
A.G. WATERHOUSE, LLC ;_. 
1210 S Walnut, Casper, Wyos_hiQi)$s~l ‘03 /VI? 15 P 1 57 

March 24,2003 

VIA CERTIFIED MAIL 

Food and Drug Administration 200 C Street SW. 

Washington, DC 20204 

RE: Notification Pursuant to Section 6 of DSHEA and 21 CFR g101.93 

Dear Sir or Madam: 

Enclosed please find the Notification Pursuant to Section 6 of DSHEA and 21 
CFR $10 1.93 for the dietary supplement product LeptoprinTM. This notification is on 
behalf of A.G. Waterhouse, LLC. 

Please review the information at your earliest convenience. Please contact me at 
801-5 17-7047 with any questions of if there is any further information I can provide 
regarding this matter. 

Admin. Assistant 

/encls. 



This notification is being filed on behalf of A.G. 4; akrhouse,LLC that is the 
Distributor of the product(s) which bear the statements iden$ifii inth‘is----l--~----~-“~~ 
notification. Its business address is: 1210 S Walnut, Casper, Wyoming 82601. 
This notification is being made pursuant to Section 6 of DSHEA and Rule 21 
C.F.R. § 101.93. The dietary supplement product on whose label or labeling the 
statements appear is Leptoprin m. 

The text of each structure-function statement for which notification is now 
being given is: 

(Statement 1): 
{Statement 2): 

“Acute Metabolic Regulator’ 
“Weight Control Compound for The Significantly 
Overweight” 

The following summary identifies the dietary ingredient(s) or 
supplement(s) for which a statement has been made: 

Statement Identity of Dietary Ingredient(s) or Supplement(s) 
Number that is the Subject of the Statement: 

1 LeptoprinTM--1 80ct bottle 
2 Leptoprin TM--1 8Oct bottle 

The following identifies the brand name of each supplement for which a 
statement is made: 

Statement 
Number 

1 
2 

Brand Name 
A.G. Waterhouse,’ LLC 
A.G. Waterhouse, LlC 

Label or Labelinn? 
both 
both 



* 

I, Daniel B. Mowrey, Ph.D., am authorlied to certify this Notification on 
behalf of A.G. Waterhouse, LLC. I certify that the information presented and 
contained in this Notification is complete and accurate, and that A.G. 
Waterhouse, LLC has substantiation that each structure-function statement is 
truthful and not misleading. 

Dated this J&day of ,4?/ 6 a?fc9 ,2003. 

B 



A.G. WATERHOUSE, LLC 
1210 S Walnut, Casper, Wyoming 82601 

March 24,2003 

VIA CERTIFIED MAIL 

Food and Drug Administration 
200 C Street S.W. 
Washington, DC 20204 

RE: Notification Pursuant to Section 6 of DSHEA and 21 CFR $101.93 

Dear Sir or Madam: 

Enclosed please find the Notification Pursuant to Section 6 of DSHEA and 21 
CFR $101.93 for the dietary supplement product Lcptoprin-Sp”. This notification is on 
behalf of A.G. Waterhouse, LLC. 

Please review the information at your earliest convenience. Please contact me at 
801-5 17-7047 with any questions of if there is any further information I can provide 
regarding’this matter. 

Sincerely, I( 

Kristen Jo& 
Admin. Assistant 

/encls. 



NOTIFICATION PURSUANT TO 
SECTION 6 OF DSHEA 
AND 21 CFR Q 101.93 

This notification is being filed on behalf of A.G. Waterhouse,tLC that is the 
Distributor of the product(s) which bear the statements identified in this 
notification. Its business address is: 1210 S Walnut, Casper, Wyoming 82601. 
This notification is being made pursuant to Section 6 of DSHEA and Rule 21 
C.F.R. 5 101.93. The dietary supplement product on whose label or labeling the 
statements appear is Leptoprin-SF”. 

