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EPA’S IMPLEMEN TATION OF THE PEST ICIDES 
CONTROL ACT

WE DN ES DA Y, FE BR UA RY  11, 1976

H ou se  of  R ep re se nta ti ves ,
C on se rv at io n, E ne rg y , 

an d N at ur al  R eso urces  S ub co mmit te e 
of  t h e  Com m it te e  on  G ov er nm en t O pe ra ti on s,

Washington, D.C.
The subcommittee met, pursuant to notice, at 10 a.m., in room 

2203, Rayburn House Office Building, Hon. William S. Moorhead 
(chairman of the subcommittee) presiding.

Pres ent:  Representatives William S. Moorhead, L. H. Foun tain, 
and Gilbe rt Gude.

Also p resent : Norman G. Cornish, sta ff director ; Edwin AV. Web­
ber, assistant for energy ; David A. Schuenke, counsel; Robert K. 
Lane, ass istant for  environment; Ronald J. Tipton, assistant counsel; 
and Stephen M. Daniels, minor ity professional staff, Committee on 
Government Operations.

Mr. Moorhead. The Subcommittee on Conservation, Energy, 
and Natural Resources will please come to order.

This  morn ing the subcommittee will examine whether the E nvi ron­
mental Protection Agency is meeting its responsibilities to enforce 
pesticides and other  toxic and hazardous  substances controls with 
which it is charged by law.

National awareness and concern over the hazards to human health 
and to the environment  caused by the use and discharge of numer­
ous toxic and hazardous  materials mounts virtually every day.

Scientific evidence th at the thre at to human health from environ­
mental pollution may be fa r grea ter than was previously suspected 
is rapidly accumulating.

As the links between cancer and environmental pollution  emerge, 
it is profoundly  distu rbing to hear tha t the agency charged by 
law with the enforcement of our laws to protect our health  and 
the environment from cancer-causing toxic materials has failed and 
refused to enforce those laws vigorously.

The Congress has enacted a series of laws intended to protect 
human health and the environment from pollution  and degradation. 
We directed tha t the protection  be the best tha t modern science and 
technology can provide. We authorized billions of dollars for this 
effort, and we provided a system of legal enforcement, complete 
with administrative  and judic ial remedies, and civil and criminal 
penalties to assure compliance with those requirements.

Today we will hear the sworn testimony of three former officials 
of the Environmental Protection  Agency, who have resigned from 
tha t Agency in protest of the repeated failu re of that  Agency to meet 
its full responsibilities to enforce the environmental  protection law’s. 

(!)
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These three, formerly the Associate General Counsel of the 
Agency, his Deputy, and the Senior Tria l Attorney , are well quali­
fied to speak to the Agency’s record. They were recently described 
by the Agency as dedicated and brilli ant professionals, who served 
in the fore fron t of several recent Agency battles to control some 
cancer-causing pesticides.

I believe we have here not merely an issue of individuals frus ­
trat ed with the cumbersome workings of bureaucracy, but  very 
serious allegations of agency failure  or reluctance to carry out legal 
responsibilities charged by experienced and responsible agency 
officials.

I have indicated to Administ rator  Tra in tha t we hope to have 
an Agency response to these allegations in the very near future.

To speak out in the face of governmental failure or abuse is a 
thing we can only welcome and applaud . I t ’s occurrence in a number 
of situations in recent days speaks well for the conviction and dedi­
cation of many of our public servants.

The resignations of the three individuals here today was an 
action taken because of principle. Theirs  was a resignation of 
honor, and we welcome the ir statements.

These witnesses are Mr. Jeffrey IT. Howard, former Associate 
General Counsel for Pesticides and Toxic Substances of the Env iron ­
mental Protec tion Agency; Mr. Fra nk J.  Sizemore II I,  former 
Deputy Associate General Counsel for Pesticides and Toxic Sub­
stances of  the Environmental Protec tion Agency; and Mr. William 
E. Reukauf, former Senior Tria l Attorney for Pesticides and Toxic 
Substances of the Environmental Protec tion Agency.

Mr. Gude, do you have a statement?
Mr. Gude. No statement, Mr. Chairman.
Mr. Moorhead. Will you gentlemen rise while I adminis ter 

the oath?
Do you solemnly swear that  the testimony you are about to give 

to the subcommittee is the truth, the whole tru th,  and nothing but 
the trut h, so help you God?

Mr. H oward. I do.
Mr. Sizemore. I do.
Mr. Reukauf. I do.
Mr. Moorhead. I  understand tha t you have a joint statement that 

Mr. Howard will sta rt with.
You may proceed, Mr. Howard.

STA TEM ENT  OF JE FF REY  H. HOW ARD, FOR MER ASSOCIATE GEN­
ERAL COUNSEL FOR PESTICIDES AND TOXIC SUBSTANCES, EN ­
VIR ONMENTAL PROTECTION AGENC Y; ACCOMPANIED BY FRANK
J. SIZEMORE II I , FOR MER DEPUTY ASSOCIATE GENERAL COUN­
SEL FOR  PESTICIDES AND TOXIC SUBSTANCES; AND WILLIAM
E. RE UK AU F, FOR MER SENIOR TR IA L ATT ORN EY FOR P ESTIC IDE S
AND TOXIC SUBSTANCES

Mr. H oward. Mr. Chairman and members of the  subcommittee, we 
thank you for inviting us to appear today to discuss the problem of 
EPA regula tion of toxic chemicals.

We have already been introduced.
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My name is Jeffrey Howard, and for 1 year and until February 5, 
1976, I  served as Associate General Counsel for Pesticides and Toxic 
Substances of the Environmental Protec tion Agency.

To my immediate right  is Fra nk J.  Sizemore II I,  who served as 
Deputy Associate General Counsel for Pesticides and Toxic Sub­
stances durin g tha t period, and to his right is William E. Reukauf , 
who served as Senior Tri al Attorney for Pesticides and Toxic Sub­
stances.

Mr. Sizemore and I have been with the Environmenta l Protection 
Agency for approximately  2 years and Mr. Reukauf has been with 
EP A for approximately  2i/2 years.

As you know, on Febru ary 5, 1976, we announced our resignations 
from the U.S. Environmental Protect ion Agency. We have repre ­
sented EP A in proceedings to ban the cancer-causing pesticides al- 
drin /dield rin  and heptach lor/chlordane.

We have resigned because of the continued failu re of EP A to take 
effective action under its existing authority  to regula te toxic chemi­
cals in water, in air, in human and animal foods, as well as in d rink­
ing water. It  is clear from recent actions tha t the Agency intends to 
refrain from vigorous enforcement of available toxic substances 
controls and to retrench from the few legal precedents which it has 
set for evaluating the cancer hazards  posed by chemicals.

We wish to point out at the beginning of our testimony tha t our 
charges agains t EP A are not made light ly or 'without considerable 
thought and we resigned only after we had repeatedly advised EP A 
of our concerns.

EP A has authority under existing laws: (1) To set toxic pre trea t­
ment standards for discharges into municipal treatment systems; 
(2) to set toxic effluent standards for discharges into rivers and 
streams; (3) to regulate and respond to hazardous chemical dis­
charges;  (4) to issue emergency orders to stop imminent and sub­
stan tial endangerment to human health for water pollu tants ; (5) to 
set standards for toxic emissions into the air ; and (6) to set limits on 
toxic chemicals in drinking  water supplies.

As an example we would like to refer to the Safe Drinking Water 
Act. Under tha t act, EP A is required to publish “national interim 
primary drinking  water regula tions” within 90 days of enactment. 
Tha t is section 1412 (a) (1).

The law requires that  these interim regulations “shall protect health 
to the extent feasible, using technology, treatment techniques, and 
other means, which the A dministr ator  determines are generally avail ­
able—taking into  account costs.” That is section 1412(a) (2) of the act.

Within 2 years of enactment the National Academy of Sciences, 
under contract with the Administ rator , is required to report to Con­
gress “recommended maximum contaminant levels” for drink ing 
water—section 1412(e) of the act.

The Administ rator is then required to publish final regulations 
under which “no known or anticipated adverse effects on the health 
of persons occur and which allows an adequate margin  of safety .” 
Thas is section 1412(b) (1) (B ).

The Safe Drinking  Water Act was enacted by Congress in De­
cember 1974 in response to serious public concern over the safety 
of drinking  water throu ghou t the country.



This concern has been aroused by alarming reports of widespread 
contamination of drink ing water with organic chemicals. E PA ’s “in­
terim prim ary” regulations—which are the firs t step in this regula ­
tory system—were not published unti l December 1975.

These standards were many months overdue. A much more seri­
ous deficiency, however, is the failu re of the interim standard s to 
impose any limitat ion on many cancer-causing chemicals which are 
known to be in drinking water. A case in point is aldrin  and diel­
drin.

Aldrin and dieldrin  are pesticides which are highly persisten t, 
bioaccumulative, and mobile in the environment. On October 1, 1974, 
the Adm inis trato r of EPA , afte r extended hearings, suspended most 
regist rations of pesticides contain ing aldr in and dieldr in on the 
grounds that  their continued use and ingestion through contaminated 
food and water  posed an imminent cancer hazard  to man.

Notwithstanding  this  serious cancer r isk and E PA ’s awareness th at 
ald rin/die ldri n are in the water. EP A failed to set any limitat ion 
on their cont inued da ily ingestion through our drink ing water.

Of course, a ldrin and dieldr in are merely examples. The Admin­
istrator has recently banned many uses of heptach lor and chlordane 
because they pose an imminent cancer hazard to man. No primary 
limita tion on residues of heptachlor or chlordane has been proposed 
as yet.

The same can be said about DDT—which was banned in 1972 in 
part on the same basis. The list of  suspected carcinogens in drinking  
water which EP A has chosen not to limit in drinking  wa ter supplies 
is, of course, much longer. No interim limitat ions have been set for 
vinyl chloride, asbestos, chloroform, carbon tetrach loride,  benzene, 
and trichloroethelene.

EP A’s position with respect to these chemicals appears to be th at 
the Agency is not sure of the health  effects and tha t the Agency is 
also unsure whether the re is any effective treatment system.

As to the first point, surely EP A now has an idea of the health 
risks of daily  ingestion of DDT, aldr in, dieldrin, heptachlor and 
chlordane since afte r all it was EP A tha t found that all of these 
chemicals pose a serious cancer risk to man.

As to the second point, although carbon filtration has not been 
tested for every chemical under the sun, EPA knows tha t it works 
for chemicals like chloroform and dieldrin .

EP A is now using carbon filtrat ion to clean up Kepone waste 
waters in Hopewell, Va. Perhaps the most tell ing point about carbon 
filtration was offered by Dr. Rober t Ha rris  of the Environmental 
Defense F und , who has testified previously that EP A scientists who 
test drinking  water in EP A’s Cincinnati labora tory have installed 
makeshift carbon filters in thei r own homes.

The legislative  history of the Safe Drinking  Water Act and the 
public concerns surrounding its passage demand that EP A take 
action now to make the water  safe to drink.

The inaction of EPA in setting drin king water standards has im­
portance fo r two other broader purposes, however.

Fi rs t: It  serves as a shocking example of admin istrative inaction 
in the face of overwhelming public and congressional concern.

