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Re: Docket No. OZN-0434 
W ithdrawal of Certain Proposed Rules and Other Proposed 
Actions; Notice of Intent 

Dear Recipient: 

The undersigned submits these comments in opposition to the withdrawal of 
the proposed rule identified in Docket No. 89N-0106 and titled as follows: 

Shellac and Shellac Wax; Proposed Affirmation of GRAS 
Status W ith Specific Limitations as Direct Human Food 
Ingredients. 

Additionally, the undersigned requests that the proposed rule be finalized as 
expressed on July 26, 1989 in Vol. 54, No. 142 of the Federal Register (“F.R.“) at 
page 31059 (i.e., 1989 Shellac Proposal). 

The desire of HHS Secretary Tommy G. Thompson to accomplish regulatory 
reform is appropriate and welcome. It is possible that many of the advance notice of 
proposed rulemakings (ANPRMs), proposed rules, and other proposed actions 
published in the F.R. are appropriate for withdrawal. However, the above 
referenced affirmation of the Generally Recognized as Safe (“GRAS”) status of 
Shellac and Shellac wax is appropriate for publication of a final rule rather than a 
summary withdrawal. 
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Page 2 

The 1989 Shellac Proposal was initiated by the Food and Drug 
Administration (“FDA”) in accordance with section 170.35 of Title 21 of the Code of 
Federal Regulations (“C.F.R.“). Specifically 21 C.F.R. § 170.35(a) and (b) authorize 
the Commissioner “on his initiative” to affirm the GRAS status of substances and 
provide a 60-day period for review and/or comment on the data and information 
relied on by the Commissioner to affirm the GRAS status of the named 
substance(s). The preamble to the 1989 Shellac Proposal and supporting 
data/information clearly justify recognition of Shellac and Shellac wax as GRAS for 
the identified uses. Rather than repeat this carefully considered, conscientious, and 
credible justification expressed by the Commissioner, a copy of this 1989 Shellac 
Proposal is attached as an exhibit to these comments. 

It was timely, appropriate, and scientifically sound for the FDA 
Commissioner to recognize and affirm the GRAS status of shellac in the 1989 
Shellac Proposal. There has been no credible evidence since publication of the 1989 
Shellac Proposal to suggest that the wise decision of the Commissioner should be 
altered. Rather, the record of this initiative justifies completion of the final rule and 
contradicts the notion of a withdrawal. In the absence of an explicit explanation of 
the justification for withdrawal of the 1989 Shellac Proposal supported by scientific 
evidence, such withdrawal of the 1989 Shellac Proposal would be arbitrary and 
capricious contrary to the purpose and function of the Administrative Procedure 
Act. Because of the safe use of Shellac and Shellac wax before and after the 1989 
Shellac Proposal, the use of FDA resources to finalize the rule would be minimal 
and certainly less than the resources that would need to be applied by the FDA if a 
withdrawal is to be challenged. 

In the interest of supporting the 2001 initiative of Secretary Thompson and 
the 1989 initiative of the FDA Commissioner, the undersigned respectfully requests 
that the objective of each of these public servants will be accomplished through the 



publication of a simple and supportable final rule recognizing the GRAS status of 
Shellac and Shellac wax as expressed in the 1989 Shellac Proposal. 

LRP/clb 
cc: Dockets Management Branch 

Docket No. 89N-106 
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fact that they must  b e  pa id  by  the 
consumer  in  add i t ion  to the adver t i sed 
p & e . 

P A R T  3 9 M A M E N D E D J  

3. T h e  author i ty  ci tat ion for Par t  3 9 9  
cont inues  to r e a d  as  fol lows: 

A u thori ty:49 U.8.C. 1 3 O l , 1 3 0 2 , 1 3 9 5 . 1 3 2 4 ,  
1 3 7 l , 1 3 7 2 , 1 3 7 3 . 1 3 7 4 . 1 3 7 5 , 1 3 7 6 , 1 3 7 7 , 1 3 7 9 ,  
1 3 7 9 , 1 3 8 1 . 1 3 8 2 1 3 8 4 . 1 3 8 8 , 1 4 8 1 , 1 4 8 1 , 1 4 8 2 .  
1 5 0 2 a n d  1 5 0 4 , u n l e e e o t h e m i s e n o t e d .  

