence suggests that vitamin D may also support healthy glucose 
metabolism, since vitamin D receptors arepresent on the islet cells of the pancreas. 

Vitamin 03 enhances calcium absorption and retention, a key nutritional role in 
supporting healthy bones, and may play a potential role in cardiovascular and colon 
health. 

7. Brand Name 

Phase 2 Starch Neutralizer@ 

Inwedients 

Phaseolus vulgaris (dried bean fraction), vitamin C (as ascorbyl palmitate), hypo- 
allergenic plant fiber added to complete capsule volume requirement 
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Text of Statements of Nutritional Support 

Moderates carbohydrate digestion, may support weight Pass when combined with a 
healthy diet and exercise. 

Several studies have indicated that partially purtfted kidney bean extract may help 
mediate the intraduodenal activity ofpancreatic alpha-amylase, thereby moderating 
carbohydrate digestion. 

Alpha-amylase is a key enzyme that catalyzes the hydrolysis of I,4-alpha-glycosidic 
linkages in starch, glycogen, and related polysuccharides. 

This enzyme is released from both the salivary glands and the pancreas and is involved in 
the digestion of carbohydrates. 

A recent pilot study performed at Georgetown University suggests that kidney bean 
extract moderates starch digestion and maintains healthy postprandial glucose 
metabolism in animals. 

Additionally, several human studies performed by the Mqyo Clinic also report that 
partially pur$ed kidney bean extract safely modulates starch digestion, supports healthy 
postprandial glucose metabolism and delays gastric emptying. 

These actions helped to maintain healthy starch metabolism, glucose function and satiety 
in subjects. 

Two recent double-blind, placebo controlled, crossover trials reported that Phase 2 
moderated carbohydrate digestion by an average of 66% for individuals consuming a 
high carbohydrate, high fat breavast. 

When taken with a mixedfull meal (carbohydrate, protein andfat), Phase 2 demonstrated 
the potential to moderate carbohydrate digestion by 28%. 

Results of one trial indicate that a formulation including. Phase 2 helped support healthy 
weight loss and demonstrated the potential to support healthy triglyceride levels in a 
study that included 27participants. 

Importantly, puriJied kidney bean extract maintains activity when exposed to gastric and 
duodenal juices. 

Phase 2 Starch Neutralizer@ is distinguished as a standardized, puriJied extract of 
Phaseolus vulgaris to be taken before a starch-containing meal or snack, mediating 
carbohydrate digestion, supporting postprandial $ucose metabolism, and providing 
support for potential weight loss when combined with a healthy diet and exercise. 

In accordance with 21 U.S.C. 6 343(r)(6) and 21 C.F.R. 5 101.93(c), each of the 
above statements will be followed by an asterisk that will be cross-referenced to another 
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asterisk on the very same panel or page next to which thr; following statement will appear 
in a box in bold face type: “These statements have not been evaluated by the Food 
and Drug Administration. This product is not intendgd to diagnose, treat, cure, or 
prevent any disease.” 

Respectfully submitted, 

’ W. Emord 
audia A. Lewis-Eng 

Kathryn E. Balmford 
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Certification 

4 Ray Hamel, General Manager of Pure Epcapsulations, Inc., hereby cert@ that 
the irtfomation contained i8 the foregoing notice is complete and accurate and that Pure 
Encapsulcrtia~s has substantiation that the sratemmts are tncthfil and not m isleading. 

Executed on: 11 I Ray tfamel 
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