Second: It  serves as a foundat ion from which to view the  broader 
problem of toxic chemical control. Obviously, the water  we drink
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continues to contain scores of organic chemicals because EP A has 
not only failed to regulate  the ir presence in drinking  water, but 
EP A has not taken action to prevent their introduction into the en­
vironment through toxic effluents, through toxic emissions, and 
throu gh the continued use of EPA-licensed toxic pesticides.

EPA has identified approx imately 100 cancer-causing pesticides 
and has the auth ority  under existing  law and indeed public respon­
sibility, to regulate these materials immediately.

EP A officials, as reported  in the Wall Stree t Journal , recently 
admitted tha t EP A does have a list of 100 pesticides suspected of

• producing cancer. The identification of the 100 pesticides, surpris­
ingly enough, is based on da ta in Agency files which were submitted 
to establish the safety  of the pesticides in question.

These same EP A officials were also reported as having admitted 
tha t EP A has not acted on these pesticides because the Agency has 
not yet been able to prove a cancer hazard to men, which, they 
charge, would be required for the EP A to ban the substances.

These statements we believe demonstrate  the contemplated re trenc h­
ment to  which we have referred.

Fi rs t: The burden of proof is not on the Agency to  show a cancer 
risk to man—the statute, the regulations and the court decisions pro ­
vide specifically “the burden of establishing the safety of a product 
requisite for compliance with the labeling requirements of the pesti ­
cide law at all times rests on the appl icant  and registrant.”

Second: Under Agency regulations , which have been published in 
final form at 40 F.R. 28242, the Agency is required to issue a notice 
of presumption against continued regis tration to the manufacturer 
whenever a pesticide induces tumors “in experimental mammalian 
species or in man.”

If  the manufacturer  is unable to rebut the presumption, the 
Agency is required to issue a notice convening a public hearing.

This notice initiates the formal public process and insures that  de­
cisions weighing the risks and benefits of use of a potent ial carcino­
gen are carried  out in the public forum.

The U.S. Court of Appeals has recognized the necessity for forc­
ing public health decisions to  be made in the open, and we quote:

* F or whe n Con gr es s cre ate s a pr oce dur e th a t give s th e pu bl ic  a ro le  in 
de cidi ng  im port an t que st io ns  of  pu bl ic  po licy, th a t pr oc ed ur e may  no t light ly  
be side step pe d by adm in is tr a to rs . The s ta tu to ry  sche me co nt em pla te s th a t 
th es e qu es tion s w ill  be ex pl or ed  in th e  fu ll  li gh t of  a pu bl ic  heari ng  an d no t 
reso lved  be hi nd  th e  clo sed  do or s of  th e  Sec re ta ry .

» Ther e may  we ll be counte rv ai li ng  fa c to rs  th a t wou ld ju s ti fy  an  ad m in is ­
tr a ti v e  de cis ion,  a f te r  co m m it te e co ns id er at io n and a pu bl ic  hea ri ng , to  co nt in ue 
a re g is tr a ti on  des pite a substa n ti a l de gr ee  of  ri sk , but th os e fa c to rs  ca nnot 
ju s ti fy  a re fu sa l to  is su e th e  no tic es  th a t tr ig ger th e  adm in is tr a ti ve  process.
• P ub lic hea ri ngs bri ng  th e pu bl ic  in to  th e  de ci sion m ak in g proc es s, an d c re a te  

a reco rd  th a t fa c il it a te s ju d ic ia l re v ie w j I f  heari ngs a re  he ld  on ly a ft e r th e  
Sec re ta ry  an d now A dm in is tr a to r is co nv ince d be yo nd  a do ub t th a t ca nce ll at io n 
is  ne ce ss ar y,  th en  th ey  will  be he ld  too sel dom an d too la te  in  th e  pr oc es s to  
se rv e e it her of  th es e fu nct io ns ef fecti ve ly .

Let me say at this point although it ’s not in my prepared  remarks 
tha t the Agency has identified these chemicals for some time. We do 
not take the radical position of saying that  the Agency must now 
remove these chemicals from the market immediately. Our position 
is t ha t we have known about them for some time and no action is
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being taken to explore in the public forum the risks and benefits of 
thei r continued use. And that  is the action tha t we feel is compelled 
by the facts and the public’s r ight to know.

We also say tha t part of the process that caused this was t ha t we 
were unable within the Agency even to see the list of a hundred 
chemicals, much less to review the data  upon which their cancer- 
causing properties are  based.

The legal precedents at stake represent a public health decision 
tha t toxic chemicals which cause tumors in laboratory  animals and 
are widespread in the environment present a significant risk tha t 
some of the exposed people will get cancer.

Such chemicals should be banned from fur ther use or limited to 
those uses which are absolutely essential—after a thorough weighing 
of the risks and benefits.

We believe this position represents sound public policy for the 
protection of human health, especially since where exposure to a 
chemical is widespread and it has been shown to cause cancer in ani­
mals, the burden must be on the manufacturer to prove that there 
is no th reat to human health.

This policy has been severely attacked by certain Members of Con­
gress and by indust ry scientists and industry lawyers who take the 
position that until human beings have died of cancer from exposure 
to such chemicals, their  uses should be continued.

Mr. S izemore. Mr. Chairman, recent hearings by the Senate H ealth  
Subcommittee only scratched the surface of an even more insidious 
prob lem:

Inaccurate, sloppy, and even fraudulent data submitted by indus­
try  to support the safety of chemicals licensed by EPA and FDA. 
We feel confident in stat ing tha t the data  underly ing the registra­
tions of a substantial number of widely used pesticides do not sup­
por t thei r safety as required by law. Although EP A has publicly 
committed itself to review these data , no priority authorization for 
review by more than a skeleton staff has been forthcoming.

Mr. Chairman, yesterday for the first time we had the opportunity  
to read a report  which was prepa red by the GAO and which was 
submitted  to Congress on December 22, 1975.

We were not interviewed in connection with this repor t and had 
nothing to do with its preparation . This report exhaustively con­
siders the adequacy of EP A’s record in evaluating the hazards  of 
pesticides that  the Agency registers.

Although we have had little time to review the materia l, we be­
lieve the repo rt suppor ts the statements  we have made.

Specifically, the report  refers to the inadequacy or absence of data 
to support the safety of pesticides licensed by EPA .

The report  and a supplementa l report  submitted to Congress on 
Jan uar y 26, 1976, comment on the competency of laboratories which 
generate data  on behalf of industry  and also comment on the in­
ability of EP A to careful ly monito r the data submitted for quality 
and accuracy.

The result of these deficiencies in the regulatory system is tha t 
pesticides are registered without the safety evaluation required by 
law. Accordingly, the human population continues to serve as the 
testing  ground for toxic chemicals, although  the long-term effects, 
such as cancer, are not realized immediately.
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In order to remove harmful pesticides that have been registered, 
the Agency must resort to cumbersome adjudicatory hearings, cus­
tomarily  utiliz ing as proof that the products are unsafe, the very 
data initia lly utilized by the m anufacturer to register the product.

As an example, of the three major active ingredients canceled or 
suspended by the Agency, DDT, aldr in-dieldrin , and lieptachlor- 
chlordane, all of the proceedings were initia ted on the basis o f data  
in the Agency files indica ting tha t these pesticides were potential  
carcinogens.

Thus, the activity of the Agency to date has been in the area of 
cancellation of pesticides, not the initial  review before grantin g a 
Government license.

Perm it us to quote the ultimate conclusion of  this GAO repo rt I 
referred to, and I migh t say we agree with this conclusion of the 
GAO report:

The American consumer has  not been adequately protected from the potential  hazards of pesticide use because of inadequate efforts to implement provisions of the Federal laws regulating pesticides.
Mr. Chairman, our collective experience confirms this conclusion. 

But this conclusion is not new. It was for these reasons that pesti­
cide regulation was transfe rred  from the Depar tment  of Agricultu re 
to EP A in 1970. Furthermore, this is not the first but the thi rd time 
that  the GAO has reported to Congress on the inadequate regulat ion 
of pesticides.

The problem involves a vicious cycle, which can be illus trated by 
our experience during the past several months.

Heptachlor  and chlordane, two widely used pesticides, were regis­
tered by the U.S. Depar tment  of Agricultu re and regis trations were 
maintained by EP A despite data in Agency files which indicated 
that  the chemicals were potential  carcinogens.

The bulk of the data  submitted to support the regist rations and 
tolerances for the chemicals was supplied by two contract labora­
tories.

EP A undertook to cancel these pesticides on the basis of the 
existing data  in November 1974. When the data  were subjected to 
review by independent experts, the review demonstrated tha t the 
contract labs had utilized testing  procedures which were not scien­
tifically sound and which masked the carcinogenic proper ties of the compounds.

Moreover, i t came to our attention during the course of litiga tion 
that the manufacturer  had additional data,  not submitted to the 
Agency, which incriminated the products as carcinogens.

On the basis of these new data and evaluation which we b rough t 
to the attent ion of the Administrator, he announced his intention to 
ban most uses of the compounds pending completion of a hearing. 
The suspension action caused a major reaction in Congress and 
among chemical and agricultural lobby groups.

There was a threatened emasculation of the pesticide law and an 
eventual weakening of its provisions.

In response to intensive lobbying efforts by the National Agricul­
tural Chemical Association, the Farm Bureau,  and the National 
Pest Control Operators Association and continued pressure from the 
House Agriculture  Committee, the Adm inis trato r began a series of
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internal organizationa l changes designed to defuse the clamor of the 
agricultura l and chemical interests.

These changes, incorporated into a memorandum from the Ad­
minis trator , dated October 10, 1975, followed a repor t of a special 
investigating  committee of the same date. Both these memorandums 
are attached to our statement.

Mr. Chairman , I would submit copies of them for the record.
Mr. Moorhead. Without objection, they will be made part  of the 

record.
[The inform ation follows:] *

[M e m o r a n d u m ]

U.S . E nviro nm ental P rotection Agen cy ,
Off ic e of P la nn ing and Man ag em en t,

W as hing ton,  D .C., Octo be r 10 ,1975. »
S u b je c t: P es ti c id es : C an ce llat io n an d Su sp en sio n.
F ro m : W alt er B ar ber , Cha rles  E lk in s,  and G. W illiam  Fr ic k.
T o : Th e A dm in is tr at or.

P u rs u an t to  yo ur  re qu es t, we  ha ve  re vi ew ed  th e Ag ency’s pro ce du re s re la te d  
to  th e c an ce ll at io n an d su sp en sion  of pe st ic id es .