4. Sec t ion  399 .84  is rev ised to r e a d  as  
fol lows: 

0  399 .84  Fv ioe  8dver t is InQ. 
T h e  Depar tmen t  cons iders  any  , 

adver t is ing o r  sol ici tat ion by  a  direct  a i r  
carr ier,  indirect  a i r  carr ier,  o r  a n  agen t  
of ei ther,  for passenge r  a i r  
t ranspor tat ion a n d  g r o u n d  
accommodat ions ) ,  o r  a  tour  componen t  
(e.g., a  hote l  stay) that states a  pr ice for 
such  ai r  t ransportat ion,  tour,  o r  tour  
componen t  to b e  a n  unfa i r  o r  decept ive  
prict ice, une lss  the pr ice stated is the 
ent i re  pr ice to b e  pa id  by  the cus tomer  
to the ai r  carr ier,  o r  agent ,  for such  ai r  
t ransportat ion,  tour,  o r  tour  componen t ,  
except:  

(a )  O n e - w a y  fares that a re  ava i lab le  
as  par t  of a  round- t r ip  pu rchase  m a y  b e  
adver t i sed separate ly ,  p rov ided  that the 
adver t i sement  ind icate dear ly  that 
round- t r ip  pu rchase  is requ i red .  

(b )  U.S. a n d  fo re ign depar tu re  taxes, 
securi ty charges ,  cus toms fees, 
immigra t ion  fees, tour ism surcharges,  
a n d  any  o ther  su rcharges  that m a y  b e  
imposed  by  the federa l  o r  a  state, local,  
o r  fo re ign gove rnmen t  m a y  b e  stated 
separate ly  in  adver t i sements  a n d  
p romot iona l  m a terials, p rov ided  they 
a re  lev ied o n  a  pe r -passenge r  bas is  by  
the gove rnmen ta l  entity a n d  a re  
remi t ted direct ly to the levy ing 
government ,  subject  to the condi t ions in  
p a r a g r a p h  (d)  of this sect ion. 

(c) A n y  o ther  carr ier  fee o r  su rcha rge  
that m a y  b e  a p p r o v e d  by  the U.S. 
gove rnmen t  for separa te  imposi t ion o n  
ind iv idual  passenge rs  m a y  b e  stated 
separate ly  in  adver t i sements  a n d  
p romot iona l  m a terials, subject  to the 
condi t ions in  p a r a g r a p h  (d)  of this 
sect ion. 

(d )  Al l  adver t i sements  a n d  
p romot iona l  m a terials in  wh ich  the 
cha rges  desc r ibed  in  pa rag raphs  (c) a n d  
(d)  of this sect ion a re  stated separate ly  
must  c lear ly  a n d  consp icuous ly  state 
e l sewhere  in  the adver t i sement  the 
a m o u n t of such  charges ,  the serv ices 
they cover,  a n d  the fact that they must  
b e  pa id  by  the consumer  in  add i t ion  to 
the adver t i sed pr ice.  

Issued on:  July 1 8 . 1 9 9 9 .  
Jeffrey N. S h a n e , 
Assistant Secre tary  for Po l i cy  a n d  
Internat ional  A ffairs. 
[FRDOC.  8 9 - 1 7 2 0 1  Fi led 7 - 2 5 - 9 9 ;  9 ~ 4 5  am j  
B l u l N Q  caoE491o -6z -M  

D E P A R T M E N T  O F  H E A L T H  A N D  
H U M A N  S E R V I C E S  

F o o d  a n d  D r u g  Admin is t ra t ion  

2 1  C F R  Par t  1 8 4  

[Docket No.  S Q N - O l O S l  

She l l ac  a n d  She l l ac  Wax ;  P r o p o s e d  
A f f i rmat ion of  G R A S  S tatus wi th  
Spec i f ic  L imi ta t ions as  Di rect  H u m a n  
F o o d  Ing red ien ts  

A G E N C Y : F o o d  a n d  D r u g  Adminis t rat ion,  
HI-E. 
A C T l D N z  P r o p o s e d  rule.  

S U M M A R Y : T h e  F o o d  a n d  D r u g  
Admin is t ra t ion (FDA)  is p ropos ing  to 
aff i rm that shel lac  a n d  shel lac  wax  a re  
genera l l y  recogn ized  a a  safe ( G R A S )  
wi th specif ic l imitat ions, for use  as  
direct  h u m a n  food  ingredients .  T h e  
safety of these ingred ients  has  b e e n  
eva lua ted  u n d e r  a  comprehens i ve  safety 
rev iew conduc ted  by  the agency .  
D A T E S :  C o m m e n ts by  S e p tember  25.  
1989 .  
A D D R E S S E s  Writ ten comments  to the 
Dockets  M a n a g e m e n t 3 ranch  @ -IFA- 
3051 ,  F o o d  a n d  D r u g  Adminis t rat ion,  R m . 
4 -82 ,5800  F ishers  Lane ,  Rockvi l le,  M D  
20857 .  Cop ies  of ‘the scientif ic l i terature 
rev iew of shel lac  a n d  shel lac  wax  a n d  
the repor t  of the Selec t  Commi t tee  o n  
G R A S  Subs tances  a re  ava i lab le  for 
rev iew at the Dockets  M a n a g e m e n t 
B r a n c h  a n d  m a y - b e  pu r chased  f rom the 
Nat iona l  Techn ica l  In format ion Serv ice,  
5 2 8 5  Por t  Roya l  Rd., Spr ingf ie ld ,  V A  
221 .61 .  
F O R  F U R T H E R  I N F O R M A T I O N  C O N T A C T :  
J o h n  W . Go rdon ,  Cen te r  for F o o d  S a fety 
a n ‘d  App l i ed  Nutr i t ion (HFF-334) ,  F o o d  
a n d  D r u g  Adminis t rat ion,  2 0 0  C  S t. S W , 
Wash ing ton ,  D C  2 0 2 0 4 , 2 0 2 4 2 8 - 5 4 8 7 .  
S U P P L E M E N T A R Y  INFORMATION:  

