
Mr. Frederic Lu 
Vice President 
Colin Worldwide Corporation 
P.O. Box 96 
Tenafly, New Jersey 07670 

Dear Mr. Lu: 

This is in response to your letter of May 20,2002 to the Food and Drug Administration 
(FDA) responding to our May 16,2002 letter concerning the claims being made for the 
product Paecilomyces hepiali then & Ganodermal ‘. 

In your letter, you proposed to change the claims being made for your product to exclude 
those cited in our May 16,2002 letter. The deletion of the claimscited in our previous 
letter appears to resolve the issues we raid in tbp!, !efi:: g@~~&ye ~~.,?$$er. , 
comment on the claims you intend to make for Paecijomyces hepiali then & Ganodenna. 

Please contact us if we may be of further assistance. 

Sincerely, 

Copies: 

9 42-e 
John B. Foret 
Director 
Division of Compliance and Enforcement 
Office of Nutritionaj Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Offrce of 
Enforcement, HFC-200 
FDA, New Jersey District Office, Office of Compliance, HFR-MA340 



May 20,2002 

Mr. Foret 
Director Div&n of.,C+ompliance and Enforcement 
FDA Offiq of Nutritional Products ,“_.” .*_ _^.“. ). _xl_ “. 
Labeling & Dietary Supplements 
Division of Standards,& Labeling Regulation 
HE%-820 5 100 Paint Branch Parkway _. :ilsi \.*ri”i; _,.., I ,._“.. I, .A I,.<, 
College Park, MD 20740 

Dear Mr. For& 

Thank you very much for replying to our letter (copy included) regarding our importation and 
distribution of the nutritio@ supplement Paecilomykes hepiali chi6n $‘~a%d&$na. You 
indicated two claims that did not properly conform to proper labeling. 

I have ‘enclosed ,a revi@,, l,etter deleting the non-conforming claims “enhances recovery of 
sickness”‘and’“assists in &&$&kg body after kair;&herapy atid chemotherapy”. I intend to s. 3,. L XI_ , * *n^cl>.r. “-,*“.- ,*r*. 
use the wording as per this revised letter and would appreciate your comments and approval to our 
revised phrasing. I want to ensure that all the labeling claims on our nutritional supplement 
conforms to properly accepted labeling requirements. 

I thank you in advance for your timely effort regarding this matter. 

Sincer&, 

Vice President 
Colin Worldwide Corporation 
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COLIN WORLDWIDE CORPORATION 
P.O. BOX 96 

TENAFLY, NJ 07670 
Tel: (201) 417-6006 
Fax: (201) 5681168 
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May 20,2002 

FDA Office of Nutritional Products 
Labeling & Dietary Supplements 
Division of Standardl, &Labeling Regulation 
HFS-820 5 100 Paint Branch Parkway d.<.^. I/_ .” _% ,,/,,_ .“. 
College Park, MD 20740 

Dear Sir Madam, 

I will be importing and distributing within the US the following nutritional supplement. The 
ingredients and its uses will be as follows: 

1) Paecilomyces hepiali then & Ganoderma: 4gm granule packets, adenosine > .05%, 

-Paecilomyces hepiali then, Ganoderma, Fructus Lycii, Lactose, Steviosin, Dextrin 

2) Paecilomyces hepiali then & Ganoderma: 0.5gtn capsule, adenosine > .20% 

-Paecilomyces hepiali then, Ganoderma, Fructus Lycii 

Uses for this nutritional supplement: 
-Promotes vitality and stamina 
-Increases eqgy level 
-Nourishes and .enriches blood circulation,~, well as strengthening the body 
-Nourishes the kidney and liver 
-Enhances sexual function 
-Helps in relaxation of body 
-Enhances anti-oxidants system in the body 
-Assists in memory stimulation 
-Enhances immune system 

I know that the FDA does.not approve dietary supplements however I have listed ingredients as 
well as uses for this dietary supplement and I would appreciate your opinion regarding the 
aforementioned supplement. I thank you in advance for your time and effort regarding this matter. 

Sincerely, 

w 
Vice President 
Colin Worldwide Corporation 



DEPARTwNT OF HEALTH & HJJMAN SERVIqES _. ,.. . 
.z,, . 

Public Health Service 

“.‘.” -“e,.__ ,, ,., , I (, ,_ . 
‘l&d and Drug Administration 
College Park, MD 20740 

Mr. Frederic Lou 
Vice President 
Colin Worldw$e ,Cqoration 
‘p.0. Box.96 
Tenafly, New Jersey 07670 

Dear Dr. Lou: 

This is in response to your letter of April 28,2002 to the Food ancj @ug Administration 
(FDA) pursua@ to 21 U.S.C.,?G(r)(6) (section 403(r)(6) of thf Federal Food, Drug, and 
Cosmetic Act (the Act)). Your submission states $at Co@ W@dwide Corporation is 
making the following claims, among others, for the product Pkcilomyces heplali then 
& Ganoderma: 

“Enhances recovery of sickness;” 
“Assists in strengthening body after radiotherapy and chemotherapy.” 

21 U . S . C. 34?(r)(6) makes clear t@ a .st$g+ included in la@$q~, under the I. *.*‘.._ -;y,, _1 ,. 
authority of that section nqy not claim to diagnose, mitigate, :treat, cure, & pr&&t a: 
specific disease or class of dis$a@s.. The stagFFents$ th?t you are making for this 
product suggest that it is intended to preveiit dlsekes. These claims 40 qot meet @F., 
requirenhti, of 21 U .S.C. 343(r)(6). These claims suggest at this product is 

;.:” .:: : ,. : hided f6r+se as a *g wi+‘chin the meaning of 21 U.S.C. 21(g)(l)(B), and that it is 
subject to regulation under the drug provisi?ous’of the Act. II/YOU intend to make claiqs 

of this n@ue, you should contact F!‘IA’s~C$pt+! for Drug Eva&atjon, and Research . I _. .“, ,I 1 
(CDER), Office of Compliance, HFD-3 lo,7520 Standish P&e, Rockvi~le, Maryland 
20855. 
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Page 2 - Mr. Frederic &ou , 

PIease contact ” if you require further assis+Ge. ( 

Sincqely, 

Division of Compliance d Enforcement 
Office of N$ritiona\ &o ucts, Labeling 

and Dietary Suppleme ts 
Center for Food Safety i 

and Applikd Nutrition 1 

Copies: 
\elz-- -A?/* Tdpliance, HFD-3 00 FDA, Center for Drug Evaluation and Reseqch, Cmce 01 L% I kc, 

FDA, Offke of the Associate ~q~,q@&~~~ f$L$.g@atory A.efyrF, 
n.a,a ,f UILAW WI 

Enfoscement, HFC-200 
FDA, New Jersey District Compliance, l%?R-h&4340 


