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Acid-Hydrolyzed Protein and Asian-Style Sauces 


71'his C'ompliance I'olicy Ciuide represents tlie Food and Dri~g Ad~iiiiiistr;~tion's 
(FDA's) current tliinltii~g 011 tliis topic. I t  does not create or confer any rights t i~r  
or on ~uiyperson and does not operate to hind FDA or tlic public. You can use an 
alternative approach if tlie a]q,roncli satisfies thc requirements o t'tlie apl>licablc 
statutes and regulations. If you want to discuss an alternati~re approach, contact 
tlie FDA staf't'resl,onsible fk~r implementing tliis guidance at the telephone 
number listed on the title page of tliis guidance. 

Sec. 500.500 Guidance Levels for 3-MCPD (3-chloro-l,2-propanediol)in 
.4cicl-Hydrolyzed Protein and Asian-Style Sauces 

I .  INTRODUCTION: 

I lic purpose ot'this C'ompliance Polic! Guide (C'PG) is to pro\.ide guidance to help FDA 
personnel determine whether to talkc entbrcement action hased upon tlie presence of 3- 
AIC'PD in acid-HP and Asian-st! le sauces in interstate commerce or offercd fi)r iml,ort 
into thc IJnitecl States. 

FDA's guidance ciocuments. including this CI'(i. do not estahlisli legall!. enti)rccahlc 
~.cslx~isibilities.Instead. guidances describe the Agcnc~.'s current tliinliing on a topic 2nd 
slioi~ld be vieured only as recomniendatio~is. unless specilic reg~1lato1.y 01.statutnr!. 
recluiremcnts are cited. 'l'lie use of tlie word .vliol~ltlin  Agency guidances means tliat 
something is suggested or recommended. hut 1101 recluired. 

I I .  BACKGROUND: 

Acid-li~drolqzed protein (acid-HI') is prepared by tlie li~drolysis of proteins by lieat and 
Iimd-grade acids. During the production of acid-HP. the reaction of'liydrocliloric acicl 
( I l('l) 15 ith residual fat in tlie protein starting material may for111 3-cliloro- 1.3-prol~anecl~ol 
(;-MC'PD). a member of a group of chemicals I<iio\vn as cliloropropanols. uliich have 
bccn identifiecl as carci~iogcns. The manufacturing process for acid-14P can be modified 
lo recluce the lekels of3-MC'PD that arc formecl. 

FI-ecluentl!. acid-1 1P is added to soybea~is and other ingredients to procluce so!. saucc that 
does not undergo a traditional fermentation process. Acid-1lP also may be added to 
lkrmcnted sauces to enliai~ce the fla\.or ol'tlic sauce. Additionally. acid-tIP ~uid soy saucc 
are used as ingredients in other Asi~ui-style sauces. such as o!,ster sauce. hlacli hcan 
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\iIuce. teriyalti sauce. s t i l - ~ I J  s : ~ ~ ~ c c .lioison sauce. plum sauce. !cllo\c be~ui sauce. grountl 
I~crui mice .  and yakitori sauce. In some c;\bes. HC'I ~ i i r ~ j  tobe added directlj to soj~1~ca1i.s 
malyeSO! sauce. producing acid-HP ~ I I\ / / I / .  i.c.. acid-l IP is fi)niicd dur111g production ol' 
~ l i c\oy sauce. Adding HCI directly to soybeans call result in reactions \\ ~t l i  residual lilt to 
gcncrate c l~loropropa~~ols .  L I I I ~ C S Sthe processing cond~tions arc \\ell contr~llei l .  

Ilc tosicit!. of'cI~lorol~rol~n1io1SIias heen disci~ssecl and re\ ie\vecl worlclu ide. 3-A4C'I1r) 
has heen S ~ O M I Ito caitse ca~lcer i l l  101ig-ler~iistudies \\ it11 aninialb. Silicc 1996. liia~i! 
regulatory bod~es.  Including those jn  the European I Illion. C'anada. and sc\ ern1 Asian 
coi~ntries. have recommended or recluircd that inciustr~, take steps to ensure that 3-MCP1) 
in acid-FIP or Asian-st~llc sauces does not exceed le\ els ranging from 0.01 ~xu.ls per 
million ( p p ~ i i )  to I ppm. 