I. B a c k g r o u n d  
‘She l lac  a n d  shel lac  wax  a re  res inous  

m a terials de r i ved  f rom the h a r d e n e d  
secret ion of the lac insect. spec ies  
Luci fer  (Tachat i ia)  Iacca Ke r r  [ family 
Cucc idae)  (Ref. l), a lso  k n o w n  as  Ker r ia  
Iacca (Ker r )  [Ref: 2).  Ind ia  a n d  Tha i land  
a re  the p r imary  sources  of shel lac  (Ref. 
3).  F o o d - g r a d e  shel lac  is re f ined f rom 
the c rude  lac secret ion by  a  p rocess  that 
m a y  inc lude sieving,  water  wash ing ,  
mul t ip le  fi ltration, solvent  ref in ing,  

d issolut ion in  mi ld  s o d a  solut ions.  
b leach ing  with sod ium hypochior i te  
solut ion,  a n d  deco lor iz ing  wi th act ivated 
ca rbon  (Ref. 2).  

T h e  i tems of c o m m e r c e  a re  food -g rade  
b leached  shel lac,  b l eached  shel lac  
(wax- f ree) ,  o r a n g e  shel lac,  o r a n g e  
shel lac  (wax- f ree) ,  a n d  b leached  shel lac  
wax  (Refs. 2  a n d  11) .  T h e  exac t  
nomenc la tu re  app l ied  to the f inal 
p roduc t  genera l l y  reflects the extent  of 
re f in ing (Ref. 2).  

O r a n g e  shel lac  is u n b l e a c h e d  a n d  is 
p r o d u c e d  e i ther  by  a  p rocess  of f i l tration 
in  the mo l ten  state o r  by  a  hot  solvent  
process.  It m a y  reta in most  of its wax  o r  
b e  dewaxed .  

B le i ched  shel lac  is ob ta ined  by  
d issolv ing the lac in  a q u e o u s  sod ium 
ca rbona te  fo l lowed by  b leach ing  with 
sod ium hypochlor i te .  T h e  b leached  lac 
is e i ther  prec ip i ta ted wi th a  d i lu ted 
sulfur ic ac id  so lut ion o r  passed  th rough  
a  filter p ress  to r e m o v e  the wax,  a n d  
then  prec ip i ta ted wi th a  di lute sulfur ic 
ac id  solut ion.  T h e  precip i tate forms a n  
off-white a m o r p h o u s  shel lac  res in  u p o n  
dry ing.  Remova l  of the wax  du r ing  
p rocess ing  resul ts in  b l eached  shel lac  
(wax- f ree) .  She l lac  wax,  as  no ted  above ,  
is a  b l eached  byproduc t  of the 
p rocess ing  of b l eached  shel lac  (Ref. 4).  
IL Regu la to ry  History 

T h e  agency  has  i ssued n u m e r o u s  
op in ion  letters stat ing that shel lac  is 
G R A S  for use  in  candy  coat ings,  
res inous  g laze  coat ings for food,  a n d  
coat ings o n  app les ,  avocados ,  a n d  
tomatoes  a n d  as  a  coat ing for m e tal foil 
that contacts food.  O n e  letter (Ref. 14 )  
sanc t ion ing the use  of shel lac  in  coat ing 
candy  p reda tes  the 1 9 5 8  Ftid Addi t ives 
A m e n d m e n t to the Federa l  Food ,  Drug,  
a n d  Cosmet ic  Act  ( the act). 

She l lac  is regu la ted  as  a  food  addi t ive 
for use  as  a  componen t  of adhes ives  

.used in  food  packag ing  u n d e r  2 1  C F R  
1 7 5 . 1 0 %  as  a  componen t  of res inous  a n d  
po lymer ic  coat ings for food-contact  
sur faces u n d e r  2 1  C F R  175 .300 ;  as  a  
componen t  of p a p e r  a n d  p a p e r b o a r d  
u s e d  in  contact  wi th a q u e o u s  a n d  fatty 
foods  u n d e r  2 1  C F R  175 .170 ;  a n d  as  a  
d i luent  in  co lor  addi t ive mixtures for 
mark ing  food  supp lements  in  tablet  
form, g u m , a n d  confect ionery  u n d e r  2 1  
C F R  73.1(b)( l ] ( i ) .  