We ha ve  fo un d th a t th e im pl em en ta tion of th is  as pe ct  of  th e  pes tici de s pr o­
gra m  has  re su lted  in  dis ag re em en t w ith in  th e Agency an d su bsta n ti a l concern  
am on g th e af fected  pu bl ic  co nc er ni ng  th e  Ag ency’s m ot ives  an d po lic ies . Th e 
pr ob lems w hi ch  ha ve  cr ea te d  th is  di sa gr ee m en t an d co nc ern a re  ba sed,  in par t,  
on pe rc ep tion s of EP A ac tion s an d in te n ti ons an d,  in  part , on pr ob lems of 
in te rn a l m an ag em en t. We  be lie ve  th a t th es e prob lems re quir e im m ed ia te  a tt e n ­
tio n if  we  a re  to  ac hiev e an  ef fecti ve  pr og ra m  of pe st ic id e us e co nt ro l. Thi s 
m em or an du m  su m m ar iz es  our  ob se rv at io ns  which  are  ba sed,  in  la rg e  part , on 
di sc us sion s w ith  EP A pe rs on ne l an d w ith  re pre se n ta ti ves of th e E nvironm en ta l 
D efen se  Fun d,  th e F arm  Bur ea u,  th e  P est  Con trol  App lic ator s,  an d th e  S ta te  
D epart m ents  of  A gr icul tu re .

Th e fo cu s of  ou r in ves tigat io n w as  th e pr oc ed ur es  us ed  in m ak in g pe st ic id e 
de cis ions . We di d no t in quir e in to  th e su bs ta nc e of  past  de cis ions . W e shou ld  
no te,  ho wev er , th a t th es e di sc us sion s ga ve  us  no re as on  to be lie ve  th a t thes e 
ea rl ie r ac tions we re  in an y way  in co rr ec t or  un ju st if ie d.  Lo ok ing  to  th e  fu tu re , 
we  find  th a t th e  pr og ra m  re quir es  in cr ea se d m an ag em en t a tt en ti on  to  im prov e 
th e  revi ew  and co or di na tion  of  sc ient ifi c an d policy m a tt e rs  w ith in  th e  Agency.

Th e m ajo r prob lems which  we  have iden tif ied are  di sc us se d belo w ; fol low ed  
by ou r reco m men da tio ns .

P roblems

Th e Pub lic  pe rc ei ve s E P A 's  pes tici de  po lic y to  be lead in g to a ba n o f al l m aj or  
pe st ic id es  *
EP A do es  no t ha ve  cl ea r, we ll a rt ic u la te d  go als an d po lic ies  fo r th e  pe st ic id es

pr og ra m . The  Agency appea rs  to  be  im pl em en tin g pro gra m s to  ca nc el an d
su sp en d pe st ic id es  which  are  mu ch mor e ag gr es sive  th an  th os e to  im plem en t
th e o th er us e co nt ro l pr ov is io ns  of  th e  law . A lth ou gh  th is  ap pea ra nce  is fo st er ed  a
in  p a rt  by in dust ry , it  has been re in fo rc ed  by a nu m be r of EPA  ac tion s— mo st
sign ifi ca nt ly , th e  ca nce llat io n of  se ver al  w idely us ed  p es tic id es .

In  ad dit io n , th e ad ver sa ry  n a tu re  of  th e  ca nce ll at io n/s usp en si on  proc es s has  
in hib it ed  part ic ip ati on  in  th e de cision  proc es s by some  af fe cted  pa rt ie s an d 
oth er  in te re st ed  mem be rs  of  th e pu bl ic , le ad in g som e to  qu es tion  th e Ag ency’s 
ob je ct iv ity an d mo tiv es .
Th e Age nc y is  pe rc eive d to ha ve  ad op ted a ca nc er  po lic y fo r  pe st ic id es  wh ich  is 

to m in im iz e  ex po su re  to pote ntial ca rc inog en s re ga rd less  of  co st s 
Th e ab se nc e of a fo rm al  Agenc y ca nc er  po lic y has  cr ea te d  th e ap pea ra nce  th a t

th e po lic y is  th e “c an ce r pri nci pl es ” deve lope d in  th e A ld ri n /D ie ld ri n  ca nc el la ­
tio n hea ri ng s.  The  princ ip le s ap pea r to  do m in at e EPA ’s pes tici de  po lic y an d lead  
th e pu bl ic  to  be lie ve  th a t a pe st ic id e which  dem on st ra te s an y ri sk  of  hu m an  
ca rc in og en ic ity by  v io la ting  one or  m or e of  th e pr in ci pl es  will  be  ca nc el led . Th e 
pe rc ep tio n th a t EPA  is  unw ill in g to  ac ce pt  an y ca nc er  ri sk  fr om  pe st ic id es  is 
re in fo rc ed  by th e fa il u re  to  pr ov id e an  open mec ha ni sm  fo r ev alu ating  an d



comparing risks and benefits and by the belief of some people tha t the “middle of the road” scientific testimony  on the subject does not get introduced at the hearin gs.
Managemen t of the can cellatio n/suspensi on program inc lud ing  comm unication s 

between Office of Gen era l Cou nsel and Office of Pe sticid e Program s has not 
been adequateTop management intere st in this  aspect of the pesticides program has not been sufficient to insure its effect ive implementation. At  the program level, Office of Pesticide Programs  has accorded a lower prior ity to the problem of suspect chemicals than to the regis trati on and certi fication programs, and as a result, adequate  resources and attention have not been provided to the development and support of cancellation/suspension action s. In  response, the Office of Gen ­eral Counsel staf f lias moved ahead independently, and in the process has ex­cluded the program office from many important  policy and scientif ic decisions.Tlie Office of Gene ral Couns el, having a dual role of counsel to the program and parti cipant in policy form ulat ion, has had a disproportionate impa ct on the program. In addition, the Office of Gen eral Counse l has not always followed normal bureaucratic procedures in the development of documents related  to the program. As a result , significa nt policies have  been decided by legal interpre ta­tion rather  than policy debate.

The  can cellatio n/su spen sion  proc edures have  inh ibi ted  int ern al ana lys is of ris ks 
and benefitsThe use of form al adversary proceedings as the principal mechanism for  dis­cussion and decision-making on pesticide cancellation/suspension issues, in­cludi ng consideration of benefits, makes it difficult for  the staf f to present a broad range of views and positions for consid eration . Altho ugh informa tion ­gath erin g hearings are provided for by Section 6(b) (2) of F IF R A , the hearin g procedures under present E PA  rules are essen tially  the same as for  cancellation hearin gs, and sim ilarl y, resu lt in adversary positions.

R ec om m en dati onsWe believe tha t the solution to the maj or problems outlined above is to con­duct a thorough, more open evalu ation  of both risks and benefits before a deci­sion to register a suspect chem ical or to issue a notice of canc ellation or suspen­sion. By invol ving  interested partie s and by solicitin g external scientific  and techn ical review of our data and anal ysis  as approp riate, we can insure that  the decisions are based on the objective evaluatio n of all available infor mation. A more open process would also help to prevent  any misund erstanding by the public. This recommendation would require, in addition to car efu l analyses of health effects, a more in tensi ve review of the economic and agri cultural impl ica­tions of cancellation and subst itute chem icals  than has previously been con­ducted prior to the hearing process by the Agen cy. It  would also sh ift  the focus of EPA  decision-makin g from  the adversary hearing  process to a less form al, open review of pertinent fac ts and opinion.Tlie conduct of these analy ses would require car efu l management to insure timely completion and thorough review. The analyses would const itute the basis for  the Agency’ s findings and policy decisions. I f  a decision were to be appealed, it  would be subje ct to the hearing  process.We have a number of specific recommendations to make. However, we have phrased these in fai rly  genera l terms to allow the program manage rs who are more aware of their resources and constrain ts to work out the deta ils. Conse­quently , our recommendations will  not be “ self executi ng” , but wil l require both carefu l planning and vigorous  monitor ing if  they are to lie success fully implemented.Specific recommendations for each orga niza tion al element inc lud e:
THE ADMIN ISTRAT OR(a) Esta blis h an ad hoc group under the direct ion of the Ass ista nt Adm inis­trato r for Water and Haz ardous Materi als to develop a coordinated, well art icu­lated  pesticide policy, inclu ding  goals and object ives for the cancellation/ suspension program.



(b ) Adopt and make public an Agency cancer policy and procedures.
(c)  Require tha t a fully coordinated, thorough analysis of cancellation/ 

suspension actions be prepared before decisions are made to issue notices of 
cancellation or suspension.

(d ) Insist tha t Office of Pesticide Program and Office of General Counsel 
reins tate and adhere to the normal decision-making processes of the Agency and 
tha t issues are discussed before they are brought to the Adminis trator for 
decision.

(e ) Increase personal contacts with the affected parties, particularly  the 
farm community.

OFF ICE OF WATER AND HAZARDOUS MATER IAL S AND OFF ICE OF PESTICI DE PROGRAMS

(a ) Develop a strategy for implementing the recommended revisions to the 
suspect chemical review program. The strategy should include integrat ion with 
the Section 3 registrat ion program, descriptions of analytical studies to be 
performed, the nature and timing of extern al participation, and a prioritized 
list of chemicals to be considered. In addition to extern al scientific reviews, the 
strategy should provide for full utilization of the knowledge and expertise of 
the Department of Agriculture in the development of benefit analyses.

(b ) Develop specific plans and schedules for the review and analysis of each 
of the chemicals anticipated to require detailed study. Such plans should include 
the analyses to be performed, resource requirements, and altern ative use control 
strategies which will be analyzed.

(c ) Determine in consultation with the Office of General Counsel whether 
regulatory, statutory, or procedural changes are required to implement the 
recommendations and initia te approp riate action.

(d ) Strengthen the hearing support program and take a more active role in 
the development of related policy documents, p articu larly hearing strategies and 
briefs.

(e ) Improve technical capabilities in cancer-related fields and economic 
analysis through augmented staff or outside consultants.

OFF ICE OF GENE RAL COUN SEL

(a ) Coordinate policy documents and actions related  to hearings with the 
Office of Pesticide Programs.

(b ) Distinguish policy advice from legal advice in dealings with the program 
office.

(c ) Develop in cooperation with the Office of Pesticide Programs procedures 
for 6( b ) (2 ) fact finding hearings which will provide a less adversary vehicle 
for gathering information and making decisions on issues when analyses are 
inconclusive.

OFF ICE  OF PL AN NING  AND MAN AGEMENT

(a ) Part icipa te in the development of the goals, objectives, and strategies, 
including e xternal particip ation for the suspect chemical program, and conduct 
periodic management reviews with the Office of W ater and Hazardous Materials 
and the Office of General Counsel.

(b ) Review resource requirements to implement the recommendations and 
take approp riate action.

[Memorandum]

U.S. E nv iro nm ent al  P rotection Agen cy,
Washington, D.C., October 10, 1915.

Sub ject : Pesticide programs.
From : Russell E. Train, Administr ator.
To : Andrew W. Breidenbach, Assistan t Adminis trator for Water and Hazardous 

Ma terials; Robert V. Zener, General Counsel; and Alvin L. Aim, Assistant 
Administrator for Planning and Management.

