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Contact: CommenaLty and coaemic Devslopm-t IT.
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and Drug dministration.
Congressional elevance: Baou" rsnitte o I. 4 gZr £U .1 4

Foreign Commerce: Oversigk& ad Investig,:a ms $ '- ssAtte.
Authority: ederal Food. rog, ad Cosmoetic :A of t9j, as

amended. fEvderal lasecticide, u8gcide, A:.4 t.,V4ostictide act
of 1947, as amended.

The Environmntal Protect4om ge1cp (Eft) -s
responsible for establishig all teleran;:,s foz pe icide
residues on the basis of data su*bitt'i P, ' r<'titinaers
concerning the nature, laevel end toiiA4 o -' tbe iAme. The
Food and Drug Administration (FDl) is egpoar tle for enoiciag
toleranct and accompliahes this by testing food sampLes to
determine if xesidas eaceed tolerance limits. The .merican
public has not been mdaquately protcted from potential Bamrds
of pesticide use baause of inOdeguate efforts to implement
existin Federal laws. EPrA etablisAao mr.n tolerances witut
sufficient text data to deteraia te lvul of pesticide rsidue
that would likely remain on a Crop after tretsent or the
potential of the pestici4e to cause cmav era, lit. defects, gene
mutations, or reproductive dfficuities. B& did not always
comply with its own procedurs or limiiag aggregate tolerances
ar.d registered pesticides for use on food crops without setting
associated tolerances. FBDA generally did not test food for over
75% of the pesticide residues for which toLerances had been
established. followap review of BR& ad FD actions indicated
that little progress has booeen ade. ta giaps still eainit.
Residues at 195 pistiiddes for which tolerances have bems
established are seldom,. f *ver, aoaitored in the fod supply.
and 21 pesticios suspected of causia canoer have 61
individual tolerances that will not he sonitored by FDAr mBort
frequently used test. (R)
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FEDERAL EFTORTS MO RE!UhT
PESTICIDE RESIWDUE IN FOOD

MR. CEIMAN AND MEBERS OF TE SUECIT ITEE:

WE APPEAR BEFORE YOU TODAY TO DISCUSS OUR REPORT TO THE CONGRESS

DATED CE1BER 4, 1975, ENTITmED "FEDERAL PESTICIDE P:ISTRATIONP PROGRAM:

IS IT Pi NG THE PBLIC ND TE IE'I ENT ADECUATELY FROM PESTICIDE

ZAR6?". IN RESPONSE TO YOUR RE =EST WE HAVE CMPLETED A FOLLCWJP

STUDY -yO DEINE WHAT ACTIONS THE ENMVI AL PROECrION AGENCY

(EPA) AND THE FOOD AD DR;G ADMINSTRATION (FDA) HAVE TAKEN ON OCR

RECIOMMEIDATIONS ON REkATIN G PESTICIDE RESIDUES IN FOOD.

BASIC LIGAL AUTIK.TIES FR REIlATII; P-STICIDES ARE (1) THE FEDERAL

INSECICIDE, F,XCIDE, AND REDENTICIDE ACT OF 1947, AS AMNDED, AND

(2) TEE FEDERAL FOOD, DM AND COSMETIC ACT OF 1933, AS AMNDED. AUIROPITY

FOR AMINISTIRING THE 1947 ACT AND CERTAIN SECTIONS OF THE EARLIER AT

WERE TRANSFERRED FROM THE DEP'ENT OF AGRICULTURE AND FN FDA ALONG

WITH TE RESISI BLE OR2NIZATIC(TL ELENTS TO EPA ON DECEMBE 2,

1970, PURSUANT TO THE RERGANIZATIC PX' WICH EFSABLISHED EPA.



PESTICIDE TOLERANCES

PESTICIDES USED ON FOOD AND FEED CIlOuS NCLUDE INSETICIDES, HFB CIDES,

FUNGICIDES, AND PANT REGUIATORS. IF A PESTICIDE APPLIED TO A GCWING CROP

REMAINS IN OR ON FOOD OR FEED, A TOLERANCE OR MAXI!4UM ALLOWBLE PESTICIDE

RESIDUE IS REQUIRED TO BE ESTABLISHED AT A LEVEL WICEI WILL NOT HA1 CON-

SUMERS. EPA'S OFFICE OF PESTICIDE PROGRAMS ESTABLISHES ALL TOLERANCES

FOR PESTICIDE RESIDUES ON THE BASIS OF DATA SMIITED BY THE PETITIONER

AS TO THE NATURE, LEVEL, AND TOXICITY OF THE RESIDUE.