. 

III. Consumers’ Exposu re  to She l lac  a n d  
She l lac  W a x  In F o o d  

In 1 9 7 1  a n d  1975 .  the Nat iona l  
A c a d e m y  of Sc iences/Nat iona l  
Resea rch  Counc i l  (NAS/NRC)  repor ted  
to F D A  a n  its survey of a  cross-sect ion.  
of food  m a n u facturers o n  the use  of 
G R A S  ingredients .  T h e  surveys 
con ta ined  the entry  “wax,  shel lac” but  
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The Select Committee therefore 
concluded that: 

no separate listing for shellac. In 1971, 
14 companies reported the use of 209,000 
pounds of material under the category 
“wax, shellac,” and in 1975,9 companies 
reported the use of ‘wax, shellac” to be 
227,009 pounds. The Select Committee 
on GRAS Substances lthe Select 
Committee) noted in &report, however, 
that some evidence indcated that these 
poundage data reflect use of both 
shellac and shellac wax. 

Other use data (Refs. 2 and 7) indicate 
that the amount of shellac wax used 
annually as a food ingredient is about 
2,000 or 3,090 pounds, and that nearly all 
of the shellac wax is used as a polishing 
agency for chewing gum. Based on these 
data, the Select Committee estimated 
the per capita daily consumption of 
shellac wax to be 0.075 milligram (mg) 
(Ref. 2). 

A representative of the shellac 
industry reported to the Select 
Committee that the approximate annual 
poundage of shellac used in the food 
industry is on the order of 200,000 
pounds. About 80 percent of this 
quantity is used for coating citrus fruit 
and avocados and would not be 
ingested, leaving about 20 percent or 
about 40,000 pounds for use as a direct 
food ingredient, primarily in confections. 
From this report and the survey data, 
the Select Committee estimated the per 
capita daily intake.of shellac to be 0.25 
mg (Ref. 2). 

The agency has estimated the average 
per capita daily disappearance of 
shellac based on updated poundage 
information from a shellac trade 
assocation (Ref. 8). The association 
advised FDA that between November 1, 
1983, and October 31,1984,397,823 
pounds of shellac were used directly in 
food. Based on this figure, the agency 
estimated the per capital daily 
disappearance for shellac to be 2.1 mg. 
The agency’s estimate of the per capita 
disappearance (2.1 mg) of shellac is 
significantly higher than the combined 
per capita estimate for shellac and 
shellac wax that was reported in the 
Select Committee’s report (0.32 mg). 

The agency also estimated consumer 
exposure based on dietary survey and 
usage information (Refs. 5,6,7, and 13). 
On this basis, its exposure estimate for 
an average consumer of shellac-coated 
candies, cakes, fresh fruits, fresh 
vegetables, cones, and fruit cakes is 28 
mg per person per day bug/person/day) 
and for a 90th percentile consumer, 55 
mg/person/day. However, the agency 
recognizes that the latter intake 
estimates are very conservative given 
the Select Committee’s finding that 80 
percent of the shellac used to coat fruits 
and vegetables is not ingested. If a 
correction is made for what is discarded 

on the peels of fruits and vegetables, 
then the estimated daily intake (RDI) of 
shellac from its current uses drops to 
about 10 mg/person/day. The agency 
has used this intake estimate. as well as 
the per capita disappearance’estimate of 
shellac, in its evaluation of the safety of 
shellac and shellac wax as food 
ingredients. 
IV. Opinion of the Select Committee on 
ShellacandShellacWax 

Shellac and shellac wax were the 
subjects of a search of the scientific 
literature from 1920 to the present. The 
criteria used in the search were chosen 
to discover any articles that considered 
(1) chemical toxicity, (2) occupational 
hazards, (3) metabolism, (4) reaction 
products, (5) degradation products, (6) 
carcinogenicity, teratogenicity, or 
mutagenicity, (7) dose-response, (8) 
reproducitive effects, (9) histology, (10) 
embryology, (11) behavioral effects, (12) 
detection, and (13) processing. A total of 
47 abstracts on shellac and shellac wax 
were reviewed, and 21 particularly 
pertinent reports from the literature 
survey were summarized in a scientific 
literature review. 