The purpose of this memorandum is to convey my conclusions on the Agency’s 
program related to the cancellation and suspension of pesticides. These conclu­
sions are based on our recent discussions and on the results of the ad hoc 
review which I requested. While I remain convinced that  our pesticide decisions 
have been sound, I am concerned tha t we make every effort to insure tha t all 
available scientific and other pertin ent information be identified and carefully



11considered in futu re actions . I am also concerned by public perceptions and misapprehensions about our pesticide policies, specifically those related to cancer.I will continue to make decisions involving pesticides suspected of being car ­cinogenic , givi ng ful l conside ration to both the heal th risks and the socia l bene­fits associated with the chem ical to be controlled. To insure tha t decisions are consistent  and sound I wi ll estab lish policies and procedures for the develop­ment and review of risk and benefit evaluatio ns which will  form the bases for all futu re regulatory  action s invol ving  c arcinog ens.Wit h regard to canc ellat ion and suspension decisions, I believe tha t miscon­ceptions by the public are attr ibutabl e, in part, to our reliance on tlie adversary hearing process to insure th at  all  pertinent fac ts are brought out. While these procedures have been effective, they have  inhibited fu ll part icipation by the » Office of Pesti cide Programs  in the decision process and have restricted effectivepublic involvem ent in this aspect of the program. I have  determined tha t the Agency  should carry out a more open eva luation of risks  and benefits in advance of decisions to issue notices of inten t to cancel  or suspend. By involving inter­ested parties and by soli citin g exte rnal  scientif ic and technica l review of our * data and analysis, as appropriate,  we can insure tha t decisions continue to bebased on the object ive evaluatio n of all ava ilab le dat a. Af ter a decision to register, cancel or suspend a pesticide is made, interested parti es will  sti ll have the opportunity  to request a form al adjudic atory hearing to review tha t deci­sion. I will look to the Ass ista nt Adm inistrat or for Water and Hazardo us Materi als as the responsible policy official for pesticide regis tration, canc ellation and suspension and to the Gen eral  Counsel  to manage the adju dica tory  hearin gs.I have adopted the attached  recommendations of the ad hoc group which I directed to review the Age ncy’s cancellat ion and suspension process. The imple­mentation of these recommendations wil l require carefu l plann ing and a con­tinu ing management effort on your part.  Please prepare a coordinated plan including details and schedules and report back to me with in 30 days. The plan should provide for  the smooth trans ition of day to day policy and manageme nt responsibility for the Office of Pesti cide Prog rams from me to the Assistant Adm inistrato r for  Wat er and Hazardo us Mat erials . Af te r such transition is accomplished, I will  continu e to pay close attention to tlie program, providing policy guidanc e and manageme nt oversig ht.Attac hment. (See p. 9.)
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[M e m o r a n d u m ]U.S . Environmental Protection Agency.
Washin gton , D .C ., October 10, 1915.Su bj ec t: Agency approach to ca ncer policy.From : R ussell E.  T rai n, Administr ator.T o : Assistant administra tors, regiona l administr ators , and office directors.I have  reviewed alternative approaches the Agency might  take  with respect to carcinogens and have decided to proceed along the lines outlined in the attach ed memorandum. By this memo, I am asking A1 Alin and Wilson Talle y to begin to implement the procedures contain ed in the attach ment  by estab lish­ing a Cance r Assessment Group  and by coordinating and pulli ng together  the required heal th and benefit analyses methodologies. hIt  is impor tant that  there be substanti al input from all offices both in form u­lat ing  these methodologies and in beginning  to implement this new approach to the treatment of carcino genetic  substances. I would like  A1 and Wilson to report back to me in about one month with  the proposed methodologies. Also,  I would like A1 to provide me with a stat us report on the implem entation of the *other aspects of the plan.Atta chment. U. S. General Accounting Office,

Resources and E conomic Development D ivisio n,
Washing ton,  D. O. , Ja nu ar y 26, 1916.Hon..  Russell E.  Train,

Ad ministra tor ,
En viro nm ent al Protect ion Agenc y.

Dear Mr. Train : GA O has reviewed E I’ A ’s basis for determin ing whether safety and efficacy data  submitted by pesticide regis trant s is complete, accurate, and reliable  for  registering p esticides and estab lishin g toleranc es (the maximum pesticide residues allowed in foo d). E P A  uses safet y data to eva luat e the hazard s a pesticide poses and to determine whether the pesticide can be used withou t unreason able adverse effects on man and the environment. It  uses efficacy data  to determine whether the pesticid e, when used as directed , will effectively control the target pest.EP A, in determ ining pesticide safety and efficacy, relies prim arily  on tests made by nongovernmental labora tories  and paid for  by pesticide registrants .EPA  has no program to accre dit and/or inspect these labor atorie s to insure tha t they have  the requisi te personnel and fac ilit ies  to make accurate and reliabl e tests.
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Other Government agencies which use da ta  from  nongovernmental lab ora ­
tories have  ongoing acc red itat ion /inspe ction prog rams to provide such insur­
ance. For  example, the  Food and Dru g Admin istratio n (FD A), which has  dru g­
test ing requ irem ents  analogous  to pest icide -test ing requ irements , has  inspec ted 
some of the  same labora tor ies  th at  have made health stud ies support ing pesti­
cide reg istratio n. FDA has  questioned the  validity  of stud ies from  these  labora ­
tories because of (1) inadeq uate supervision and  intern al control of tests , 
(2) questionable procedures, and  (3) poor recordkeeping. Because FDA has  
found  deficiencies in some of the  same labora tor ies  EPA  used, we believe th at  
EPA should consider establishing  its  own acc red itat ion /inspe ction program.

We made  our review in the Wash ington, D.C., area, primarily  at  EPA hea d­
qu ar ter s and  at  FDA. We also talk ed to officials of other Feder al agencies 

« which rely on tes t da ta  p repared  at  nongovernmental labo rato ries . We examined
pertinent legis lation and EPA regu lations , records, and  files rel ating  to the use 
of labora tory  da ta and  to the  completeness, accuracy,  and reli abi lity  of such 
data. We also talk ed to and obta ined  info rma tion  from officials of selected 
labo rato ry acc red itat ion  organiza tions.

*
ep a 's use  of laboratory data

Under the  Feder al Insec ticide, Fungic ide, and Roden ticide Act of 1947 (7 
U.S.C. 135), as amended, and  the  Feder al Food, Drug and Cosmetic Act of 
1938 ( 21 U.S.C. 301) , as amended, EPA reg iste rs pest icides and establishes their  
tolerances. Genera lly nongovernmental labora tori es under contract  to pestic ide 
ma nufac turers  do the  pestic ide safe ty and efficacy test ing requ ired  for  EPA 
reg istr ation  and toleranc e setting.

EPA ’s proposed reg ist rat ion  guidel ines1 require  th at  studies “be done under 
the direction of qualified  personnel, who are  responsible for  util izing sound 
scientific  experim enta l procedures adeq uate ly to dete rmin e a pest icide’s toxico­
logical hazard.” The guidelines fu rthe r sta te th at  the  “val idity of info rma tion  
subm itted  . . . depends on the  tes t procedures employed and the  experti se of 
the  individuals  perform ing the  tes ts. ” However, the  proposed  guidelines contain 
no procedures for EPA to enforce these requ irem ents  by inspecting,  licensing,  
or accredit ing the par tic ipa ting labo rato ries .

EPA officials told us th at  EPA did not keep either a lis t of labora tor ies  which 
made studies supporting pestic ide safe ty and efficacy or a lis t of labo rato ries  
which had  subm itted fau lty  studies. We reviewed the  files for  the  1,199 pes ti­
cides registe red dur ing the  6-moutli period ended Feb rua ry 28, 1975, and identi ­
fied 77 labora tor ies  which recently  had  made stud ies used as a basis  for regi s­
tra tion. There were 37 labora tor ies  which had  developed safe ty da ta and  50 
labora tor ies  which had  developed efficacy d a ta ; 10 of the labora tor ies  had  
developed both types  of data.

EPA ’s review of safe ty and efficacy stud ies was generally  res tric ted  to rea d­
ing tes t result s and ques tioning (1) obvious shortcomings in the tes t methods, 
(2) conclusions which were at  var iance with  the  raw da ta,  and (3) results 
markedly different from those generally  expected  of certa in fam ilies of cliemi-

• cals. EPA emphasized assessing the  val idity of reported result s and iden tify ing 
and  question ing s tat ist ica l varia tion s.

EPA da ta reviewers  expressed differ ing opinions of the  reli abi lity  of non­
governmental laboratory  data. Many believed, on the basis  of personal exp eri­
ence, th at  nongovernm ental  laborto ry da ta  was  acc ura te and  reliab le. Othe r

* officials said th at  rep ort s were oversummarized , attempted to lead reviewers  to 
favo rable conclusions, and could con tain  false da ta  th at  EPA might accept. 
Some reviewers  believed th at  the  ma rke t system provided an incen tive for ac­
curate da ta in th at  consumers  would not  cont inue  to buy produc ts found to be 
ineffective; othe rs pointed out th at  consumers cannot  detect the  ineffec tiveness 
of such prod ucts  a s germ kille rs or the long-term health hazards, such as cancer 
or b irt h defects , of pestic ide products.

In  their review of da ta  regis tra nts  submitted , EPA reviewers have occa­
sional ly found inconsistencies, fai lur es  to follow prescribe d test  methods, result s 
lack ing sta tis tic al validity , and conflict ing data. Many reviewers also said th at

1 T he  197 2 am en dm en ts  to  th e F eder al  In se ct ic id e,  Fun gi ci de , an d Rod en tic id e Act  re ­
qu ired  th a t  re g is tr a ti o n  gu id el in es  be co mpleted  by Octob er  1974. As  of De cemb er  197 5 
EPA  had  pu bl ishe d pr op os ed  gu id el in es  in  th e  Fed er al  R eg is te r an d ha d rece ived  pu bl ic  
co mmen ts  th er eo n.  An  EPA  offic ial to ld  us  th a t  th e gu id el in es  w er e be ing fin al ized  an d 
wer e to  be completed  in  F ebru ar y  197 6.

7 0 -1 3 4  0  -  76 - 2
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fabricated stud ies not supported by labora tory  work could pass  review without
detec tion if the  da ta was consi stent  with  da ta on similar  pesticides.

EPA’s limited pre reg istr atio n tes ting  had disclosed that  some EPA resu lts 
varied from da ta submitted  by reg istr ant s. For example, one reg ist ran t sub­
mitted da ta  which indicated that  a san itiz er was ir rit at ing to the  eye but not 
to the skin. After test ing the product, EPA concluded th at  “confirmatory test ing 
of the subm itted samples of * * * [the  product] significantly differ from the 
tes t result s which were submitted in support of this reg ist rat ion .” EPA ’s tes ts 
showed th at  the product caused severe eye damage  and  prim ary skin irr ita tion.
As a resu lt, EPA required the reg ist ran t to change the  signal word on the  label
from “Cau tion” to “Dang er” and to add other precautionary sta tem ents to the
label. Sim ilar  variances  m ight be found in such safety test ing as chronic- feeding
studies however, EPA does not rep lica te these  stud ies because it lacks the  m
faci lities .