ANY PESTICIDE RESIDUE ON FOOD IS CONSIDERED UNSAFE ULESS A TOLERANCE

HAS BEEN ESTABUSHED AND THE .MCLT OF RLSIDUE REMAINING IS WITHIN THE LIMITS

OF THAT OLERANCE. A PER.ENT TOLERANCE IS TO BE STABLISHED ONLY AFTER

EPA IS SATISlIED THAT THE DATA SUBMITTED BY %HE PETITIONER IS ADECUATE TO

SUPCRT THE SAFETY OF THE PROPOSED TOLERANCE. IN SOME CASES, AN EXDIPTION

FROM THE RECUIREENT FOR A TOLERANCE MAY BE GRAILED.

FDA IS RESPONIBLE FOP ENFOCING TOLERANCES AND ACC0TPLISHES THIS BY

TETING SAMPLES OF FOX TO DETEIINE IF RESIDUES EXCEEDING TOLERANCE

LIMITS EMAIN. ANY FOOD PRODUCT CONAING RESIDUES OF A PESTICIDE

FOR WHICH A TOLERANCE HAS NT BEEN ESTABLISHED OR CONTAINING RESIDUES IN

EXCESS OF ESTABLISHED TOLERANCES IS CONSIDERED ADUILTERATED AND IS PR-%IBITED

FROM INTERSTATE COMMC E. FDA CAN RFAOVE SUCH PODUCTS FROM INTE1TATE

COMMERCE AND IMPOSE PENALTIES ON VIOLATJRS.

IN CUR REPORT WE CNCLUDED THAT THE AMERICAN PUBLIC HAD NOT BEN

ADEQUATELY PROTECTED FROM THE POTENTIAL AZARDS CF PESTICIDE USE BECAUSE

OF INADEQUATE EFFORTS TO IMPLEMENT EXISTING FEDERAL LAWS. THIS CCNCLUSION

IN PART WAS BASED ON OUR FINDINGS THAT
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-EPA ESTIBLISHD MAVY TOILERANES WITI SUFFICIEIT TEST DATA TO

DEPTLEINE (1) THE EVEL OF A PESTICIDE RESIDUE THAT WOULD LIKELY

REIAIN ON A CROP STER TA'NT, AND OR (2) TE POENTIAL OF

THE PESTICIDE TO CAUSE CANCERS AND OTHER TLORS, BIRTH DEFECTS,

PEIMA T GENE MJTATIONS, OR REPRCX'TIVE DIFFICULTIES.

-EPA DID ENT ALYS CPLY WITH IS PROCE RES FOR LR!TINCM

AG=EGATE TOLERANCES T THE ACCEPTBLE DAILY INTAKF OF THE PESTICIDE.

-EPA REGISTERED PESTICIDES FOR USE 'ON FOOD OR FEED CPS WITHOUT

SET.ING ASSOCIATED TOLERANCES.

-FDhI GENERALLY DID NOT TEST FOOD FOR OVER 75 PECENT OF THE

PE ICDE RESIDUES F. WHICU PESTICIDE TOLJERACES HAD BEEN

W$ABLISHED.

CRZ FOLLOWUP RE.W OF ACTIONS TAKN BY EPA AND FrA TO IMPLEmNE

OUR RIEDNCO %TION; SHCO THAT )JTLE RESS HAS BEEN MADE. FOR EXAMPLE:

--DATA GAPS STILL EXIST AND RSTRAI HAVE NOT BEEN OFFICIALLY NOTIFIED

TO SUBMIT THE MISSING DATA BY SPECIFIED DATES.

-RESILES OF 195 OF THE 68 PESTCIDES FOR WHICH TOLERANCES HAVE BEEN

ESTABLISHED ARE SELDOM I EVER MOWfI"RED IN THE FOOD SUPPLY AND 21

PESTICIDES SUSPTElD F CAUSING CANCER OR CT9ER TUMORS HAVE 661

INDIVIDUWiL TOLERANCES THAT WILL NT BE MNrIORED BY FDA'S MOST

FREUENrLY USED MLTTRESI TT, THESE TOLERANCES AFFECT A MAJOR

PORTION OF OUR FOOD SUPPLY.