Information from the scientific 
literature review and other available 
studies has been summarized in a report 
to FDA by the Select Committee, which 
is composed of qualified scientists 
chosen by the Life Sciences Research 
Office of the Federation of American 
Societies for Experimental Biology 
(FASRB). The Select Committee issued 
its final report on shellac and shellac 
wax in 1981. In the Select Committee’s 
opinion: 

Shellac is a polyester resin of animal 
origin. Shellac wax is a refined, 
bleached by-product of the processing of 
regular shellac. Shellac is currently used 
as a coating for certain fruits and 
vegetables and as a furface-finishing 
agent ina manner which might 
contribute to a per capita daily intake of 
about 0.25 mg. Shellac wax utilized as a 
polishing agent for chewing gum and as 
a stabilizer-thickening agent in cakes 
might provide a per capita daily intake 
of 75pg. 

The Select Committee acknowledges 
the long history of use- of shellac in food 
coatings as well as the absence of 
reports attributing any adverse effects to 
such food applications. Nevertheless, 
there are few biological data regarding 
the effects of shellac and shellac wax on 
animal or man following oral ingestion. 
One preliminary report of a 9O-day rat 
feeding study, while presenting no cause 
for concern. was technically incomplete 
and could not be judged as evidence of 
safety. Food-grade standards should be 
developed for shellac wax (Ref. 2, p. 10). 

In view of the deficiency of relevant 
biological studies, the Select Committee has 
insufficient data upon which to base an 
evaluation of shellac and shellac wax when 
they are used as food ingredients. 

Before the issuance of the Select 
Committee’s final report, the agency 
published a notice in the Federal 
Register of April 25,1989 (45 FR 27992) 
announcing the Select Committee’s 
tentative finding of insufficient data 
upon which to evaluate the safety of 
shellac and shellac wax and provided 
an opportunity for a public hearing. A 
public hearing was held but produced no 
new information. Accordingly, the 
Select Committee’s final report affirmed 
its tentative conclusion. 
V. FDA’s Evaluation 

FDA completed its review of all 
available Information on shellac and 
shellac wax and agreed with the 
conclusion of the Select Committee. As 
a result of this conclusion, FDA 
toxicologists considered what additional 
information would be needed to assist 
the agency in determining the GRAS 
status of shellac and shellac wax, given 
the long history of use of shellac and 
shellac wax on food. FDA advised a 
representative of the American 
Bleached Shellac Manufaaturers 
Association, Inc. (ABSMA), who had 
participated in the public hearing on the 
safety of shellac and shellac wax, on the 
minimum toxicology studies that would 
be needed to affirm the GRAS status of 
the use of these ingredients. Specifically, 
the agency advised that a 99day feeding 
study of shellac in rats with in utero 
exposure and a mutagenicity test of 
shellac was in Salmonella typhimurium 
were needed to assure that shellac use 
in foods is safe. Subsequently, FDA 
dropped its request for a mutagenicity 
test because a new test using more 
sensitive organisms was submitted by 
ABSMA, and this test demonstrated that 
shellac was not mutagenic. 

AJ3SMA submitted to FDA an 
unpublished report of the 9O-day feeding 
study in rats (Ref. 9). In this study doses 
of 1,000,3,000, and 10,000 parts per 
million (ppm) of shellac were 
administrated in the diets of Sprague- 
Dawley rats. The study showed an 
increase in some pancreatic leasions, 
described as mild, in male rats fed the 
high dose of 10,000 ppm shellac. The 
agency has determined that the no-effect 
level for shellac including the was is 
3,000 ppm in the dies or 9 mg/person/ 
day (Ref. 10). 

As noted above, the Select Committee 
acknowledged tha. shellac and shellac 
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wax have a history of use in food before 
1958 with no reports of adverse effects 
and are of natural biological origin, The 
agency searched the Adverse Reaction 
Monitoring System (ARMS) described in 
Ref. 16 to determine if it had received 
any reports of adverse effects from the 
Use of shellac and shellac wax. There 
were no such reports. The agency also 
conducted a computer search of the 
scientific literature from 1981 through 
1989 for any adverse reaction reports. 
There were no reports of adverse 
reactions in the literature on shellac and 
shellac was (Ref. 17). 

Consequently, shellac and shellac 
wax have had a long history of common 
use in food for certain technical effects 
without any apparent associated safety 
problems. Under 21 CFR 176.66(b]. this 
history of use provides an appropriate 
basis for a determination that there is 
general recognition among qualified 
experts that shellac and shellac wax are 
safe for their current uses. Section 
176.30(b) also provides that this 
determination can be made without the 
quantity or quality of scientific data 
required for approval of a food additive 
regulation,. 

Nonetheless, FDA has looked to the 
96day rat study for corroborative 
evidence of the safety of shellac and 
shellac wax. Based on this study, the 
agency has estimated that the 
acceptable daily intake (ADI) for shellac 
and shellac wax is 9 mglpersonjday. 
which is comparable to the EDI (10 mg/ 
person/day). Because the EDI for shellac 
and shellac wax does not significantly 
exceed the ADI, agency scientists are 
satisfied that current food uses of these 
substances are safe. 