The text of each structure-function statement for which notification is now 
being given is: 

(Statement 1): 
(Statement 2): 

“Acute Metabolic Regulator’ 
Weight Control Compound for The Significantly 
Overweight” 

The following summary identifies the dietary ingredient(s) or 
supplement(s) for which a statement has been made: 

Statement Identity of Dietary Ingredient(s) or Supplement(s) 
Number that is the Subjetit of the Statement: 

1 Leptoprin-SF “-4 8Oct bottle 
2 Leptoprin-SF TM - 18Oct bottle 

The following identifies the brand name of each supplement for which a 
statement is made: 

Statement 
Number 

1 
2 

Brand Name 
A.G. Waterhouse, LLC 
A.G. Waterhouse, LLC 

Label or Labelinn? 
both 
both 



l 

I, Daniel B . M owrey, Ph.D., am authorized to certify this Notifiiation on 
behalf of A .G. Waterhouse, LLC. I certify that the inform ation presented and 
contained in this Notification is com plete and accurate, and that A .G. 
Waterhouse, LLC has substantiation that each structure-function statem ent is 
truthful and not m isleading. 

Dated this 2) *  day of ,2003. 



The recommended sewing is hvo capsules three times a 
day, which is the exact serving used in the clinical trials. 
However, many people who are sensitive to stimulants 
have reduced the serving as low as one capsule h&e a 
day and have still seen results. As with many ingestible 
compounds, each individual reacts differently to 
Leptoprin. The effactii serving depends upon a personP 
body wight, metakoiism, and overall health. You may 
want to start with one Leptoprin capsule twice a day and 
gradually increase the serving (up to the recommended 
level) until you find what works best for your b&y. 

lttssssbtcambhasanrAbmasrabab6hyalefaodaad*ld 
-lUspmdsatbrwlbb&dtodb@mas,baat,cua,a 
amwAaru6base. 

1OOmg in a 24-hour period for not more than 12 weeks. 
Improper use of the product may be hazardous to a 

Use only as directed. Store at controlled 
room temperature 15WtPC/59”-86°F 

Produced under exclusive license: U.S. Patent 
Nos. 5,019,594 and 5,055,460 

9 BR214 

MFS 12635--lOBK9-70 

LEPTOPRIN” 
(Acute Metabolic Regulator*) 

Notice: Before starting this or any weight-control 
program, check with your health-care provider to make 

/ have him or hercall I-800-898-5153. 

sure you are in overall good health If your health-care 
provider has any questions regarding Leptoprin, please 

Not to be used as 
a casual diet-aid 

180 capsules 
Dietary Supplement 
~WATERHQU5E@Xstributed by A&. Waterhouse” 

“, 
T 



Distributed by: A.C. Waterhouse” 
Casper, WY 82601 l l-800-898-5153 
Made in the U.S.A. 

-.Leptoprin.com 
Leptoprin Directions: Take two capsules with a full glass 
of water, three times per day: morning, noon, and early 
evenin& You may take Lqtoprin with or without food. 
Do not exceed 6 capsules per day 
Note: jitters, anxiety, dry mouth, or insomnia may occur 
during the first week of use. Reducing number of capsules 
per day during the first week should eliminate these mild 
effects. For additional inlomtion on this or any other 
A.C. Waterhouse product, please call our experienced 
customer service representatives at l-600-898-5153. 

WARNING% 6efwe using this wet consult ywr ha-a&care provider. Do not take if 
sensitive to w if a\letgk to aspirin. Do not use if pregnant (it is especially important not 
to use aspirin during the last 3 ma6 of pregnancy unless specifically direaed to do so 
by a physician because it may cause pmblerns in the unborn child or cunplkations 
during delii), nursing, have asthma, or have stomach problems (such as he&urn, 
upset stomach OT stomach pain) that‘peraist or recur, or if yw have ukers or bleeding 
pmblems, unless dii by a physiiian. Do no4 use if you are susceptible to ephedra 
psychosis. If rinRinR in the ears or temoorarv loss of hearine occurs, consult a physician 

DRUG INlERACllON PRECAUTION: Do not take this pwJuct if you are taking MAO 
inhibitors or a prescription drug for anticoagulation (thinning of the blood), diabetes, 
gwt or arthritis, or any other prescription drug unless directed by a 
take tbb prcduct if you have any of the Mowing condit& hiih b ood pressure, 

notikndadforpamfehef fever t&h&a or any *analgesics”” 
cardtovascuiar disease, thyroid disease, prostate problems, or diabetes. This product is . . 