THESE DEFICIENCIES AND THE NEED FR CREC2rvE ACTIOUS Y EPA AND FDA

ARE THE SUBJECT OF OR TESTIMONY DY.
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TOLERP:rCES ASED ON IADEATE SAFETY DATA

ALTXIG, REQUIREJ BY EPA REGULATIONS, MANY SAFETY TESTS DESIGNED TO

DETE4RME THE TL'CIAL OF PESTICIDES TO CAU:E CANCER AND OTHER ORS,

BIRTH DEFECTS, 'ER4AET GENE MUTATIONS, AND REPtlClTIVE DIFFICULTIES

HAVE NOT BEEN CO'LETED TO SUPPORT FOOD RSIDUE TOIRANCES ESTELYSHED

BY EPA OR ITS PREDLESSOR. THESE TESTS AE NECESSARY TO INSURE THAT

TOLERANCES ARE SET A LEVELS WHICH WILL NOT ADVERSELY AFFECT T0SE EATING

FOOD TREATED WITH THE ESTICIDE OR EATI:;Z MEAT OR ANIMAL PROUCTS SUCH

AS MILK AND EGGS FOM ANIMALS THAT CONUME PESTICIDE-TREATED FEED.

EVEN TXJGH MANY PESTICIDE TOLERANCES IN USE TODAY WERE ESTABLISHED

BEFORE SEVERAL IMPORTANT SAFETY TESTS WERE RUIPVIM, EPA DOES NOT PEEVALUATE

THESE TOLEPANCES IN TERMS OF THE NW DATA REQUIREMENTS TO INSURE THAT WEY

PROVIDE ADEQUATE PROTECTION.

3UR 1975 REPORT NOTED THAT 36 RANDOMLY SELECTED PESTICIDE CHEMICALS

WHERE TOLERANCES HAD BEEN ESTAELISHED LACKED THE SAFETY DATA THAT IS NW

REQUIRED SEVEN OF THE CHENICALS LACKED CANCER STUDIES, 7 LACKED REPPCTIO

STUDIES, 14 LACKED BIRTH DEFECT 3TUDIES, AND 23 LACKED MUTATION STUDIES.

ALT. OF THESE STUDIES HAVE BEEN FCJUIRED SINCE 1972.

EVEN AFTER NEW STUDIES WERE REQUIRED, WE NOTED SEVERAL CASES

WHERE TOLERANCES FOR ADDITIONU, USES OF A PREVIOUSLY REGISTERED PESTICIDE

WERE GRANTED WITUT SUEMISSION OF SUCH DATA. FOR [LAMPLE, EPA GRANTED

TOIERANCES FOR ADDITIONAL USE; OF CAORGPENITHION AND CACODYLIC ACID

AFTER BIRTH DEFECTS AND GENE MUTATION STUDIES WERE REQUIRED IN 1972 WITHOUT

SUbMISSION OF THESE STUDIES. CACODYLIC ACID IS SUSPECTED OF CAUSING CANCER,

GENE MUTATIONS, AND ADVERSE EFFECTS ON REPRODUCTION. IN ADDITION, EPA
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HAD NOT SET A TOLERANCE FOR C;\PBOPHENT ION RESIDUES IN MILKF, EVEN T IG13i

EPA WAS AARE IN 1973 THAT ITS USE IN DAIRY CATTLE FEED WOLD RESULT IN

RESIDUES IN MILK. rLi MAY CONSTITUTE THE ENTIRE DIET OF INFANTS WHO APE

MORE SSCEPTIBLE TO THE ADVERSE EFFECTS OF PESTICIDES THAN ARE ITHERS IN

THE POPULATION.

IN RESPONSE TO OUR RECOCMENDIONS, EPA STATED THAT DATA GAPS SUPFORTING

TOLERANCES WOULD BE IDENTIFIED AND REGISTRANTS WOULD BE PROVIDED A REASONABLE

PERIOD TO DEVELOP THE DATA.

