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June 14,2000 
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Office of Premarket  Approval  (HFS-200) 
Center for Food  Safety  and  Applied  Nutrition 
Food  and  Drug  Administration 
200 C Street SW 
Washington,  D.C.  20204 

Re:  Conversion of GRAS  Affirmation  Petition  on  Bohenin, 460407, 
to GRAS Notification 

Ladies and  Gentlemen: 

On behalf of our  client, Fuji Oil Co.,  Ltd.,  and  pursuant to proposed § 170.36 of 
the agency’s  regulations,  we  respectfully  request  that the GRAS  Affirmation  Petition 
for bohenin be  converted to GRAS  Notification.  FDA  acknowledged  receipt of the 
Petition on May 6,  1994. 

In response to the specific  requirements  of  proposed § 170.36  (9)  (2),  we 
respectfully  submit the following: 

(g)(2)(i)  The  name  and  address of the notifier 

Fuji Oil Co.,  Ltd. 
Hannan  R&D  Center 
1 Sumiyoshi-cho 
Izumisano-shi  Osaka  598-8540 
JAPAN 

(g)(2)(ii) The applicable GRAS affirmation petition number 

GAP # 460407 

(g)(2)(iii) The  common  or  usual  name of the  substance  that  was  the 
subject of the  converted GRAS affirmation petition (i.e., the notified substance) 

bohenin 

0 
(g)(2)(iv) The applicable  conditions  of  use of the notified substance  that 

are supported by  data  and information in the  referenced GRAS petition, 
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including  the  foods in which  the substance is  to be used, levels of use in such 
foods, and  the  purposes  for  which  the substance is used, including,  when 
appropriate, a description  of  the  population expected to  consume  the  substance 

(a)  Date  when  use  began 

Human  food use began  in  1989 in Japan. 

(b)  Information  and  reports on Dast uses in food 

In 1989, Fuji Oil  started  sale of bohenin in Japan  as  a  special  ingredient 
for chocolate.  One of the  largest  chocolate  manufacturers,  Meiji  Seika  Kaisha,  has 
developed an innovative  process  which  uses  bohenin  for  chocolate  production.  The 
product has shown  effectiveness  as  a  tempering  aid  and  strong  stability  against  bloom 
at  temperatures  higher  than  the  melting  point  of  cocoa  butter. 

(c) Intended  use  levels of bohenin  in  food 

Bohenin is intended for use  as  a  tempering  aid  and  as  an  anti-bloom 
agent in the manufacture of chocolate  and  chocolate  coatings  at levels not to exceed 
current  good  manufacturing  practice.  The  level  of  use of bohenin  is to be limited  to  no 
more than 5% by  weight of the  total fat in chocolate  and  chocolate  coatings.  The 
population  expected to consume  bohenin  is  those  who  eat  chocolate. 

0 
(g)(2)(v) The  basis for the GRAS determination (i.e., through  scientific 

procedures or  through experience  based on  common use in food) 

The GRAS determination is based  on  scientific  procedures  set forth in the 
Report  of the Expert  Scientific  Panel  consisting of Joseph  Borzelleca,  Ph.D., Ian 
Munro,  Ph.D.,  and W. Gary  Flamm,  Ph.D.,  Chairman. 

(g)(2)(vi) (A) A statement  that  the  complete  record  that supports  the 
GRAS determination  has  been  submitted to the  agency in the  applicable GRAS 
petition; or 

(B) A statement  that  the  data  and  information  that are the  basis for  the 
notifier’s GRAS determination are available for FDA review  and copying  at 
reasonable  times  at a specific  address  set  out in the  claim  or  will be sent to FDA 
upon request. 
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The complete  record that supports  the GRAS determination has been  submitted 
to the  agency in the  GRAS  Affirmation  Petition,  and  will be sent  again to FDA  upon 
request. 

Respectfully  submitted, 

BELL,  BOYD & LLOYD  LLC 

George M. Burditt 

GMB/dxf 

318812lCM 9NWS03- 