I'rior to safety findings concerning cliloropropanols. FDA issued several n p i ~ i i o ~ ~  1ettel.s 
stating that acid-111' is gcncrallq' recognized as safe ((iRAS) for use in foods. 'l'licsc 
opinion letters did not identify limitations nl'use or specil j~ acc~-ptable levels ol'i~npuritics 
alicl. heing issued after 1058. are not tlie basis ti,r any prior sr~lictions. Many ol'thc 
opinion letters stated tliat the acid-HP he made lion1 materials suilable l'or limd usc (i.c.. 
li)od-grade) and produced according to good manufnct~~ring practice. 

14s noteci above. Asian-style sauces for \\:Iiich rlcicl-I~IP is lint an i~dclcd iugrcdic~lt also 
ma!; contain 3-IblC'l'D as a result of direct addition ol'l IC'I to so!,heans and other startilig 
materials. In 2 1 C'FR 182.1027. I IC'I is listed as (;RAS for use as n huf'ler and 
neutralizing agent in foods. In the manufacture of Asian-style sauces. 1 IC'I is used as u 
catal>,st lo stimulate a seaction between protein and \vriter. .l'Iiis use is 1101 to neutralize I il 
tlri\!es the pH away from neutral). and it  is not part ol 'a bufieril~g agent. As s ~ ~ c l i .  ils use 
in n iu~ iuf ' ac t i~ r i~ i  lX2.1057. lkl\rrc soy or Asian-style sauces is not co\~cred by 2 1 ('FR 
coricluding tliat the usc of a substance is not CiRAS. ho\?:ever. considcratio~i must bc 
gi\ en to \\.Iieiher its use meets the criteria Ibr (-iRAS. 

(icneral recognition of safety requires common knowledge about the substance 
tli1.0ug110~1ttlie scientific community lt~iowledgeablc ahout tlie safety of substances 
clircctly or indirectly added to food. 'The common I~~io\vledge element ot'tlic ( iRAS 
standard includes two tilcets: ( 1 ) data ant1 inli)r~nation relied on to establish ~ l i c  tecluiical 
c\,idence ofsaf'et!~ must be gcnelalljl a\railablc. and (2)  a basis to cnncludc that there is 
consensus among cluatitied experts ahout the salkt!. ol'tlie substance l'or its intendcd use. 
Ncillicr li~cct is. b y  itself. sufticient to satisfy tlie comnion kno\vledge ele~iient ol'thc 
(iI<AS standard. Actiolis by national and internatio~ial 1i)od safcty orga~iizntio~is and 
co~iclusionscancel-~iing thc c~ucinogenic rid< ~x)sed I>\: 3-M('I'l> demonstrate that there is 
not a co~isensus011sal'et!, i t  contains 3-MI('I'1> levels ~ l i a ~  fbr the use of acid-l IP \\iI~ol~ 
cxcccd 1 ppm or for tlie L I S ~of 1 IC'I in the manufact~lre of so!. o l  Asian-style sriuccs tliat 
r.cs~~llsin tlie formation of 3-MC'l~'T) at levcls greater than 1 p l m .  

I l l .  POLICY: 
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.\cid-1iP that contains 3-MCPD at le\,cls greater than 1 ppm is not (;RAS and. therefore. 
~t i:, an unsati- food additive. Additionall>, a level of 1 ppm or more of -3-MC'PD il l  Ihod 
colltaining acid-HP indicates that the le\fel of 3-MC'PD in the acid-1 IP inyredient e\;ceed\ 
1 Iym.  hecause \vatel- or other food components ui1I lo~ver the concentration. 