EPA ATIO

EPA HAS INEORfD 0S THAT IN APRIL 1977 ITS SCIENCE ADVISORY BOARD

WAS ASKED TO DY THE SCIENTIFIC FO 3DA~TI'IS CF THE ENTIRE TOLERANCE

SETTING POGRAM. EPA SAID IT WAS HOPEFUL THAT THE BOARD'S REPORT WILL

PROVIDE (1) THE GROUNEDDRK FOR ANY NECESSARY OVERHAUL OF THE TOLERANCE

SETTING SYSTEM, AND (2) AN ORDERLY WAY TO REVIEW EXISTING TOLERANCES

AND REVOKE OR MODIFY THEM APPROPRIATELY.

EPA TOLD US THAT WHILE NO FORMAL PROCESS NOW EXISTS FOR REVIEWING

PREVIOUSLY ESTABLISHED TOLERANCES ON A LARGE SCALE, THERE IS A PROGRAM

FOR REVIEWING THE HEALTH AND SAFETY OF PESTICIDES USED ON FOODS CALLED THE

REBUTTABLE PRESUMPTION AIGAINST REGISTRATION (RPAR) PROCESS WHICH WAS

IWW4ENTEM AFTER ISSUANCE OF THE GAO REPORT IN DECEMBER 1975. THIS PROCESS

IS INTENDED TO PROVIDE A DETAILED REVIEW OF THE SCIENTIFIC DATA SUPPORTING

REGISTRATION OF PESTICIDES WITH PlNTIAL ADVERSE EFFECTS EXCEEDiNG

ESTABLISHED RISK CRITERIA; THOSE THAT ARE FOUND TO PE AN UNREASONABLE

RISK WILL BE SUBJECT TO EPA CANCELLATION ACTION. AS OF JANUARY 1978 THERE

WERE 19 PESTICIDES THAT WERE EING PEVIEWEDn LtNDER THIS PESS NTD At"CrEP.

60 THAT MAY BE REVIEWED. WHILE THIS PROGRAM IS A LAUDABLE EFORT, IT IS
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DIRECTED TOD THOSE PESTICIDES WHICH HAVE ALREADY BEN IMPLICATED AS

HAVING P(rENIAL ADVERSE EUMAN HEALTH EFFECTS. ONLY 7 OF THE 36 CHEMICALS

DISCUSSED IN OUR 1975 REORTy AS LACKING SAFEY STUDIES WILL BE COVERED

BY THE PROCESS.

EPA PUBLISHED IN THE FEDERAL REGISTER IN FEBRUARY 1976 A LISTING

OF 442 REGISTERED PESTICIDES WHICH LACKED STUDIES THAT WULD REQUIRE OVER

2 YEARS TO COMPLETE. EPA HAS NOT YET DIRECTED REGISTRANTS TO COMPLETE

THESE STUDIES, AND ALTHOUGH 2 YEARS HAVE ELAPSED SINCE OUR REPORT WAS ISSUED,

LITTLE PROGRESS fAS BEEN ACHIEVED IN OVERHAULING THE TOLERANCE SETTING

SYSTEM.

TERANCES BASED ON INADEQUATE RESIDUE DATA

TOLERANCES WERE ESTABLISHED IN 1955 FOR 28 PESTICIDES USED O ABOUT

50 CROPS. WE LOOKED AT 10 COMMON CROPS SUCH AS APPLES, BEANS, AND PEACHES

FOR WHICH 143 TOLERANCES HAD BEEN ESTABLISHED; RESIDUE DATA WAS NOT AVAILABLE

FOR 91 OF THE TOLERANCES. OF THE REMAINING 52 TOLERAXES ESTABLISHED, ONLY

6 ACCUPATELY REFLECTED AVAILABLE RESIDUE DATA, 27 WERE SET ABOVE AND 19

WERE SET BELOW KNOWN RESIDUES REMAINING ON THE CROP. TOLERANCES SET AT

ARTIFICIALLY HIGH LEVELS MAY SUBJECT THE PUBLIC TO GREATER THAN NECESSARY

PESTICIDE RESIDUES IN OOD. TOLERANCES SET BELOW THE ESIDUE LEVEL EXPECTED

FROM PROPER APPLICATION OF THE PESTICIDE MAY RESULT IN EXCESSIVE RESIDUES

WHICH WOULD RENDER THE FOOD ADULTERATED, AND SUBJECT TO FDA REMOVAL PROM

INTERSTATE COMM1RCE.