EPA officials told us th at  they agreed th at  greater  assu rance was needed 
rega rdin g the  adequacy and accuracy of studies subm itted  in supp ort of pest i­
cide reg istr ations and th at  this concern was shown in a May 1974 stra tegy  
document of plans  and policies for car rying out the 1972 amendments to the  ♦
Federal  Insecticide, Fungicide , and  Rodenticide  Act. The stra tegy document 
sta ted  th at  “The possibility of requir ing  industry to use Government certified 
labo rato ries  to perform test ing will be investiga ted as a fu rth er  means  of en­
suring  objec tivity  and standard iza tion in da ta submissions.” EPA officials told 
us that  EPA had not taken any action in thi s rega rd because EPA ’s efforts had 
been directed  to higher priori ty require ments  mandate d by the  act  to be com­
pleted by certain  dates.
INSP EC TION  AND ACCREDITATION PROGRAMS REQUIRED BY OTHE R FEDERAL AGENCIES

Othe r Federal  agencies also use nongovernmental labora tori es to assess the 
haz ards of drugs  and manufacturing chemicals. In its  human-drug registratio n 
program, FDA requ ires essential ly the  same type of toxic ity test ing as EPA 
requ ires  for  pesticide registration. Thu s for cer tain  drugs and pesticides, ana­
logous tes ting  is required to dete rmin e acu te (one-dose exposure)  and subacute 
(con tinuous exposure  generally over a 90-day period) toxic ity, as  well as chronic 
(long- term) studies , to determine  a produc t’s potent ial to cause  cancers (ca r­
cinogenicity) or birth defects (ter atogen icit y) or to affect reproduction . In 
many cases the  same laboratories do both pesticide and drug testing.

The EPA and FDA programs differ  in one major  respec t—FDA has  a  program 
to inspec t labo ratories  to insure the  reli abil ity of data subm itted  for drug  
reg istr atio n. The objectives of FDA’s inspect ion program are  to insure that  
labo ra torie s: Have sufficient and properly mainta ined  fac ilit ies  and equ ipm ent ; 
keep complete and accurate records which allow for  verification of da ta sub­
mit ted ; have  qualified s ta ff ; and follow valid  tes t procedures.

FDA inspectors  have  found inadequate  internal control, insufficient supe r­
vision, questionable procedures, and  poor recordkeeping in several nongovern­
mental labo rato ries  which tes t both pesticides and drugs. For example, at one 
drug-pesticide laboratory, FDA inspectors found th a t: The labora tory  had pur- <
chased  anim als which were not accounted  fo r; animals’ identifying numbers 
were changed in a  record book with out  explanation, init ials , or da te ; data sheets 
and correctio ns thereon were not always  in iti al ed ; reca lculations of animal s’ 
food in take for a 2-week period were  not adequately explained.

The lack of accountability  of animals an d/or  the  substit ution of tes t anim als 
dur ing a tes t could affect the te st ’s outcome to the  exten t th at  a harmfu l 
chemical could be dec lared  safe.

In add ition to EPA and FDA, many Federal,  Stat e, and local agencies rely 
on other types  of da ta prep ared  by nongovernmental labo rato ries , many of 
which are regu lated  by acc reditati on or inspection programs. (A number of 
acc red itat ion /ins pec tion  programs  and their  cost are  discussed in enc. I.)

One m ajor a rea  where  the Congress recognized the  need to insu re high-quality 
laboratory  da ta was clinical tes ts—tests  for  the diagnosis , prevention , or trea t­
ment of human diseases or impa irments. The Clinica l Laboratory Improvement 
Act of 1967 r equi res the  Center for  Disease Control (CDC) of the  Departm ent 
of Heal th, Educa tion, and Welfare (HEW) to license clinical  laboratories which 
receive clinical specimens that  cross  Sta te lines. CDC accep ts acc reditati on by

2 S tu di es  duri ng th e li fe tim e of  te s t an im al s invo lv in g m ul tipl e ex po su re  to  su bs ta nc es  in  th e ir  foo d. Th e st ud y is  to  find  a max im um  lev el which  in du ce s no  toxico logica l effe ct an d to  det er m in e th e  n a tu re  a nd de gr ee  of lo ng -te rm  effect s.
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th e  Co lleg e of Am er ic an  Pat ho lo g is ts  an d th e Ne w Yo rk S ta te  D epart m ent of  
H ealth  in  lie u of a CDC  si te  in sp ec tio n.  CDC , which  ch ar ges  a lice ns in g fee, 
has lic en sed ab ou t 700 su ch  la bo ra to ri es . A dd iti on al ly , nu m er ou s o th er S ta te  
ag en ci es  al so  in sp ec t an d ac cre d it  cl in ic al  la bora to ri es , pri m ari ly  th os e no t in ­
vo lved  in in te rs ta te  co mm erc e. CDC  sa id  th a t it s  lic en sing  pro gr am  had  
im prov ed  la bo ra to ry -p ro fici en cy  te st in g.

EPA , FD A, th e D epart m ent of  A gr ic ul tu re , th e  A m er ic an  In d u s tr ia l Hyg iene  
Assoc ia tio n,  th e  Am er ic an  A ss oc ia tio n fo r th e  A cc re ditat io n of L ab ora to ry  
Ani m al  Car e (A AA LA C) , and var io us S ta te  ag en cies  acc re dit  or  in sp ec t a 
vari e ty  of ot her  ty pe s of  te st in g  la bo ra to ri es . A 1974 con tr ac t stud y fo r E PA ’s 
Office of Res ea rc h an d D ev elop m en t on th e fe as ib il ity  of an  en vir onm en ta l 
la bora to ry  accre d it a ti on /i nsp ecti on  pr og ra m  cr ed ited  th es e ex is ting  pro gr am s 

,  w ith  (1 ) re du ci ng  th e freq ue nc y of  in co rr ec t da ta , (2 ) co rr ec ting  te ch nic al
prob lems, (3)  wee ding  ou t po or ly  qu al ifi ed  em ployees, (4 ) st andard iz in g  la b­
ora to ry  pr oc ed ur es , an d (5 ) upgra din g fa c il it ie s an d eq uipm en t.

As a re su lt  of  th is  con tr ac t st ud y,  EPA  is  es ta bli sh in g an  accre d it a ti o n / 
in sp ec tion  pr og ra m  fo r envir on m en ta l- te st in g (w ate r quali ty ) la bora to ri es . In

* ad dit io n , th e  D epart m ent of  Co mm erc e an d th e O cc up at io na l Saf et y and H ealth  
A dm in is tr at io n  a re  co ns id er in g si m ilar  pro gra m s fo r la bora to ri es who se  d a ta  
th ey  use .

A no th er  mea ns  of  im pr ov in g th e ac cu ra cy  an d re li ab il it y  of  d a ta  is  to  re ­
quir e accre dit at io n  of la bora to ri es by ex is ting  pro fe ss io na l as so ci at io ns . As  
m en tion ed  pr ev io us ly , CDC  us es  su ch  an  ap pr oac h in lice ns in g cl in ic al  la bora ­
to ri es ac cr ed ited  by th e College  of  Am er ic an  Pat holo gis ts  an d by th e Ne w Yo rk 
S ta te  D epar tm en t of  H ea lth.

We iden tif ied tw o org an iz at io ns— one  whi ch  ha d,  an d one whi ch  w as  co n­
side ring , ac cr ed it a ti on  pr og ra m s.  The se  org an iz at io ns’ pro gra m s ap pea re d to  
ha ve  ap pl ic ab il ity to  pe st ic id e te st in g.  Th e fi rs t, th e A m er ic an  Co un cil  of  In de­
pe nd en t Lab ora to ries , is  a volu n ta ry  as so ci at io n of  in de pe nd en t la bora to ri es in  
th e  fie ld of  ph ys ic al  or  biolog ical  sci ences. Cou nc il ac cre d it a ti on  re quir es a 
si te  in sp ec tio n,  mad e by tw o pe rs on s se lecte d fr om  th e mem be rship,  to  in su re  
th a t th e la bora to ry  is  ad eq uat el y eq uipp ed  an d org an iz ed  to  re nder  re li ab le  
se rv ic e in  it s ch os en  fie lds  in  ac co rd an ce  w ith th e co un ci l’s gu idel ines . An 
appare n t sh or tcom in g of  th e co un ci l s pro gr am  is th a t pe riod ic  fo llo wup  in sp ec ­
tion s are  n ot  r eq uir ed  a ft e r mem be rshi p has be en  o bt ai ne d.

The  sec ond , th e  So cie ty  of  To xic olo gy , has reco gn ized  th a t a pro gr am  to  
ac cr ed it  la bora to ry  fa cil it ie s an d co mpe ten cy  in  m ak in g to xi co logi ca l st udie s is 
ne ed ed , an d th e so ciety  is st udyin g th e m att er.  EPA  in pu t in to  de ve lopm en t of 
such  a pr og ra m  co uld in su re  th a t EP A ne ed s w ill  be co ns idered .

Th e N at io na l In s ti tu te s  of  H ealth  (N IH ) al so  re quir es  th a t th e  an im al -c ar e 
fa c il it ie s of  no ng ov er nm en ta l la bora to ri es w ith  whi ch  it  con tr acts  be ac cr ed ited  
e it her by N IH  or by a nat io nall y  reco gn ized  pro fe ss io na l la bora to ry  an im al - 
ac cr ed it in g  bod y, such as  AAALAC. Alth ou gh  AAA LAC  do es  no t evalu ate  such  
as pec ts  as  te s t pr oc ed ur es  an d qual it y  of te s t pe rs on ne l an d fa ci li ti es , an  N IH  
off icia l to ld  us  th a t ac cre d it a ti on  by AAA LAC  im pr ov es  th e  qual it y  of  re se ar ch  

w by in su ring  th a t goo d anim al -c ar e pr oc ed ur es  are  fo llo wed  duri ng stud ie s,  which
ke ep s var ia ble s a t a min im um .

On e addit io nal  fa c to r th a t EPA  sh ou ld  co ns id er , if  it  det er m in es  th a t an  
EPA -o pe ra te d in sp ec tion  or  ac cr ed it a ti on  pr og ra m  is w arr an te d , is  w heth er a 
fee sh ou ld  be ch ar ged  fo r E PA ’s se rv ice . I t  appears  th a t lice ns in g or  accr ed it in g

• la bora to ri es sh ou ld  comp ly w ith 31 U.S .C. 483 a, en ac te d in 1951, which  st a te s 
th a t it  is  th e sens e of th e Con gr es s th a t an  ag en cy  ch ar ge a fa ir  an d eq ui ta bl e 
fee fo r “a ny  work,  se rv ic e pu bl ic at io n,  re por t,  do cu men t, benefit , pr iv ile ge , 
au th ori ty , use , fr an ch is e,  lic en se , pe rm it , ce rt if ic at e,  re g is tr a ti on , or  si m ilar  
th in g  of va lu e or u ti li ty  per fo rm ed , fu rn is hed , prov id ed , gra nte d , pre pare d  or  
is su ed  by an y F edera l ag en cy  * * CDC as se sses  su ch  fe es  fo r lic en sing  
cl in ic al  la bo ra to ri es , an d it s pr og ra m  m ig ht  se rv e as  a mo de l fo r a si m il ar EPA  
pr og ra m .