As provided for under 2~ CFR 
1i%.30(b), FDA has tentatively 
determined that the rat study, coupled 
with the history of safe use of these 
ingredients since before l958, provides 
an adequate basis UDOII which to affirm 
these ingredients as-GRAS under their 
current conditions of use. FDA is 
therefore proposing to affirm shellac and 
shellac wax as GRAS with specific 
limitations to current conditions of use. 
The limitations will ensure that the ADI 
and EDI will remain in balance. Any 
significant new uses of shellac and 
shellac wax will require that additional 
studies be performed to establish the 
safety of those uses (Ref. 12). 

VI. The Listing Regulation 
A. Nomenclature 

ABSMA Informed FDA that the term 
“shellac” is used by the industry to refer 
to bleached shellac, bleached shellac 

(wax-free), orange shellac, or orange 
shellac (wax-free), and that shellac wax 
is a separate item of commerce (Refs. 2 
and 11). Based on this information, and 
on the fact that the Select Committee 
did not differentiate between the forms 
of shellac, either on the basis of their 
food uses or their safety, FDA has 
tentatively decided to cite the generic 
term “shellac” in the proposed 
regulation to include bleached shellac, 
bleached shellac (wax-free], orange 
shellac, and orange shellac (wax-free). 
The agency is proposing to include 
shellac wax under a separate regulation. 
B. Food Uses 

The agency identified the uses of 
shellac and shellac wax that are listed 
in the proposed regulations based on 
information from the NAS/NRC surveys 
(Refs. 5, 6, and 7). information from the 
shellac industry, opinion letters issued 
by the agency (Ref. 13), and information 
contained in the Select Committee’s 
report on shellac and shellac wax (Ref. 
21. 

The agency notes that shellac was 
reported in the 1975 NAS/NRC survey 
for use on shelled nut products. 
However, it was not reported for that 
use in the subsequent survey or in the 
Select Committee’s report (SCOGS 19- 
II). Because there were no subsequent 
reports of this use in the updated 
surveys, the agency has not included the 
use of shellac on nut products in this 
proposaL Persons interested in the use 
of shellac on nut products may have that 
use considered by submitting to the 
Dockets Management Branch(address 
above). as a comment on this proposal, 
appropriate published or unpublished 
safety data and use and exposure 
information. 

In addition, the agency received a 
request for an advisory opinion on the 
use of shellac as a component of an ink 
for ma&ii shell eggs. The agency has 
estimated the increase in exposure that 
would result from this use and has 
concluded that the exposure would be 
too small to constitute a significant 
toxicological concern (Ref. 15). (Shellac, 
as noted above, is currently approved 
for use in inks for marking food 
supplements in tablet form, gum, and 
confectionery in 21 CFR %1(b)(l)(i).) 

The uses of shellac provided for in the 
proposed regulation are as a surface 
finishing agent in cakes, cones, and fruit 
cakes: confections and frostings: fresh 
vegetables; fresh fruits: and soft candy 
and as a color and color adjunct in inks 
for marking shell eggs. The uses of 
shellac wax provided for in the 
proposed regulation are as a surface 
finishing agent in chewing gum and as a 

stabilizer or thickener in, cakes. 
The proposed regulation sets forth the 

conditions of use (technical effects and 
food categories) for shellac and shellac 
wax that FDA evaluated and found to 
be safe. In addition, the indirect uses of 
shellac and shellac wax are authorized 
by 0 l&&l(a). FDA is not proposing to 
include limitations on the levels of use 
of shellac and shellac wax in the listed 
foods or food categories. The agency,has 
tentatively concluded that the use of 
shellac and shellac wax in the listed 
foodsor food categories is self-limiting 
because at higher levels, these 
ingredients no longer perform their 
intended technical effects, and that 
these self-limiting levels of use of 
shellac and shellac wax in the types of 
food in, and under the conditions for, 
which they are currently used will not 
significantly increase the total 
consumption of shellac and shellac wax. 

C. Specifications , 
The Select Committee noted that the 

“Food Chemicals Codex” lists food- 
grade specifications for “shellac, 
bleached” and “shellac, bleached, wax- 
free” but not for shellac wax. It 
recommended the development of food- 
grade specifications for shellax wax. 
The agency also notes that there is a 
need to develop specifications for 
orange shellac and orange shellac (wax- 
free). 

Therefore, the agency will work with 
the Committee on Food Chemicals 
Codex to develop appropriate 
specifications for orange shellac, orange 
shellac (wax-free), and shellac wax. r 
When acceptable specifications are 
developed, the agency will incorporate 
them into the regulations. Until 
specifications are developed, FDA has 
determined that thepublic health will be 
adequately protected so long as orange 
shellac, orange shellac (wax-free), and 
shellac wax comply with the description 
in the proposed regulations and are of 
appiopriate food-grade purity in 
accordance with 21 CFR 184.1(b) and 
uo.so(h)(l). 

