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Contcrins Nonbilzding Recommendcrtions 

Guidance for Industry and FDA' 

Fish and Fisheries Proclucts Hazards and Controls 

Guidance Third Edition June 2001 : 


Letter to Seafood Processors that Purchase Grouper, 

Amberjack, and Related Predatory Reef Species 


Captured in the Northern Gulf of Mexico 


This gi~itlance represents tlie Food ant1 Drug Atlministration's (FDA's) 
current  thinking on this topic. I t  does not create o r  confer any rights for o r  on 
any person ant1 tloes not operate to bind FDA o r  the public. You can use an  
alternative approacll if the approach satisfies thc requirements of the 
;tpplicable statutes ant1 regulations. If you want to tliscuss an  altcl-native 
itl~proach, contact tlie FDA staff responsible for implementing this guitlance. 
If you cannot identify the appropriate FDA staff, call the appropriate 
telephone number listetl on the title page of this gaitlance. 

Dear Seafood Processors: 

I 111s letter is intended for seafood processors in the northern tiull'of Mexico and seafood 
processors that purchase grouper, amberjacl<. and related predatory reef species captured in the 
northern (iulf of Mexico to infor~n you of the Food and Drug Administration's (FDA's) 
concern ~ i t h  a number of recent outbreaks of ciguatera fish poiso~li~lg(CFP) that have heen 
rraccd to iisll from an area in the linited States where ciguatera was previously extremely 1-21-c. 
It 111odifies our previous guidance on this sub,ject (See Fish and Fisheries Products Hazards 
,lnd ('ontrols Guidance, T1711.dEdition June 2001. ht tp: , ' /~uv, .c t kan . f~ ta .~ rov lg~~ida l l c~1111113). 

M'e also outline the actions that we recolnmend you talte to minimize the risk that fisli that )r OLI  

~1141r11~~1tc in this gi~idance will cause CFP. 'Tlw recomme~~dat io~~s  0 1 1 1 ~  pertail1 to grouper. 
,~mheriaclt,and related predatory reef specie^ associated with CI'T'. 7'11is guidancc does 1101 

1 11115g ~ ~ i c l a ~ i c c  t l ~ c  I ) i \  ision 01' Scaii~od S;II>~!' i l l  lhe C'c~ilcr ti)^ I:ootl Sali.l! illid ; \ ~ l~ l i cc I  ha\ I,ccti l,~.cp'~l-ctl I,! N L I I I . I ~ I ~ I ~  
;I [  Ilrc I1.S I 'oot l  anti I I rug  Ad11iinihtr;llion. 



~>crtaii~to o~lier species of fish that liave not heen associated witli CFP. 

I DA's guidance documents, including this guidance. do not establish legally ellforceable 
I cspo~isibilities. Instead. guidances describe the Agency's current thinliing on a topic and 
should he viewed only as recomnlendations. unless specific regulator!^ or statutory 
I ccluwemcnts are cited. l'lie use 01' [he word .sl7ould in Agency guidances means that 
\omellling is suggested or recommended, but not required. 

( '1'1' I S  caused by the consumption of fish that have eaten toxic marine algae directly or [lint 
lia\re eaten other toxin-conta~ninated tish. The ciguatera toxin(s) accu~nulate in the Ilcsli ol' 
~~ ' cda to rspecies of reef d\vclliiig fish. which are then liar\ested either commerciall~ or hj. 
1.ccrcaliona1 fisherman-thus the potential for ciguatera tisli poisoning. Not all tish \I itliin ;I 

Y I \  cn rccf or con~illon catch are equally contaminated: tis11 caught side by side may have 
\\ iclcl>' differing coiitainiilatioll levels. Ciguatera is common in tropical and subtropical areas 
oi'the Soi1t1i Atlantic Ocean bordering the Caribbean Sea. tlie Caribbean Sea. tlic Soiitli I'acilic 
( kcan, and the Indian Ocean. 

('1.P is characterized by gastrointestinal symptoms ot nausea. vomiting. diarrhea. and 
neurological s~mptoms of numbness and tingling around the moutli with general and  
~ntcnsificd pricltly feeling in the skin (paresthesias). joint pain (arthralgia). muscle pain 
(~ i~~zalg ia) .headache. reversal of liot and cold sensation, and acute sensitivity to temperature 
c\trcmcs. vertigo and muscular wealii~ess. C'ardiovascular symptoms can include irregular 
Ilcarthcat (arrhythmia). slow heartbeat (bradycardia) or rapid heartbeat (tachycardia). and 
~~clucedblood pressure. Tlie onset of the disease takes place sliortly after the ingestion of tosic 
lisli and generally subsides in a few weelis. However. severe cases liave heen Itno~vn to cause 
I ccurring neurological symptoms lasting for months to years. 

111 thc Fcderal Register of December 18, 1095, FDA published the seafood HACC'P ( i i~~za rd  
."\nirl!,sis and Critical Control Point) 1.egu1ation (60 FR 65096). Tlie seafood I-IAC'C'I' 
~ . c~ i~ la t ionrequires seafood processors to co~~duct  an analysis of 1.1ie potential li)od sal'ct! 
hazards tliat are reasonably likely to occur witli the seafood p~.oducts they proccss and 10 lia\,c 
i111tl implement written I-IAC'C'P plans to control any linzal.ds identified in tlic hazard anal!,sis. 
171>A has published three editions of the Fish and Fisheries Products I-iazarcis and C'ontrols 
(iuidancc (the (iiiide) as assistance to tlie seafood processing industry in developing scali,od 
I IAC'C'P 131-ograms. The Guide covers food safety liazards that are associated witli tish and 
lislier!; products and provides examples of I-ecommended preventive measures lo minimize the 
lil;cliliood of a hazard's occurrence. C'FP is one of the li)od safety Iiazards discussed in the 
i c e .  Witli respect to C'FP. tlie Guide recommends that processors who 13~1rcIiasc IisIi 
ilil-ectI!; Ilom fishermen (primary processors) screen the potentially ciguatoxic fish b y  areas ol' 

7 .c:~l)tiricin regions \vIiel-c ciguatera occul-s. I Ilose species of fish that have been cal,lu~.cil i n  
arcas \vhere ci gi~atel-ir is linown to be present should not be purchased. 