ADDIT IONAL CONTROL OF TE ST DATA  DESIRABL E

E PA ’s p ropo sed re g is tr a ti on  gu id el in es  s ta te  th a t “the  pes tici de  us ed  fo r to x i­
co logica l [s af et y] te st in g  m ust  be th e sa m e ch em ical ly  ch ar acte ri zed  pro duct  
whi ch  is  prop os ed  to  be or  is  co mm ercial ly  pr od uc ed  an d us ed .” EPA  di d no t 
re qu ir e  ch em ical  an al ysi s of  th e  pe st ic id e be ing te st ed , an d te s t re port s su b­
m it te d  to  EPA  ge ne ra lly di d not  co nt ai n a ve ri fica tio n by th e pe rf orm in g la b ­
o ra to ry  of th e ch em ic al  co mpo si tio n of th e su bs ta nce s te st ed . R ep ort s mer ely 
ci te  th e re ce ip t an d te st in g  of  sa m ples  la be le d by a nu m ber  or  pro du ct  na me.
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Exa m pl es  of m ate ri a l de sc ript io ns  a re  “a  red-co lored liqui d” and “a gr ee n
po wde r la be le d Sa mple No. 1548.”  Occ as iona lly  dis cl ai m er s are  mad e by th e  per ­
fo rm in g la bora to ri es th a t th e  re por te d re su lt s ar e  no t ap pl ic ab le  to  ap pa re nt ly
si m il ar  or  id en tica l pr od uc ts . On e re port , fo r ex am ple,  includ ed  th e  s ta te m e n t:
“Thi s re port  ap pl ie s only to th e sa mple,  or  samples , in ves tigat ed  an d is no t
ne ce ss ar ily in di ca tive of  th e  qual ity  o r co nd iti on  of  ap pare n tl y  id en tica l or  sim i­
la r pr od uc ts .” R ep or ts  such  as  th es e pr ov id e EPA  w ith  no as su ra nce  th a t th e
pr od uc t w hi ch  w as  te st ed  is th e pro duct  be ing re gi ster ed . We be lieve  EP A
shou ld  no t ac ce pt  re port s cont ai nin g such  di sc la im er s an d sh ou ld  co ns ider
re qu ir in g an al ysi s of  c he m ic al s be ing  te st ed .

CONCLU SI ONS

EP A re li es  on sa fe ty  an d efficacy st udie s by no ng ov er nm en ta l la bora to ri es  as  •
th e ba si s fo r re gi st er in g pe st ici de s. EPA  has no pro gr am  to  in sp ec t, lic ense , or  
ac cr ed it  th es e la bora to ri es  to  in su re  th a t th e  la bora to ri es hav e app ro pri at e 
fa ci li ti es  an d eq uipm en t an d qu al ifi ed  pe rson ne l an d th a t pr op er  te s t pr oc ed ur es  
ar e fo llo we d. O th er  Fed er al , S ta te , an d loca l ag en cies  which  us e such  dat a,  
som e of which  is  an alog ou s to  d a ta  re qui re d fo r pe st ic id es , ha ve  foun d th e •
ac cu ra cy  an d re li ab il ity  of  d a ta  fr om  som e la bora to ri es  to  be unsa ti sf ac to ry  
an d co ns eq ue nt ly  ha ve  th e ir  own in sp ec tion  of accre dit at io n  pr og ra m s.

FD A an d CDC  ha ve  in sp ecti on /a ccre d it a ti on  pr ogr am s fo r d ru g  re gis tr a ti on  
an d cl in ic al  te st in g,  re sp ec tiv ely.  I t  appears  th a t po or  te s ts  in  th es e are as 
wou ld be  mor e re ad ily iden tif ied th a n  po or  pe st ic id e te st s.  A dv er se  dru g re ac ­
tion s or  in co rr ec t spec im en  an al yse s wou ld be re ad ily a tt ri b u ta b le  to th e 
la bora to ry  an d shou ld  hav e an  im m ed ia te  econo mic im pac t on th e la bora to ry  
be ca us e th e dru g co mp any or  do ct or  wou ld no t use such la bora to ri es fu rt her.  
N ev er th el es s th e d a ta  gen er at ed  fr om  th es e la bora to ri es has no t been ad eq ua te , 
an d in sp ec tio n an d lic en sing  pro gra m s ha ve  bee n im plem en ted.

Pes ti ci de  ex po su re  pre se nts  eq ua lly , if  no t mo re , se riou s healt h  ha za rd s,  
be ca us e ad ve rs e ef fects  fr om  low -le ve l ex po su re  may  no t be appare n t fo r man y 
ye ar s.  T he  id en ti fi ca tion  of  prob lem pe st ic id es  is fu rt h e r co mpl icat ed  be ca use 
of  th e di sp er sion  of pe st ic id es , al on g w ith a m ult itude of  o th er ch em icals, in th e 
na ti on ’s foo d supp ly an d th e  en vi ro nm en t. D es pi te  th e  se riou sn es s of  po te ntial  
pr ob lems an d th e al m os t co mplete re li an ce  of  E PA 's  pe st ic id e re g is tr a ti on  
pr og ra m  on sa fe ty  an d efficacy st udie s by no ng ov er nm en ta l la bora to ri es , EP A 
has  no t sy st em at ic al ly  re vi ew ed  th e  ca pab il it ie s of  such la bora to ri es or  th e ir  
co mpl ianc e w ith appro pri a te  te s t pro ce du re s th a t w ill  re as on ab ly  in su re  th e 
ac cu ra nc y an d re li ab il ity  of te st  da ta .

W e be lie ve  th a t E PA ’s ac ce pt an ce  of  sa fe ty  an d efficacy st udie s which  co n­
ta in  la bora to ry  di sc la im er s re gard in g  te s t re su lt s an d do not ad eq ua te ly  
id en ti fy  th e ch em ical  comp os ition  of th e  co mpound be ing te st ed  pre ve nt s EPA  
from  in su ring , as  re qui re d by law , th a t on ly sa fe  an d ef fect ive pe st ic id es  ar e  
re gi ster ed .

RE CO M MEN DATIONS

We  reco mmen d th a t EPA  de te rm in e w heth er an  accre dit at io n  or  in sp ec tio n 
pr og ra m  is  ne ce ss ar y to  in su re  th a t ac cu ra te , re liab le , an d ob ject ive sa fe ty  *
an d effi cacy d a ta  is be ing pr ov id ed  by no ng ov er nm en ta l la bora to ri es . Such a 
det er m in at io n  sh ou ld  co ns id er  th e  var io us a lt e rn a ti ve  m et ho ds  av ai la bl e fo r 
in sp ec tion  or  accr ed it at io n  as  a bas is  fo r se le ct in g th e mo st co st- eff ec tiv e pro ­
gr am  fo r EP A.  EPA ’s ne ed s ma y be sa tis fied  by : A jo in t E I’A -FD A pr og ra m  
which  wou ld  av oid du pl ic at io n of  v is it s to  la bora to ri es se rv in g bo th  ag en ci es ; "
ac cr ed it a ti on  by one or  mo re  p ri va te  org an iz ati ons;  or  a co m bi na tio n of  th e forego ing.

We al so  recomme nd  th a t EP A not  ac ce pt  st udie s con ta in in g la bora to ry  dis ­
cl ai m er s an d co ns id er  re quir in g  th e  la bora to ry  to  m ak e a ch em ical  an al ys is  
of  th e  pr odu ct  be ing te st ed .

We ha ve  di sc us sed th is  re port  w ith off icia ls of  EPA ’s Office of  Pe st ic id e 
Pro gr am s.  Th ey  to ld  us  th a t they  ag re ed  th a t EP A shou ld  revi ew  th e  ad eq ua cy  
of  la bora to ry  d a ta  su bm it te d fo r pe st ic id e re g is tr a ti on  as  a ba si s fo r de te r­
m in ing w heth er a la bora to ry  accr ed it at io n  or in sp ec tio n pro gr am  is  w arr an te d .
Th ey  al so  sa id  th a t su ch  a stud y had  no t bee n do ne  be ca us e of  hi gher  p ri ori ty  
wo rk , such  as  co mpl et in g re g is tr a ti on  re gu la tions  an d gu id el in es  wh ich  were 
re quir ed  by am en dm en ts  to th e Fed era l In se ct ic id e,  Fu ng ic id e,  an d Ro de rU - 
cide  A ct  to  be co mplete d by Octob er  1974.

An EPA  offic ial sa id  th a t pe st ic id e st ud ie s shou ld  co nt ai n po si tive  id en ti fi ca ­
tio n of  th e co mpound be ing te st ed  an d shou ld  no t lie qu al ifi ed  re gar din g stud y
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re pl ic ab il ity.  He sa id  th a t th es e a re as wou ld  be  re vi ew ed  to  de te rm in e w het her  
E PA 's  prop os ed  re g is tr a ti on  gu id el in es  ne ed ed  to  be  revi sed.

We in vite yo ur  a tt en ti on  to  th e fa c t th a t th is  re port  co nta in s re co m m en da ­
tion s to  you which  are  se t fo rt h  on pa ge  9. As  you know , se ct ion 236 of  th e 
L eg is la tive  R eo rg an iz at io n Act of  1970 re quir es  th e hea d of  a F edera l agency  
to  su bm it a w ri tt en  st a te m ent on ac tion s ta ken  on our re co m m en da tion s to 
th e  Hou se  an d Sen at e Com m itt ee s on Gov er nm en t O pe ra tions not la te r th an  
60 day s a ft e r th e  date  of  th e  re port  an d to  th e  Hou se  and Sen at e Com m itt ee s 
on A pp ro pr ia tion s w ith  th e  ag en cy 's  fi rs t re qu es t fo r appro pri a ti ons mad e 
mor e th an  60 d ay s a ft e r th e  d a te  of th e  re po rt .

W e sh al l appre cia te  be ing in fo rm ed  of  an y ac tion  you maj ’ ta ke on m att e rs  
di sc us se d in  th is  re por t.  We  appre ci at e th e  co ur te si es  an d co op er at io n ex te nd ed  

» to  our re pre se n ta ti ves duri ng  th e  review .
Sinc erely  yo ur s,

H en ry  E sc h w eg e ,
Direc to r.

[Enclosure I]
w

D es crip ti on  of Selected F ed eral  an d Sta te  L abo ratory  A cc re di ta tion  an d 
I n sp ec tio n  P ro gram s an d T h e ir  R elated  Costs

Org an izat ion.— HEW , Fo od  an d D ru g A dm in is tr at io n, B ure au  of  Foods.
Pr og ra m.— App ro va l of S ta te  m ilk- te st in g la bora to ri es  an d pe rson ne l. In cl ud es  

pro fic ien cy  te st in g an d in sp ec tio n.
Objec tiv es .— Con fo rm ity  o f l ab ora to ry  p ro ce du re s.
Ben ef its.— Im pr ov ed  pr ec is ion an d ac cu ra cy  of  data , st andard iz ation  of  p ro ­

ce du re s,  a nd  u pg ra din g of f ac il it ie s.
Co sts .— 3 s ta ff -d ay s fo r e ac h insp ec tio n.
N um ber  o f p ar tici pa ting  l ab or ator ies.— 65.
Org an isat ion.— HEW , Fo od  an d D ru g A dm in is tr at io n,  B ure au  of  Drugs .
Pr og ra m.— In sp ec tio n of d ru g  st udie s in  an im al s an d hu m an s a t co mmercial  

la bo ra to ri es .
Objec tiv es .— In su re  th a t la bora to ri es (1 ) ha ve  suf fic ien t an d pr op er ly  m ai n­

ta in ed  fa ci li ti es  and eq uipm en t, (2 ) kee p co mplete  an d accura te  reco rd s which  
al low fo r ve ri fic at ion of  d a ta  su bm it te d,  (3 ) ha ve  qu al ifi ed  sta ff,  an d (4 ) fol low  
va lid te st  p ro ce du re s.