In the case of indirect uses of shellac 
and shellac wax, FDA believes that the 
general requirements of 21 CFR 186.1(a) 
that indirect GRAS ingredients be of a 
purity suitable for their intended use in 
accordance with 0 176.36(h)(l) and used 
in accordance with current good 
manufacturing practice, are sufficient to 
ensure the safe use of these ingredients. 
D. Conclusion 

Based upon the Select Committee‘s 
evaluation of shellac and FDA’s 
subsequent evaluation of all available 
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data, the agency tentatively concludes 
that: 

1. The current uses of shellac and 
shellac wax are safe based upon the 
history of use of these substances of 
natural biological origin in food since 
before 1958 without any evidence of 
adverse effects from consumption of 
these ingredients and the 96day study 
that was conducted after the Select 

Committee’s final report. 
2. The safety information is sufficient 

to support the limited use provided for 
in the regulation. 

3. Shellaoand shellac wax should be 
listed separately in the regulations 
because they are separate items of 
commerce. 

4, The agency is working with Food 
Chemicals Codex to develop 

appropriate specifications for shellac. 
Copies of the scientific literature 

review of shellac and shellac wax and 
the report of the Select Committee are 
available for review at the Dockets 
Management’Branch (address above) 
and may be purchased from the 
National Technical Information Service, 
5285 Port Royal Rd., Springfield, VA 
22161, as fo!lows: 

Shellac (scientific literature review) ...... .._ .................................................................................................................................................. 
/ 

PE287-MS/AS.. .... A02.. ......... $6.00 
Shellac wax (fnutagenic evaluation). ................................................................................................. ...” .................................................... PB-2454WAS.. .. AO3.. ....... $7.50 
Shellac and shdlac wax (Select Committee Report). ..................................................... ..- ..................................................................... P&82-160383 

.I 
........ A01 

.I 
........... $6.00 

l Price subjecl to change. 

This proposed action does not affect 
the current use of shellac and shellac 
wax in pet food or animal feed. 
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VIIi. Economic a&l Environmental 
Assessment 

The agency has determined under 21 
CFR 25.24(b)(7) that this action is of a 
type that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor an environmental impact statement 
is required. 

FDA, in acbordance with the 
Regulatory Flexibility Act, has 
considered the effect that this proposal 
would have on small entities including 
small businesses and has determined 
that the effect of this proposal is to 
maintain current known uses of the 
substances covered by this proposal by 
both large and small businesses. 
Therefore, FDA certifies tn accordance 
with section 665(b) of the Regulatory 
Flexibility Act that no significant 
economic impact on a substantial 
number of small entities will derive from 
this action. 

In accordance with Executive order 
12291, FDA has carefully analyzed the 
economic effects of this proposal and 
has determined that the final rule, if 
promulgated; will not be a major rule as 
defined by the Order. 

The agency’s findings of no economic 
impact and no significant impact on a 
substantial number of small entities; and 
the evidence supporting these findings 
are contained in a threshold assessment 
which may be seen in the Dockets 
Management Branch (address above)., 
IX. Prior Sanctions 

The-agency is unaware of any prior 
sanction for the use of these ingredients 
in foods under conditions different from- 
those identified in this document. Any 
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person who intends to assert or rely on 
such a sanction shall submit,proof of its 
existence in response to this proposal. 
The action proposed above will 
constitute a determination that excluded 
uses would result in adulteration of the 
food in violation of section 402 of the act 
(21 U.S.C. 3421, and the failure of any 
person to come forward with proof of 
such an applicable prior sanction in 
response to this proposal constitutes a 
waiver of their right to assert or rely on 
it later, Should any person submit proof 
of the existence of a prior sanction, the 
agency hereby proposes to recognize 
such use by issuing an appropriate final 
rule under Part 181(21 CFR Part 181) or 
affirming it as GRAS under Part 184 or 
186 (21 CFR Part 184 or 180), as 
appropriate. 

Interested persons may, on or before 
September 25,1888, submit to the 
Dockets Managepent Branch (address 
above) written comments regarding this 
proposal. Two copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the office 
above between 9 a.m. to 4 p.m., Monday 
through Friday. 

List pf Subject5 in 21 CFR Part 184 
Food ingredients, Incorporation by 

reference. 
Therefore, under the Federal Food, 

Drug, and Cosmetic Act and under 
authority delegated to the Commissioner 
of Food and Drugs and redelegated to 
the Director, Center for Food Safety and 
Applied Nutrition, it is proposed that 
Part 184 be amended as follows: 

PART 184-DIRECT FOOD 
SUBSTANCES AFFIRMED AS 
GENERALLY RECOGNIZED AS SAFE 

1. The authority citation for 21 Cm 
Part 184 continues to read as follows: 

Authorttyr Sets. zor(s], ~?,409.701, ,52 
Stat. lOM-lf~47 as amended, 10~5-1058 as 
ameiided, 72 Stat. 1784-1763 as amended (21 
U.S.C. 3Zl(e). 342, 348,3713; 21CFR5.10.5.61. 