-- 

l'lic most recent editioii of the Guide, Fish and Fisheries Products Hazards and Controls 
( i~~id:uicc.Thin/ Edition .Iiuie 2001. advises that cigiiatera is not generally associated 1vit11 lish 
captured in the ~~or thern  Gulf of Mexico. This is no longer true. Several rcccnt illness 
O~thrcalis have been linked to grouper and arnberiacl< species captired near thc 1;lowcr (iarclcn 
I3anlis National Marine Sanctuary area in the northern (;ulf of Mexico. Onsafe conccnt~.ntions 
01' ciguatcra tosin have been found in commercially caught marbled gl.ouper ( I ~ > ~ J I ~ I I I ~ I I ~ ~ ~ J / I ~ . ~  
1 ~ 1 1 c l 1 s )I ) gag grouper (r\.~lj~c~/cr~o/~cl.c~~r g r o ~ ~ p c r1 1 o 1 c 1 ,  scamp 
( . \ I I ' ( . I ~ I . O ~ I C ~ ~ . L Iand a~ilbe~:jacli ( ,Ve~~iol~l that were associated with these j711~n~r.r). L I I I I I ~ L J T ~ I ~ )  
ill~~csses.FDA has also conducted analyses of local fish populations in that rcgion and 
tlctcctcd in safe concentrations of cig~~atoxin l~trrrl~cli~lrr).in barracuda (,Yl?liy~.ucnc~ Based o n  
~ h c  aho~le information. FDA is revising its guidance and now considers CI'P a reasonably 
IiI\cly hazard for hogfish. grouper, and snapper species of concern (see below) captured within 
10 miles of tlie Flowcr Garden Ba~llts National Marine Sanctuary. and ambe~:jack. I~arracucla 
;\nil otlicr pelagic species of concern captured within 50 miles ol' the sanctuary. FDA advises 
pl'i~iiary processors of these species in the northern Gi~lf01' Mexico to re-evaluatc Llieil. 
I IAC5('P plans. FDA fi~rther recommends that primary processors avoid piu-chasing these 
slxxies in  tlie areas described above. 

'l'llc species of concerll within 10 ruiles of tlie Flower Garden Banl<s National Marine 
S~1nct11a1.yand ad.jacent areas include ~narbled grouprr (Dcrlnatolcpis (E1)ine/711clzr.v) inc~l.n~i.s). 
hogfish ( L ~ l c ~ h ~ i o l ~ ~ i ~ ~ i ~ r , ~hlacltfin snapper ( L I I ~ ~ L I M L I . ~  S I I ~ ] . ) I ~ C ~~il(lt.ill)~l.s). /?LIL . cL I~?L ' I /L I ) .  dog 
( 1,111jlrn11.sjoc11). gag ~ ~ i i ~ : ~ * o I c ~ j ~ i ~ s ) .  ( ~ \ ~ J ~ c ~ / L ~ I . o / ? c ~ I . ~ ~ L Igroi~per ( A{~!c~/e~~oj?ere~cr sca111p grouper 
/ ) I I O / I ~ I . Y ) .  yellowfill grouper (kt]~c./cl'o/?er~~cli~cncno.scr).-l'Iie pelagic species of concern n:ithin 


miles of the sa~ictuary are: yellow jack (('c~ruri,yoide.s(( ' C I ~ L I I I . )  I~o~sc-c! .~
~ ~ C I ~ / / I O ~ O I I I C I ~ ~ ) ,  
jacli ( ( ' L I I . ( I I ~ , Y  ILI/w.T).black jack ( C  'tr~,crl~sltlgz~h~.i.v), ~ ~ ~ I I ~ L I I ~ ~ Iking ~iiackerel ( , V c o n ~ l ~ ~ ~ ~ o r ~ i o ~ ~ ~ ~ . s1. 
; Imberjacli (,Sorio/tr dz4n1eriIi). anci barracuda ( ,V~I~ IJ : I~ I ICI I (~~ L I I * I ' ~ I ( ' ~ I ( I ' ~ I ) .  

"\ srou are aware. fai1~u.e to meet the requirements of the seafood HACCP regulation 111aj1 
cause products to be adulterated under section 402(a)(4)of tlie Federal Food. Drug. and 
('os~netic ACL (21 {J.S.C.342(a)(4)).The agency intends to continue to monitor the presencc 
o l ' c~g~~a te rain tlie norther11 Gulf of Mexico and the application of seafood HACCP controls bq 
\cali)od l>rocessol-s. 



Contains Nonbinding Recommendations 

We recognize and appreciate the efforts that you have taken to date to provide seafood that is 
safe to U.S. consumers, and we are confident that you will continue to work proactively to 
pursue this goal. 

D.V.M., Ph.D. 
Director 
Center for Food Safety and Applied Nutrition 