EPA ACTIONS

EPA STILL BAS NOT REQUESTED RESIDUE DATA EXCEPT FOR THOSE TOLERANCES

TO BE EXAMINED UNDER THE REBUTABLE PRESUMPTION AGAINST REGISTRATION PROCESS.

EPA INFORMED US 'HAT IT WILL REVIEW THE ADEQUACY OF ESTABLISHED TOLERANCES
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AS GENERIC STANDARDS ARE DEVELOPED FOR ACTrIV: INGREDIENT PESTICIDE CHEMICAtS.

GENERIC SW3DRDS ARE AN INEGRAL PART OF THE RREGISTRATION OF ALL PESTICIDES

MANDATED BY THE LAW. EPA STATED IN RECENT C(NGRESSICtW% TESTIMONY THAT

REREGISTPiTION WILL TAKE BETWEEN 10 AND 15 YEARS.

ACCEPTABLE DAILY INTAKE OF
PESTICIDES NOT CLtSIDERED

EPA DETERMINES THE ACCEPTABLE DAILY INTAKE FOR RESIDUES OF EACH

PESTICIDE WHICH MAY BE PRESENT ON FOOD. ACCEPTABLE DAILY INTAKE FOP MAN

IS USUALLY 1 PERCENT OF THE PESTICIDE CONCENTRATION FUND TO HAvE NO TOXIC

EFFET IN TE MOST SENSITIVE ANIMAL SPECIES 'TSTED.

EPA DETERMINES THE TOTAL POSSIBLE EXPGSURE TO PESTICIDE RESIDUtES THAT

COULD BE PRESENT IN EACH FOOD CCMMODITY IN THE AVERAGE DIET CF AN AMERICAN

MALE. THE RESIDUES FROM EACH FOOD COMMODITY AE THEN TOTALED AD CCtARED

TO THE ACCEPIABLE DAILY INTAKE. IF THE TOTAL RESIDUES P)R A PESTICIDE

FROM ALL C~ODITIES ARE BELOW THE ACCEPTABLE DAILY INTAKE FOR THAT PESTI-

CIDE, THEN THE TOLERANCES ESTABLISHED ARE CONSIDERED TO BE SAFE.

WE FOUND SOME INSTANCES WHERE THE TOTAL PESTICIDE EXPOSULRE EXCEEDED

ACCEPTABLE DAILY INTAKE. FOR EXAMPLE, EPA HAD SET TOLERANCES FOR TOXAPHENE

IN OVER 50 AGRICULTURAL COMMODITIES AND FOR PARATHION IN ABCUT 70 COMMODITIES.

IN SETTING THESE TOLERANCES EPA DID NOT CONFORM TO ITS STATED PROCEDURES

FOR COMPUTING AND LIMITING TOTAL PUBLIC EXPOSURE TO THESE PESTICIDES IN FOOD--

POTENTIAL PUBLIC EXPOSURE TO TOXAPHENE WAS ArOCST FOUR TIMES AND TO PARATHION

WAS ALMCST TWICE THE ACCEPTABLE DAILY INTAKE. WE RECOMMENDED THAT EPA

LNIFORMLY APPLY ITS STATED METHODOLOGY, LIMITING PUBLIC EXPOSURE TO PESTICIDE

RESILUES IN FOOD.



EPA ACTIONS

1N JANUARi' 1978 EPA TOLD US THAT ADDRESSING THE APPROPRIATENESS OF

ACCEIY[ABLE DAILY INTAE IN THE TOLERANCE-SETING PROCESS WAS ONE OF 'TOSE

AREAS REFERRED TO EPA'S SCIENCE ADVISORY BOARD IN APRIL 1977. IN DECEMBER

1977 THE BOARD HAD SUEMITTED A PLAN TO EPA FOR CARRYING OUT ITS REVIEW

OF THE TOLERANCE-SETTING POCESS. NO DATE HAS BEEN SET FOR COMPLETING THE

PEOJECT.

PESTICIDES MARKETED WITEXTU A TOLERANCE

EPA HAS PEPMITED THE REGISTRATION OF PESTICIDES RESULTING IN RESIDUES

ON FOOD WITHOUT ESTABLISHING RELATEr TOLERANCES. FOR EXAMPLE, SOME USES

OF CHLORDANE RESULT IN RESIDUES IN MILK; HOWEVER, TOLERANCES FOR SUCH

RESIDUES HAVE NOT BEEN SET. THUS, USING THE PRODUCT ACCORDING TO LABEL

DIRECTIONS COULD ADULTERATE MILK.