1:TI.A \viII consider the following concentrations 01'3-MC'PlI to llelp determine \sIiether lo 

takc enforcement action \vith regard to ncicl-HP and Asian-st>.le sauces containiny 3-
MC'PD: 

C'onccntrations of 3-MCI'D in Acid-1-If' &--Asian-Stylc Sauces 
Specimen 	 ---I 

\ai;~~l-st!~le sauces to allicli acid-HP u o s  addccl ( i . cxm(li i l~~ idhasis) 
acid-HP is included in the inzredient statement) 1 
Asian-st! le sauces Ihr \vhicl~ acid-HP is not listed in the ) I ppm (liq~lid basis) 
-	 1~nyredient statement (i.e., HCI is added to produce acid- 

1 [> ,A \ ~ i l ldeternli~le \&Inether to take enihrcement action against acid-141' and A~inn-sl!~lc 
\aLlces containing 3-MCPD on a case-13)-case basis. considering the totalit!, of the 
cil-cumstances. In any given case. FDA may decide to initiate an enforcement action 
against acid-Hl' or Asian-st) le sauces ui th  concentrations of 3-MCPD helou 1 ppm or 
decide not to initiate an enforcement action against acid-14P or Asian-st! Ie sauccs \s it11 
collcentrations of 3-MC'PlI at or aho\,e 1 ppm. 

'l'llc following represent factors to considcr in determining \vliether to rccomme~id seizurc 
or import detention to C'17SAN/Office of'Co~iipli~unceIDivisionoi'lnforcement ( 1  IFS-
605): 

1 .  	 The aciil-1-IP or Asian-style sauce contains 3-MC'I'D at 01.above thc applicable 
concentration, and 

3. 	 A validated analytical method is used to determine the presence oi'3-MC'I'D. 

\'. 	SPECIMEN CHARGES: 

1)omestic Seizure 

I'or acid-141' and Asian-style sauces to which acid-HP was added ( i  .e.. acid-14P is 
i~lcluded in the ingredient statement or documented throu,qln fornni~lalic>n inforination): 

lic article of food was adulterated when introduced into and while In interstate 

comnicrce and is adulterated ~ t h i l e  held for sale alter shipment in interstate 

commerce \i itliln the meaning of 2 1 I I.S.('. 343(a)(2)(C')(i)) ill that it 1~ca1.sallcl 
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contains a food aclditive. namcll acid-111'. that is ~lnsafi. \\itliin the ~iieaning 01'3 1 
I1.S.C'. 348. 

170r Asian-style sauces for ~rh ich  acid-FIP is not listed in the ingredient statement (i.c, 
I-IC'I is added to produce acid-HP irz ,si/f/): 

'l'hc article of food 1x1s adulterated when introduced into and while in interstate 
commerce and is adulterated \vhile held for sale after shipment in intei.state 
commerce, u;itIiin the meaning 01'21 I~!.S.C'.-342(a)(,2)(C')(i).in thai it  hears and 
contains a l i d  additive. namely liyil~.ocliloric acid. that is i~nsat'e \vitliill tlic 
meaning 01'21 I1.S.C'. 348. 

l~ n p o r t  Detention 

I-or acid-I IP and Asian-style sauces to which acid-HP was added ( i t . ,  acid-I-IP is 
i~icl~idedin the ingredient statement or docuinented throurrh Ior~nulation information): 

I'lle article of food is sul?ject to retilsal ot'admission pursuant to section 80 1 ( a ) (3 )  
ot'the ITFD&C Act in that it appc~u-s to be adulterated m ithin tlie meaning of section 
44)2(a)(2)(C')(i)of the FED&(' Act in that i t  bears and contains a food additi\e. 
n~~rnel!' acid-1-11], illat is unsafe \vithin the mcaning ol' section 400 of the l;lTD&C' 
\ct. 

c i . c . . 
-IIC'I is added to produce acid-HP in . s i l l / ) :  

flle 211-tick c)f ibod is sub,ject to refi~sal of admissio~~pursuant to sectioi~ 801 (;I)(?) 
o('t11cFFD&C Act in that it appears to 17e adulterated \\ithi11 tlie mea~iing of sectio11 
402(a)(2)(C)(i)of tlle [;I'D&(' Act in tliat it bears and contains a food additile. 
n:~melj hydrochloric acid. that 1s i~ncafe I\ itliin thc meaning of section 400 ol t lic 
I .  171)&(' Act 
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