Ben ef its.— Ana lyse s of  be ne fit s n ot  c urr en tl y  a va ilab le .
Co sts .— No ne curr en tly  a vai la bl e.
N um be r o f p art ic ip at in g la bo ra tories .— No es tim at e.
Org an isat ion.— HEW , CDC .
Pr og ra m.— Lic en su re  of  cl in ic al  la bora to ri es en gaged in  in te rs ta te  comm erc e. 

In cl ud es  pro fic ien cy  te st in g  an d in sp ec tio n.  A cc re ditat io n by Co llege of  Am er i­
ca n Path ol og is ts  an d New York S ta te  D ep art m ent of  H ealth  is  ac ce pt ed .

Objec tiv es .— Im pr ov em en t of  la bora to ry  perf orm an ce ; co nf or m ity  of  la bora ­
to ry  pr oc ed ur es .

Ben ef it s.— D ec re as e of 11.5 per ce nt  in  pr of ic ienc y- te st ing de fic ien cies  an d 19 
•  pe rc en t in  nu m be r of  l abora to ri es fo un d unsa ti sf ac to ry .

Co sts .— T ota l fu ndin g $9 m il li o n ; lic en sing  ac tivit ie s,  $2 m il li o n ; co st  to 
la bo ra to ri es , $125 pl us  $25 fo r ea ch  sect ion insp ec ted.

N um ber  of  part ic ip at in g labo ra to ri es .—700.
O rg an izat ion.— HEW , So cia l Se cu ri ty  A dm in is tr at io n, B ure au  of  H ea lth  

In su ra nc e.
Progr am .-—Cert if ic at io n of  in de pe nd en t cl in ic al  la bora to ri es pe rf or m in g se rv ­

ices  unde r M ed icare.  In cl udes  in sp ec tio n.  R eg ul at io ns in co rp ora te  CDC  
st andard s.

Objec tiv es .— Im pr ov em en t of  cl in ic al  la bora to ry  pe rfor m an ce .
Ben ef its .— U pg ra de d la bora to ry  qual it y  co nt ro l an d pe rson ne l.
Co sts .— T ota l fu ndin g—$3 mill ion a ye ar .
N um be r o f part ic ip ating labo ra to ri es .— 3,000.
Org an isat ion.— EPA , W ate r Q ua lit y Office, W ate r Su pp ly  Divisi on .
P ro gra m .—C er ti fi ca tion  of  S ta te  la bora to ri es an al yzi ng po ta bl e w ate r on 

in te rs ta te  carr ie rs . In cl ud es  in sp ec tio n.
Objec tiv es .— Con fo rm ity  of la bora to ry  pro ce du re s to  in su re  d a ta  qua li ty .
Ben ef its.— Im pr ov ed  te st in g  pr oc ed ur es .
Co sts .— 56 st af f- ho ur s fo r ea ch  in sp ec tion  by GS-1 3 th ro ugh  GS-15 pe rson ne l.
N um be r of  part ic ip ating  la bo ra tories .— 50.
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Organ isation.— EPA , Me thods Dev elopment  an d Qu ali ty As sur ance Resea rch  La bo ra tory.
Pro gra m.— Studyin g feas ibi lity of ce rt ifyi ng  env iro nm ental -m onito rin g lab ­or ator ies (w ate r, air , and pe st ic id es ), inc lud ing  proficiency testi ng  and  inspec tion .
Ob jective s.— Reliab le da ta . Legal ba sis  fo r re fu sa l of dat a of un ce rta in qu al ity  an d re lia bil ity .
Benefits .— Not obtained.
Costs.— Es tim ated  at  $750,000 a  year.
Nu mb er of  parti cip ati ng  la boratories .— No estima te.
Organ isa tion.— Dep ar tm en t of Labor , Oc cupat ion al Sa fety and He alt h Adm ini str ati on .
Pro gra m.— Propos ed accred ita tio n of independen t labo ra to ries  wh ich  te st prod uc ts an d devices for saf ety . Includ es  proficiency testi ng  and inspect ion.Ob jective s.— Fac il ita te  enf orceme nt of occupatio na l sa fety and he al th  sta nd ards .
Bene fits .— Prop osal revoked pen din g res olu tio n of quest ion s rega rd ing legal au thor ity , res ource s req uired,  and prog ram sta nd ards .
Costs.—No es tim ate ava ilable .
Nu mb er of  p art ici pa tin g labora tor ies .— No estim ate .
Organ isa tion.— Dep ar tm en t of Comm erce,  Na tio na l Bu reau  of Standa rds.Pro gra m.— Proposed na tio na l vo luntary lab orato ry  ac cred ita tio n fo r selected  cla sses of  te chno logies, in iti al ly  cons tru cti on  mate ria ls.
Objective s.— Main tai n accep tab le level of com pete nce of pr iv at e and  publ ic la bo ra to rie s th a t serve reg ulatory an d no nregula tor y product ev alua tio n needs .Costs.— No es tim ate ava ilable .
Nu mb er of pa rti cip ati ng  labora tor ies .— No estim ate .
Organ isa tion.— New York  Dep ar tm en t of He alt h, Div ision of  La bo ra to rie s and Resea rch .
Pro gra m.— Approval  of la bo ra to rie s th a t analy ze  po tab le wrat er .
Objective s.— Relia bil ity  of labo ra tory  da ta  and con for ma nce with  min imu m sta nd ards .
Benefits .— Increased un ifo rm ity  of  da ta  amo ng la bora to ri es ; weeding ou t of poor ly qua lified personnel .
Costs.— None  cu rren tly  ava ilable .
Nu mb er  of parti cip ati ng  labora tor ies .— 100.
Org an isa tio n—  Ok lahoma Dep ar tm en t of He alt h.
Pro gram.— Certif ica tion of pr en at al  an d pr em ar ita l blo od- sam ple-tes ting  labo­ra torie s. Inclu de s proficiency tes ting.
Ob jective s.— Ma int enance of sa tis factor y level  of pe rfo rm ance in sero logical testi ng  of blood  samp les.
Bene fit s.— Increase  in average pro fici enc y-test ing  scores of app roved labo rator ies .
Costs.— Not obtained.
Nu mb er of pa rti cip ati ng  labo ratories.—200.
Organ isation .—Califo rn ia Dep ar tm en t of He alt h.
Pro gra m.— Lic ensure  of clin ica l labo ra torie s, exc ept  tho se owned or  opera ted  by lice nsed physici ans for  work on th ei r own pa tie nt s. Inclu de s inspect ion.Ob jec tives.—In su re  ca pa bi lity and sa tis factor y leve l of pe rfo rm ance of faci li­tie s and personnel .
Benefits .— Red uce d freque ncy  of poor (in co rre ct)  da ta .
Costs.— In  fiscal  ye ar  1974-75, $465,199 wa s bud get ed fo r 37.8 posi tions.Nu mb er  of  pa rti cip ati ng  labora tor ies .— 2,000.
Organ isa tion.— AAALAC.
Pro gra m.— Vo lun tar y ac cred ita tio n of lab orato ry -animal- ca re  me thods and fac ili tie s. Ut iliz es  N IH ’s Guide fo r the  Care and  Use of  La bo rator y An imals  and  fu lfil ls NIH  requ ire men ts fo r gr an ts.  Pa rt ic ip at ed  in by th e Ve terans  Adm ini str ati on . Inclu de s inspec tion .
Ob jec tives.— Impro ved welfa re  an d he al th  of  labo ra tory  animals . Fa ci lit at e scientif ic research  and testi ng  re qu iri ng  lab orato ry  ani ma ls.
Bene fit s - - Im prov em en ts in an im al ca re  thr ou gh  ide nti fic ati on  of def iciencies; 70 pe rcen t of th e labo rator ies , in iti al ly  unacc eptab le,  imp roved th ei r pro gra ms  to an  ac cred ita ble level.
Costs.— Fee to labo ra tory  of $100 annu all y.  Cost va rie s by facil iti es.Nu mb er of  pa rti cip ati ng  labora tor ies .— Accredit ed : 275.
Organ isation.— Am eric an In du st ri al  Hy giene Associa tion .
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Pr og ra m.— V ol un ta ry  accre d it a ti on  of  la bora to ri es which  an al yze  sa m pl es  of  
a ir born e co nta m in ants  co lle cted  in  th e  w ork pl ac e an d biolog ical  sp ec im en s of  
w or ke rs  exposed. In cl ude s prof icien cy  te st in g  and in sp ec tio n.

Objec tiv es .— Im pr ov ed  per fo rm an ce  and ass ura nce  of  qual ity  da ta .
Ben ef its.— Im pr ov ed  la bora to ry  data , se le ct iv ity in  pe rs on ne l hir in g, an d 

ob ject ive loo k a t te ch ni qu es  an d pr oc ed ur es .
Co sts .— O pe ra te d sin ce  in ce pt io n under  sp on so rshi p of  N at io nal  In s ti tu te  of  

Occ up at io na l Saf et y an d H ea lth . Ann ua l si te  vis it  co st  es tim at ed  a t $350.
N um be r o f part ic ip a ti ng  labo ra tories .— 60.
O rg an izat ion.— Co lle ge  of  Amer ican  Pat ho lo gi st s.
Pr og ra m.— V ol un ta ry  ac cr ed it a ti on  of  in dep en de nt  and hosp it al  cl in ical  

la bo ra to ri es . In cl ude s in sp ec tion  an d prof ici en cy  te st in g.
•  Objec tiv es .— D ev elop men t an d im pl em en ta tion of  hi gh  la bora to ry  med ic ine 

st an dard s.
Ben ef its.— U pg ra de d leve l of  pe rfor m an ce .
Co sts .— A ve ra ge  si te  v i s i t : $400.
N um be r o f part ic ip ating  labo ra tories .— 12,000. 

w O rg an izat ion.— So cie ty  of  To xic olo gy .
Pr og ra m.— P la nnin g to  es ta bli sh  a w or ki ng  part y  of past  p re si den ts  to  pre ­

pare  an  ou tl in e of  th e go als , ob ject ives , and  m ea ns  of  im pl em en ting  an  ac cr ed i­
ta ti on  pr og ra m .

Objec tiv es .— Not  ob ta in ed .
Ben ef its.—N ot  ob ta in ed .
Co sts .— Not  ob ta in ed .
N um be r o f part ic ip ating labo ra tories .— N ot  ob ta in ed .
Org an izat ion.— Am er ic an  Co un cil  of  In dep en den t Lab or at ori es , Inc.
Pr og ra m.— V ol un ta ry  ac cr ed it a ti on  re quir in g  on ly an  in it ia l in sp ec tion  to 

in su re  adeq uat e eq ui pm en t, or ga ni za tion , pe rson ne l, an d qual ity  co nt ro l.
Objec tiv es .— Pr om ot io n of  sc ient ifi c in sp ec tio n,  sa m pl in g,  an al ys is , te st in g,  

co ns ul ta tion , de ve lopm en t, an d re se ar ch .
Ben ef its.— Not  av ai la bl e.
Costs .— No t av ai la bl e.
N um be r of  part ic ip ating  la bo ra tories .— 171.