WE HAD REPORTED THAT IN JUNE 1972 EPA'S TOXICOLOGY BRANCH HAD STRONGLY

OBJECTED TO THE CONTINUED REGISTRATION OF CHLORDANE, ENDRIN, HEPTACELOR,

AND SILVEX FOR CERTAIN USES BECAUSE AVAILABLE TOXICITY DATA DID NOT SUPPORT

THE PROPOSED TOLERANCES OR BECAUSE RESIDUE DATA WAS IISUFFICIENT TO DETERMINE

APPROPRIATE TOLERANCES. DOWEVER, THE OFFICE OF PESTICIDE PROGRAMS OVERRULED

THE TOXICOLOGY BRANC3, STATING THAT ABSENCE OF A TOLERANCE DID NOT PRECLUDE

REGISTRATION OF THE USES AND THAT THERE SAEMED TO BE ONLY A WEAK CASE FOR

CANCELLATION.

EPA ACTION

AS OF JANUARY 1978 EPA HAD NOT SET TOTERANCES FOR ANY OF THE

QUESTIONED USES OF CHLORDANE, ERIN, HEPTACELOR, AND SILVEX-ALL OF

WHICH ARE SUSPECTED OF CAUSING CANCER OR OTHER TUMORS. THE MANUFACTURE
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OF CNE AND HEPTRCHR WAS SUSPENDED ON JULY 30, 1975, BUT AS YET THE

REGISTRATIONS HAVE NOT BELN CANCELED. PU Rr., ENDPIN IS UNDERGOING EPA

SCIENTIFIC SCRUTINY TO DTERMINE WHETHER CAKELEATION ACTION IS WPPANTED

AND SILVEX IS BEING CONSIDERED FOR SIMILAR SCRUTINY.

QUESTIONABLE INTERIM TOLERANCES ESTABLISIED

EPA ESTABLISHED INTERIM TOLERANCES FOR SE OF SOME PESTICIDE WHILE

THE REVIEW OF THE PERMANENT TOLERANCE PETITION WAS IN PROGRESS. INTERIM

TOLERANCES WERE USUALLY ESTABLISHED WHE (1! CUESTIONS OF SAFETY EXISTED,

(2) INADEQUATE DATA WAS PIIDED ON RESIDUE LEVELS, OR (3) PETITIONERS

SUBMI1TED NO DATA TO SJPPORT THE SAFETY OF THE PROPOSED USES. GUIDELINES

HAD NOT BEEN PREPARED COVERING ITERIM TOLERANCES. ALTHXOGF ESTABLISFING

AN INTERIM TOLERANCE ALLOWS THE USE OF A PESTICIDE WTHOUT THE TREATED

FOOD PRODUCT BEING CONSIDERED ADULTERATED, IT BY NO MEANS ILSURES THAT

'SUCH RESIDUES CAN BE CONSUMED SAFELY.

WE RECOMENDED THAT EPA REVIEW THE JUSTIFICATION FOR I14TFRIM TOLERANCES

IN LIGHT OF ITS RESPONSIBILITY TO PRIECT THE PUBLIC FROM PESTICIDE HAZARDS,

I)tEMOP GUIDELINES, AND IF NEEDED, PREPARE LEGISLATION COVERING THEIR USE.

WE ALSO REOMMDED THAT THE STATUS OF ALL EXISTING INTERIM TOLERANCES

SE,0ULD BE REVIEWED FOR CONFORMITY WITH THE GUIDELINES.

EPA ACTIONS

IN OUR REPORT WE CTED SIX EXAMPLES OF INTERIM TOLERANCES ESTABLISHED

BETWEEN 1967 ND 1974 WHICH WERE NOT SUPPORTED BY ADECUATE SAFETY OR RESIDUE

£ATA. AS OF JANUARY 1978, ONE OF THE SIX HAD EXPIRED, V WERE CCNVERTED

TO PEIMANENT TOLERANCES, AND THXEE WERE STILL IN FORCE AS INTERIM IOLERANCES.

