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HAND  DE,LIVERY 

July  12, 1999 

Linda S. Kahl, Ph.D. 
Office of Premarket Approval 
Center  for Food Safety and  Applied  Nutrition 
Food and Drug Administration 
200 C.  Street S.W. 
Washington,  D.C.  20204 

Dear  Dr.  Kahl: 

On behalf of our  client,  Sankyo  Co.,  Ltd., I am hand delivering  three  signed 
original letters to  you  to convert  the GRAS Petition No. GRP 660420 to a  GRAS 
notice in accordance with  the  agency's  proposed GRAS Notification  regulation. 

If you need any additional information,  please  let  me know. 

Edward q steele 
Director of Food, Color 
& Cosmetic Consulting 

Enclosure 
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SANKYO CO., LTD. 
Cable: "DIASTASE TOKYO Telex: "124838 DIASTASE" 

Tel: (0313562-7539 Fax: (03)3562-7540 

No. ?-12, Ginza 2-chome, Chuo-ku, 
Tokyo 104-81 13, Japan. 

July 5, 1999 

Office of  Premarket  Approval 
Center  for  Food  Safety  and  Applied Nutrition 
Food  and Drug Administration 
200  C  Street S.  W. 
Washington,  DC  20204 

Dear  Sir  or  Madam: 

This letter  will  serve  to  request that Food and Drug Administration  convert  GRAS  Petition No.  GRP 
660420 to a  GRAS  notice in accordance with the agency's  proposed  regulation,  proposed 21 CFR 
1 70.36 (62 FR 18938;  April  1 7, 1997). 

Sankyo  Co.,  Ltd.  has  been  engaged in the development,  manufacture  and  sale of Dextranase  enzyme 
preparation derived from Chaetomium ~BC& and  has  been  desirous  to  export the enzyme to North 

Solvay  Enzymes,  Inc.;  submitted the original GRAS  petition  to affirm the GRAS status of the enzyme  on 
December  25, 1995. A  notice of filing of the petition,  GRP 660420, was published in the Federal 
Register on  February  14,  1996  (Docket No. 96G-0035). 
On July 1, 1996 Genencor  International,  Inc.,  acquired  the  industrial  enzyme  business of  Solvay  S.A., 
including the distribution of Dextranase by  Solvay  Enzymes. By letter dated April  30,  1999,  Genencor 
International, Inc., advised  FDA  that Dextranase derived  from Chaetomium gracile (relating  to  petition 
6G0420  originally filed by  Solvay  Corp.) has been  transferred  to  Sankyo Co., Ltd. in Tokyo,  Japan. 
Accordingly,  Sankyo Co.,  Ltd.,  is making this request  for  action  at this time and is providing  the  following 
information as  required in proposed 9 170.36(9)  (2): 

America, South America  and  Oceania. 

Name of Notifier:  Sankyo  Company Limited 

Post Office Address: All communications on this matter are to be sent in 
care of Kiyoshi  Matsumoto, 7-12, Ginza  2-Chome, 
Chuo-ku,  Tokyo  104-81 13 Japan. 
Te1.+81-3-3562-7538,  Fax.+81-3-3562-7540 
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SANKYO  COMPANY, LTD. 

TOKYO 

GRAS Affirmation Petition Number: GRP 6G0420 

Common  or Usual Name of the Substance:  Dextranase  enzyme  preparation  derived from 
Chaetomium gracile 

Intended  Use:  Processing  agent in cane and  beet  sugar 

Basis  for the GRAS  determination:  Scientific  procedures 

The complete record that supports  that  GRAS  determination  has  already  been  submitted  to  the  agency 
in the  GRAS affirmation petition,  GRP 660420. If you  have  any  questions  with  regard  to this request, 
please do not hesitate to contact  us. 

Sincerely  yours, 

Kiyoshi  Matsumoto 
Director 
Special  Merchandise  Development  Dept. 

2 





. .  . 
_ 1 -  

I .  . 

Alan M. Ruri, Ph.D. . 

Director, Office of  Pre-Market  Approval 
Center  for  Food  Safety  and  Applied  Nutrition - 
U.S. Food  and  Drug  Administration 
200 C  Street,  S.W. 

Washington,  D.C. 20204 

._ , . 
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Dear  Dr.  Rulis: 

Thank  you  for  your  letter  of  December 16,  1999 setting  forth  your  evaluation  of  the GRAS notification 
resulting  from  our  request  of  July 14, 1999 that  the  filed  GRAS  affirmation  petition GRP 6G0420 be 
converted  to  a GRAS notice  which  has  been  designated No. GRN 000027. 

You  concluded in your  letter  that  "...the  agency  has  no  questions at  this  time  regarding  Sankyo's 

conclusion  that  dextranase EP is GRAS under  intended  conditions  of use ..." 

In  accordance  with  your  letter  of  December 16,1999, we  request  that  the GRAS petition,  designated GRP 
660420, for  dextranase  enzyme  preparation  from Chaetomium gracile (dextranase EP) be  withdrawn 
without  prejudice. 

Please  let  me  know if you  have  any  questions. 

Sincerely, 
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