
VIA: Certified Mail, 
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1 
research laboratoties3” LLC ( , 

I ’ I Ml Cu~rn~r Service Distribution Cekr 

574~ W~stHarold Gatty Drive 
salt Lake City, UT 84116 , 

, 
-898-5153 .2 _ 

May ,16,2005 ’ 
fax&001-517-7001 

Food and Drug Admmistration 
200 C Street SW. 

Washington, DC 20204 
8 3’ 1, 

Ke: Notifieatim Pursuant to Section 6 of DSHEA and 21 CFR 9101.93 

Dear Sir or Madam: 

Enclosed please find the Notification Pursuant to Section 6 of DSKEA and 21 
CFR 9 101.93 for the dietary supplement product ProVactinTM. This notification is on 

behalf of RAND Research LaboratoriesTM, LLC. 

Please review the information at your earliest convenience. Please contact me 

with any questions or if there is any further information I can prcbvide regarding this 

matter. 

Sincerely, 

I’ 

Heather Sprik 
Legal Assistant 

Enclosure 



, . . 6’ 
,. a , I 

I ’ 
This notification is being filed oiG$alf of RAND Research 

LaboratariesTM, LLC that is the Distributor of’the prod.@#$ which bear the 
statemeqts identified iri this notification. Its business address is: 5742 W  Harold 
Gatty l.!Ir, Salt Lake C&, Utah 84116* This notification is b~~~~.~ade, pursuant to 
Section 6, of DSHEA and Rule 21 C.F.R. § 101,93. The ~~et~~:a~ppl~rnent 

+ product on whose label or labeling the statements appear is PrMkwtirP. 

, The text of each structure-function statement for whi&h notif~ation Es now 
being given is: 

(Statement 1): 
(Statement 2): 
(Statement 3): 

(Statement 4): 

(Statement 5): 

(Statement 6): 

(Statement 7): 

(Statement 8): 

“Stimu lant-Free W e ight Control Co? 
“For the Significantly Oveyeight. lr 
“In .an extraordinary, double-band, placebo controlled 
clinical study, 20 overwei men and women were 
separated into one of: thr@e.groups: Group A received 
the active Pr&actateT”-CDL qcjmplex, Group B 
received a placebo, and Qroup C acted’ as a control 
(received2 nothing). Each group was instructed. to 
follow a satisfying 1800 calorie meai plan and modest 
3-day per week exercise program.” _ 
“Group’A (the group taking the stim@ant-free 
Provact&teTM-CDL compk@) exp~i~nced a significant 
decrease in overall body w&$t.” 
“The average loss of actual body fa.t in the stimu lant- 
free ProvactateTM-CDL complex group was just short 
of 10 pounds!” 
“That’s a’loss of actual body fate 193% better than 
ptacebo.” 
“The stimu lant-free- ProvactateT”-CDL complex group 
experienced a .marked redueticin in fatigue levels and 
felt 32% more energetic.” 
“There’s al 60% stimu lant-free, clinically proven way 
to lose excess pounds of spongy fat and flab.” 

The following s,ummary identifies the dietary ingredi~nt(s~ or 
supplement(s) for whibh a statement has been made: 

Statement 
Number 

1 
2 
3 

Identity of Dietary Ing &M(s) or Supplement(s) 
that is $he Subiect &he Statument: 
ProVactinfM - 90ct. Bottle 
ProVactinTM - 90ct. B&tie 
ProVactinTM - 9&t. Bottle 



;+ ‘. ProVactinTM L 9Oct. ,sde 
*5 ,I ’ ProVactinTM - 90ct. Bbtt& 

6 I $17 
, > I ProVactinTM - 9Oct. Bottle, 

, ProVactinTM - 9Oct. Bottle 
a , ‘ProVactinTM -19Oct m Bbttie , -, / -. I. 

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

Statement 
Number 

1 
2 
3 
4 
5 
6 
7 
8 

B&d Name , I 
RAND Researtih LaboratoriesTM,, LLC 
RAND Research LaboratoriesTM, LLC 

’ RAND Reseamh LaboratoriesTM I .LLC 
RAND Research LaboratoriesTr@, LLC 
RAND Research LaboratorissTMi LLC 
RAND Research LaboratoriqsTM, LLC 

, RAND Research LaboratorissTM, LLC 
RAND Research LaboratoriesTM, LLC 

tat+ or Labelina? 
, both ’ 

both 
both 
both 
both 
both 
both 
both 

I, Daniel B. Mowrey, Ph.D., am authorized to certify this ~o~~~~ation on 
behalf of RAND Research Laboratories TM, LLC. 1 certify that,th~,i~formation 
presented and contained in this Notification is complete ancl accurate, and that 
RAND Research Laboratories TM, LLC has substantiation that each structure- 
function statement is truthful and not misleading+ 

Dated this 17’ bay ,of ,2005. 

search LaboratoriesTM , LLC 



Pro 
Stimulant-Free Weight Cc~ntrr~l Compound* 

in an e~aord~na~, Uoubte-blind, placebo controlled 
clerical study, 20 overweight men and women were 
separated into-one of three groups: Group A received 
the active Provactate’XDL complex, Group I3 received 
a placebo, and Group C acted as a controt (received 
nothing). Each group was instructed to Wliow a satisfying 
1800 calorie meal plan and modest 3-day per week 
exercise pro&n. 

After oniy 6 weeks, the verified results were astound- 
mg! Group A (the group taking the stimui~t-fme 
Prova&ite’-“C5L complex) experienced a significant 
decrease in overall body weight.* 

Even more startling was the fact tbatthe average loss 
of actual body fat in the stimulant-free Provactate’XDL 
comptex group was just short of 10 poundsf* That’s 
a loss of actual body fat 193% greater than placebo.* 

But there’s more. The ~imufent-free Provactate’XDl 
complex group experienced a marked reductton in fatigue 
levels end felt 32% more energetic.* 

What else does this s(lientiftcally validated clinical 
trial confirm? Simply this: Finally, there’s a 100% 
stimulant-free, elmically proven way to lose excess 
pounds of spongy fat end flab.* 

- ._ 

lES&E Take 6 capsules per day. Take 2 capsules 
vdtb a targe glass of water wttb each main meal. 
Omot exwed 6 capsuk per day. 
CMTlDUz C you are currently taking a prescdpbon 
LhynM medication, consult with your physician 
b&m using this product. t your health-we 
~~~~~s,ask~rnor~~~l 

RAND 1 research laboratoriesY1i.C - 

Not&x Before starting this or any weight- 
control pm9ram, check with your Ma&h-care 
prq&le? to make sure yau arq in cveralt gbod 
he&h, If yqui ~~~~~e:~~~der has any 
questions ~rdi~9 ProVaCtiin: please have 
tlim or her call 1-800-89~5153. _ 

- - 