I(ee,, out of the reach of isldrin. child& and teewars should not use this product, 

Read the labeland foUowdirections. Discontinue use and call a physician or licensed 
health-care professional immediately if you experience rapid heartbeat, dizziness, severe 
headache, shortness of breath, or oth+x similar syrnptoms.Consumption in exms of the 
recomendad servings, or consumption of a serving at a more frequent interval than 
recommended, may cause adverse health effects, including heart attack and stroke. 
Individuals who consume caffeine with this product may extzerience serious advent 
health effects. 

. . 

ALCOHOL WARNING If you consume 3 or more alcoholic drinks- day, ask your 
physician whether you should take aspirin. Aspirin may cause stomach bleeding. 

Distributed by A.G. Waterhouse” 

-_ 



MFS 12635-lOBK9-72 

LEPTO~PRIN-SFm 
(Acute Metabolic Regulator*) 

program, check with your health-care provider to make 
sure you are In overall good health. If your health-care 
provider has any questions regarding Leptoprin-Sf-, 
please have him or her call l-800-898-5153. I 

Use only as directed. Store at controlled 
room temperature 1!5WOT/S9Vt6°f 

Not to be used as a casual diet-aid 

180 capsules 
Dietary Supplement 
mWATERHOUSE{Distributedby A.G. Waterhouse” 



““W, r n~mnm, * l .  I W  lwu l  

Dist r ibuted by: 
A .G.  Wa te rhouse” 
Casper ,  W Y  826 i I l  l l - 800 -898 -5153  
M a d e  in  the  U.S.A.  

w w w .L e p topr in .c0m  
Lep top r in -SF  Direct ions:  lake  two capsu les  wi th  a  ful l  
g lass of  watt, th ree  t imes pe r  day:  morn ing ,  neon ,  a n d  
ear ly  even ing .  Y o u  m a y  take Lep tmp r i nSF  wi th o r  w i thout  
food.  D o  no t  exceed  r e c o m e n d e d  use.  

D R U G  IN lERACT lON P R E C A U T I O N :  D o  no t  take this pxduct  if you  a re  tak ing M A O  inh ib i tors  
o r  a  prescr ipt im, d r u g  for ant icoagu la t i i  ( & w i n g  d the  b locd) ,  d iabetes,  gou t  o r  arthrit is, a  any  
o ther  pwcr ip t ion  d r u g  un less  d i rec ted by  a  plysi i ian.  This  pr r&t  is no t  i n t ended  for p a i n  rel ief,  
few, iaotkhe,  o r  any  o ther  ana lges ic  effect 

Yeepou to f tbe reKho fch i l d r rn .Ch i l d renaml teenagecsshou ldnocured t i spmduc lwany  
o h  product  con ta in ing  aspi r in ,  far ch icken pox  o r  f lu syn@ cms be fo re  a  phys i i ian  i5  consu l ted  
abou t  Rays Synd rome ,  a  ra re  bu t  ser ious i l lness tepor ted  to b e  assoc ia ted wi th  aspi r in .  In case of 
owdce ,  ge t  med ica l  h e l p  o r  contact  a  &Con t ro l  Cen te r  ri i  away.  

A L C O H O L  W A R N I N G :  If yw c o m w e  3  o r  m o r e  a lcoho l ic  dr inks every day,  ask your  phys ic ian 
whe the  yw shou ld  take aspi r in .  Asp i r in  m a y  cause  st tmwh b leed ing .  

+ThMt+ tenm6 t tawno tbeanwa lo8 todby thoFood  
a n d  D n @  A d m i n * M r & m .  This  gmduc t  is no t  M e n d s d  to 
d iagnose ,  treat, cure,  o r  p rwnt  any  di i .  m W A T E  R H  O lJSEd  Dis t r ibuted by  A .G . W a te rhouse” 