AN EPA OFFICIAL TOLD US THAT THE THREE HAD NOT BEEN UPGRACED TO FULL TOLERANCF.

STATUS BECAUSE THE DATA GAPS HAD NOT BEEN FILLED BY PETITIONERE. THE THREE
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PESTICIDES WITH IEM TOLERANCES ARE ALL UNDER SCIENTIFIC SCRL7INY IN

EPA'S EVALTION POCESS TO DETERINE IF CONTINUED REGISTRATION OF THE

PESTICIDES IS WARRANTED.

WE ALSO NOTED THAT THERE ARE 18 ADDITIONAL INTERIM TOLERANCES WHICH ARE

STILL IN EFFECT; 2 ARE FOR CHENICALS THAT ARE BEING CANCELLED AND 6 ARE

FR CHEMICALS EITiER BEING SUBJECTED TO, OR CONSIDERED FOR, THE EVALUATION

PROCESS. THESE TOLERANCES AVE NOT BEEN CONVERTED TO PEANENT TOLERANCES

BECAUSE RESIDUE OR SAFETY DATA HAS NT YET BEEN P VIDED BY THE REGISTRANT.

WE NOTED FURTHE THAT ALHOUGH THEY ARE NOT CALLED INTERIM TOLERANCES,

EPA ZCNTINUES TO SET SME TOLERANCES WITHOUT REUIRING S*AFETY DATA. FOR

EXAMPLE, TOLERANCES HAD BEEN ESTABLISHED DUPING 1976 AND 1977 FOR PESTICIDES

WITHOUT STUDIES AS TO THEIR iTENTAL FOR CAUSING CANCERS OR OTHER TMORS,

OR BIRTH DEFECTS.

FDA NOT TESTING FOR MOST
PESTICIDE RESIDUES IN FOOD

IN 1975 WE REPORTED THAT FDA WAS NOT TESTING FOR RESIDUES IN FCOD

FOR 179 O THE 23 PESTICIDES WHICH HAD TOLERANCES. FDA USED A MULTIRESIDUE

TcST HICH IS CAPABLE OF DETECTING 54 PARENT-CCtPOUND PESTICIDE CHEIICAS-

PRIMARIL'. INSECTICIDES-AND ABOUT 90 OF THEIR METABOLITES IN FOOD. FDA

TOLD US THAT SUITABLE MULTIRESIDUE METHODS WERE NOT AVAILABLE FOR MOST

REGISTERED PESTICIDES, AND AS SUCl, THESE PESTICIDES WERE NOT R1OLINELY

INCLUDED IN FDA'S SURVEILLANCE PROGRAM.

FrA'S MULTIRESIDUE TESTING CAPABILITY FOR OTHER TYPES OF PESTICIDES

WAS EXTREMELY LIMITED. FR EXAMPLE, 63 OF 72 HERICIDES AND THE MOST WIDELY

USED FUNGICIDES HAVING TOLERANCES WERE NOT DETECTABLE WITH FDA'S MULTIRESIDUE

TEST. THIS IS ESPECIALLY SIGNIFICANT BECAUSE HERBICIDE USE IS GREATER THAN

INSECTICIDE USE ANU BECAUSE A DECOMPOSITION PRODUCT OF THE FUNGICIDES IS
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SULSPECTD OF CAUSING CANCER. THE IMPACT ON THIE PUBLIC EEALTH PS'JLTING

FROM EXPSURE . THESE PESTICIDES IS rNOkN.

METODOLOGIES DO EXIST FOR DETECTING RESIDUES OF PESTICTDES AVING

TIOLRACES. fOWEVER, MOST OF THESE METHODS ARE SINGLE RESIDUE METHODS THAT

DETECT ONLY ONE PESTICIDE PER ANALYSIS AS OPPOSED TO MULTIRESIDUE METHODS

WHICH DETECT MANY PESTICIDES IN ONE AALYSfIS. PUBLIC EXPOSURE TO THE .MAkY

PESTICIDES DETECTABLE ONLY BY SINGLE RESIDUE METHODS IS iLAGELY UNKNOWN

BECAUSE DA HAS RARELY USED THESE METHODS.