2. New $5 184.1705 and 184.1708 are 
added to Subpart B to read as follows: 

0 184.1705 Shellac. 
(a) Shellac (CAS Reg. No. KXXH8-3) 

is a resinous material derived from the 
hardened secretion of the lac insect, 
species Lucifer (Tachardia) Iacca Kerr 
(family Cocci&e), also known as Kerria 
lacca (Kerr). The extent of refiing of 
the crude lac secretion defines the food- 
grade product as bleached shellac: 

bleached shellac, wax-free: orange 
shellac; or orange shellac, wax-free. 

(b) The ingredient meets the 
specifications for shellac, bleached, or 
shellac, bleached, wax-free of the “Food 
Chemicals Codex”, 8d Ed. (1981), pp. 
270-271, which is incorporated by 
reference in accordance with 5 U.S.C. 
882(a). Copies are available from the 
National Academy Press, 2101 
Constitution Ave. NW., Washington, DC 
20418, or available for inspection at the 
Office of the Federal Register, 1100 L St. 
NW., Washington, DC. For orange 
shellac and orange shellac, wax-free, the 
Food and Drug Administration is 
developing food-grade specifications in 
cooperation with the National Academy 
of Sciences. In the interim, orange 
shellac and orange shellac, wax-free 
must be of a purity suitable for their 
intended use. 

(c) In accordance with 5 184.1(b)(2), 
the ingredient is used in food only 
within the following limitations: 

cateoow of food 

cakes, cones, and 
fluilcakes. 

chewinggum 
Q 170.3(n)@) of this 
chapter. 

confectfons find frostin9. 
g 170.3(n)(9) of this 

-ieggs. 
Q 170.3(n)(l4) of this 

z(n)(lS) of this 

Fresh w&ables, 
0 170.3(n)(l9) of this 

Fcmcthal use [CGDl1-89-141 

Surface-finiehing agent 
Q 170.3(0)(30) of tflii 
chapter. 

Do. 

Do. . 

cokuandookning 
epgyu7g(O)(4) 

tiace-m’aeen1, 
p 170.3(0)(30) of this 

00. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

8 184.1706 Shellac wax. 

(a) Shellac wax (CAS Reg. No. 9?788- 
80-2) is obtained as the refined, 
bleached byproduct of the primary 
processing of shellac (0 184.1705). 

(b) The Food and Drug Administration 
is developing food-grade specifications 
for shellac wax in.cooperation with the 
National Academy of Sciences. In the 
intertm, the ingredient must be of a 
purity suitable for its intended use. 

(c) In accordance with g 184.1(b)(2), 
the ingredient is used in food only 
within the following limitatioas: 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

(d) Prior sanctions for this iligredierit 
different from the uses established in 
this section do not exist or have been 
waived. 

Dated: July l&1989. 
Fred R. shank. 
Acting Dinxtor, Center for Food Safety and 
Applied Nutrition. 
[FR Dot. 84-17390 Filed 7-25-W 8~45 am] 
StLLtNe COOE 4160-01-M 

. 

DEPARTMENT OF TRANSPORTATION 

Coast Guard 

33 CFR Part 110 

Anchorage Ground; Long Beach 
Harbor, CA 

AGENCY: Coast Guard, DOT. 
ACTION: Notice of proposed rulemaking. 

SUMMARY: The Coast Guard is 
considering a proposal to redefine 
Commercial Anchorage D in Long Beach 
Harbor. In 1988, the Port of Long Beach 
began construction on the Pier j 
Expansion Project which will ultimately 
lead to the creation of 147 acres of new 
landfill. This new land will be situated 
in the present northwest end of 
Commercial Anchorage D. This 
propqsed regulation will redefine 
Commercial Anchorage D to reflect the 
changes imposed by the Pier J 
Expansion Project. 
DATES: Comments must be received on 
or before September 11.1989. 
ADDRESSES: Comments should be 
mailed to Commander (oan), Eleventh 
Coast Guard District, 400 Oceangate, 
Suite 702, Long Beach, CA 90822-539. 
The comments and other materials 
referenced in this notice will be 
available for inspection and copying at 
the above address. Normal office hours 
are between 7:80 a.m. and 3~30 p.m., 
Monday through Friday, except 
holidays. Comments may also be hand 
delivered to this address. 
FOR FURTHER INFORMATION CONTACT: 
LTjG Mike Lodge, telephone (213) 499- 
5419. 
SUPPLEMENTARY INFORMATION: ~. 
Interested persons are invited to 