FDA DID NOT C7 JR WITH OUR RCtENDATION TO FXPJAD ITS SUPVEIUANCE

PROGRAM BECAUSE FDA bELIEVED THAT OVER A PERIOD OF YEARS THE RESULTS OF

ITS ESTING PROGRAM HAD INDICATED TAT PESTICIDE LEVELS FOUND IN MOST

RAW AGRICUTLRAL COMMODITIES ARE GENERALLY WELL BELOW ESTABLISHED TOLERANCES--

VIOLATIVE LEVELS OF PiICIDE RESIDUES WERE FOUND IN ONLY ABOUT 3 PERCENT

OF THE SAMPLES TESTED. FDA BELIEVED THAT IT SHOULD COK'TJE PLACE EMPHASIS

ON MULTIRESIDUE TESTS RATHER THAN USING OTHER METHODS WHICH WULD DETECT

ONLY CNE PESTICIDE.

WE CNCLUDED THAT E 3 PERCENT RATE OF VIOLATIVE SAMPLES FDA NOTED

INDICATED THAT ILLEGAL RESIDUES DO OCCUR DESPITE EFFRTS TO THE CONTRARY.

THIS OCCURENC E DEMONSTRATED TO US A NEED FOR FA TO INITIATE A SYSTEMATIC

PROCEDURE TO INSLRE THAT ALL PTICIDES WITH TLRANCES ARE TESTED IN FDA'S

SURVZIANCE PROGRAM OVER A NUMBER OF YEARS.

FDA ACTIONS

IN OR FOLLOW UP STUDY, WE FOUND THAT FOR THE MOST PART, FDA IS STILL

USING THE SAME MULTIRESIDUE TEST PREVIOUSLY CTED. CJPENTLY THIS TEST WILL

DETECT 73 OF THE 268 PESTICIDES IHAT HAVE PERMANENT TOLERANCES FOR RFSIDUjES

ON RAW AGRICULTURAL CCMIODITIES. FDA HAS FIVE ADDITIONAL MULTIRESIDUE
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,FlIODS WHICH WIOID ENABLE FDA TO DETECT 34 AXITONAL PESTICIDES, OR A

7"ML OF 107 OF THE 268 "STICIDES. BOEVER, FDA WS tIABLE TO PIWVIDE

DATA ON HOW MANY TIMES TE ADDITIOAL mlTIIUE METHOS WERE USED. FDA

SAID THfAT THREE SPECIAL SUDIES TUrALIG 540 SAMPLES WERE DONE IN FISCAL

YEAR 1977 AND HT WO FDA REGIONS SED ONE OF THE ADDITIOAL MULTIRESIDJE

METOCOWGIES (IN LIEU OF TUE CO ¥LL Y USED METHOD) IN TESTING IMPORTED

FRUIT AND V r =- VTOTALS LESS TMN 20 PERCENT OF THE 9,800 FOOD

SAMPLES FDA EXPECTED TO TEST FOR RESIDUES IN FISCAL YEAR 1977. AOTHER

STUDY OF 564 FOOD SAMPLES MS DONE OVER FISCAL YEAS 1977 AND 1978.

TO PLACE DA'S RESIDUE TESTING IN PESPECTIVE, WE ER1INED THAT THE

268 PESTICIDE CHEMICALS WITH TOLERANCES CONTAINED 5,872 INDIVIDUAL TOLERANCES.

OF THIS TOTAL, NLY 2,240 (38 PERCENT) CAN BE DETECTED USING FDA'S MOS6T

CCIfLY USED MULTIRESIDUE METHOD. ALSO, 940 OF THE 5,872 TOLERANCES ARE

FOR CHEMICALS WEICH ARE SUSPECTED OF CAUSING CANCER OR OTHER TIPCRS; 661

(70 PERCT) ARE NOT DEECED BY FDA'S MOST USED MULTIESIDUE METHOD.

CUR FOLMLLZJP OF XOU 1975 REPORT AGAIN LEADS US TO CNCLUDE THAT FDA'S

RESIDUE TESTING POGRAM SHOUID BE EXPANDED TO PROVIDE GREATER PESTICIDE

RESIDUE TESTING COVERAGE, PARTICUARLY FOR THOSE CHEMICALS SUSPECTED OF

CAUSIG CANCER AND OT¶ER TORS.

MR. AIRMAN, THIS CNLUDES MY PREPARED STATEME. WE SHALL BE

GLAD TO RESPOND TO ANY QUESTION YOU MAY HAVE.
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