Mr. S izemore. Despite a his tory of emphasizing benefits of pestici­
dal use in relation to risk, the Adm inist rator specifically provided 
in his memorandum for a more “open evaluation of risks and bene­
fits” and criticized the adversary process, which had accounted for 
the Agency’s only meaningful pesticide regulation.

The Administrator took this action despite the conclusion of the 
EP A investigating committee that  the Office of Pesticide Programs 
had failed to take  action against suspect chemicals, forcing the Office 
of General Counsel, of which we were members, to proceed to take 
these actions independently.

• Thus, the cycle was completed and the message was clear. There 
would be no further  enforcement of the  pesticide law for at least the 
next 12 months.

Although the appearances  were obvious enough, Mr. Chairman, 
this view was confirmed by us in discussions with our superiors dur ­
ing the past several weeks.

In addition,  we attended meetings, chaired by top EP A officials, 
which were convened for the express purpose of considering chang­
ing past cancer decisions in response to comments from an agricul­
tura l trade  group.

We might remind you, Mr. Chairman, although this is not in our 
remarks, that  we believe these cancer decisions which were the sub­
ject of these meetings are on the cutting edge of toxic regulation, and 
that  any retrenchment from these decisions produces additional evi­
dence that  the Agency does not intend to act vigorously in toxic 
substances regulation.

Thank  you.
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Mr. Reukauf. Mr. Chairman,  we hope in onr remarks here today 
to go beyond criticism of the Environmental Protect ion Agency and 
address ourselves to the question of what steps can be taken to remedy 
some of the problems which we have raised.

In  the first place we believe that  there must be a radical reordering 
of p riorities to remedy these problems. We do not presume to tell the 
Congress how to regulate the regula tory agencies, but recent events 
raise serious questions about the role of Congress in protecting the environment.

The recent events to which we refe r deal with the amendments to 
the Federa l Insecticide, Fungicide, and Rodenticide Act, the  F IFRA . 
The chemical indus try which FI FR A purp orts  to regulate had a strong hand in the dra ftin g of tha t law and the law provides exten­
sive safeguards to protect the industry’s rights.

The committee of the House which has legislative and oversight 
jurisdiction over this  law is the House Agriculture Committee. When tha t committee disagreed with some of FP A ’s policies and actions, 
it proceeded to pass amendments which, among other things , required 
greater participation by the  Secretary of Agriculture in F PA ’s pub­lic health decisions relating to pesticides.

After extensive investigations  into the failure  of the Department of Agriculture to protect the public health from dangerous pesti­
cides, Congress wisely transfer red admin istrative responsibility  over pesticides to the newly formed EPA.

Why then did Congress not clean its own house and tran sfe r legis­
lative and oversight responsibility to a congressional committee whose 
interest was in protect ing public health?  Surely if there were sound reasons to take pesticide regulation out of the hands of pesticide 
promoters in the executive branch, those sound reasons also apply in the legislative branch.

It is clear also that FP A must reorder its prior ities if it is to deal 
effectively with toxic pollutants. Although there are many other areas 
of environmental  protection with which we must deal, E PA  employs over 9,000 people, and it could deploy this work force in a way which 
could deal effectively with toxic pollu tants  under existing  authority. Not to do so would, in our opinion, serve to continue a situation  
which we believe has become a public health crisis in America.

There is a committee which vigorously represents agricultural in­terests. There are committees which vigorously represent industrial 
interests. But  there is no one committee which represents environ­mental heal th interests.

When we announced our resignations because of FPA ’s failure 
effectively to regulate toxic substances, we were contacted by three 
House subcommittees and two Senate subcommittees, all of whom claim some jurisdiction regarding  toxic chemicals.

We believe tha t the Congress cannot effectively oversee the pro­tection of environmental health until  it centralizes its jurisdic tion 
over all statu tes designed to protect  public health and the environ­ment. At the very least there should be clear arrangement for over­
lapp ing jurisdiction  by environmentally oriented committees over other committees.

Additionally , Congress must make clear in all statutes which regu­
late toxic chemicals tha t the burden of proof of safety must always remain with the manufacturer of the chemical.
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Furthermore, Congress should exercise continuous oversight  to in­
sure tha t the requirement of this  burden of proof  is not diluted by 
Agency regulations or policies.

Mr. Chairman, in addit ion to these general remarks, we make the 
following specific recommendations:

One: Immediate prio rity  and resources must be allocated to under­
take an extensive review of EP A pesticide regis tration files by in­
dependent experts. Legis lation should be proposed which would pro­
vide for immediate removal from the market , followed by an oppor­
tunity for a hearing , of any pesticide where the data  submitted are

* inadequate to support its safety  as required by law.
Two: A process for appropriate certification of independent test ­

ing laborator ies and assurances of the ir independence in fact must 
be considered a p rimary subject for new legislation, in our opinion.

* Three: Urgent atten tion should be given to passage of the toxic 
substances control bill subject to intensive congressional oversight. 
Despite E PA ’s inadequate efforts under existing  toxic control auth or­
ities, there are many toxics which are presently unregulated alto­
gether.

Four:  With respect to EP A’s administration  of existing toxic 
control author ities, Congress must manifest its intention  tha t these 
existing laws be implemented fully as soon as possible and must con­
vene comprehensive oversight hearings  to review E PA ’s en tire toxic 
regula tory program.

Mr. Chairman, this completes our prepared statement. We will be 
happy  to answer any questions from the  committee.

Mr. Moorhead. Thank you, gentlemen, for an eloquent statement. 
I think  you have made it clear, a t least to  the  Chair, tha t your objec­
tive in resigning,  and I might say somewhat reluctantly appearing  
before this subcommittee, in no way represents a vendetta. I believe 
you have made a sincere attempt, by your action and by your state­
ment, to clear up dangerous situat ions which have been allowed to 
exist.

For this and for the sacrifice you have made, I  commend you.
You referred in your  statement several times to GAO reports 

which this  subcommittee has received, and without objection the GAO 
reports will be made part  of the record.

* Before I get into some detailed questions, I want to clar ify the 
procedural si tuation.

As I understand it—and I am dealing part icularly  with the bur­
den of proof issue—your statement is tha t the law and procedures, 
so far  as gett ing a new pesticide registered , are adequate. You be­
lieve tha t the regula tions and the judicial  precedents are adequate, 
but tha t they have not been adequately enforced. Do I understand 
tha t correctly?

Mr. Howard. In the case of pesticides, with respect we have the 
greatest  fami liari ty, we believe that  tha t, in essence, is correct, that  
the present law is adequate but the administration  of the law is not 
adequate.

Mr. Moorhead. I 'll limit  mayself to pesticides with which you are 
most familiar.  In the case of pesticides which were already registered 
under p reexist ing law which charged the Department of Agriculture  
with the regist ration , the dereg istration process is cumbersome and



22

the burden of proof is on the Agency—is tha t correct? I wanted to 
draw those distinctions between a lready registered and not yet regis­
tered.

Mr. Howard. Mr. Chairman, under  existing law, even under a 
deregistration  proceeding, the burden of proving safety is on the 
private par ty who holds the Federa l license, the manufacturer of 
a pesticide.

Mr. Moorhead. But at some point  in your testimony you talked 
about cumbersome proceedings. Even though it isn’t a burden-of- 
proof problem, it ’s-----

Mr. Sizemore. It ’s not a burden-of-proof problem, IMr. Chairman, 
but it is the fact tha t so many thousands of pesticides have been 
registered not in accordance with the legal standards. Then, the s tat ­
ute provides so many procedural steps for the Agency to leap 
through , it ’s virtually  impossible, except for a 1- or 2-year-long proc­
ess, to get these products off the market.

In addition , while the present law is adequate to regulate initially, 
we might say—and we spoke to this in our statement—that  recent 
amendments to the act, in our view, make it even more cumbersome 
to remove a hazardous pesticide from the market by requiring not 
only consultation with the House Agricu lture Committee but also 
with the Secretary  of Agriculture  who has opposed our actions in 
every adjudica tory hearing we have been involved in.

Mr. Howard. In fact, the Secretary of Agriculture has sued the 
Administ rator  of EP A in Federa l court, along with the chemical 
company, to try  to overturn decisions which would have banned the 
use of cancer-causing pesticides.

Mr. Moorhead. It ’s my recollection—and correct me if I am 
wrong—that, when the FI FR A bill was before the Congress, an at­
tempt was made to give the Secretary  of Agricul ture, in effect, veto 
power over EPA . But the Congress refused to do th at and, in fact, 
as I understand the way we wrote the law, gave E PA the final voice, 
although requiring consultation with the Secretary of Agriculture. 
Am I correct in tha t?

Mr. Howard. Yes, sir; t ha t is correct.
Mr. Moorhead. We are talking about a number of laws. Fortu ­

nately, or unfortunately , all of you are lawyers.
Would you describe the legal autho rities  which set toxic pret reat ­

ment standards for discharges into municipal treatment systems, with 
toxic effluent standards for discharges into rivers and streams, regu­
late response to hazardous  chemical discharges, to issue emergency 
orders to halt  imminent and substantial dangers to human health and 
water pollutants, and to set standards for hundreds of toxic emissions 
into the air  tha t sets limits on toxic chemicals in drinking  water 
supplies?

We would like to have this complete record of legal authori ties 
for our record.

Mr. Howard. Yes, Mr. Chairman.  Let me go through them one at 
a time.

Toxic pretreatment standards, unde r the Federal Water Pollution 
Control Act. which was amended substant ially in 1972, the En ­
vironmental  Protect ion Agency has the authority and responsibility 
to publish regulations setting pretreatment standards.
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These are standards which set limits on what can be in the waste 
waters tha t are discharged in municipal sewers. EP A has published 
regulations setting pretreatment standards. In  doing so, although  it 
had the authority, it did not set the  s tandards  for toxic chemicals in 
those sewer discharges.

The second item is toxic effluent standards, also under the Fed­
eral Water Control Act of 1972, section 307 gives EPA the authority  
and responsibility to publish effluent standards specifically for toxic 
chemicals that  are in the effluent.

As to today, EP A has never published final regulations imple­
menting tha t section. There was an abortive effort about a year or 
so ago when EP A proposed nine chemicals. Tha t effort was aban­
doned by EP A afte r an extensive hearing. Nothing has been for th­
coming since then.

These effluent standards would regulate what can be in your dis­
charges directly into the rivers and streams across the country.

Mr. Moorhead. In these cases where waste goes into a municipal 
system, that  municipal system is not really able to clear toxic sub­
stances out of waters; i sn’t that  correct?

Mr. Howard. The municipal systems are not set up to clear toxic 
substances out of the water.

Mr. Moorhead. So one of the ways we can protect our water from 
toxic substances is to prevent their  discharge into the municipal 
system; is that  correct?

Mr. Howard. The only way to effectively deal with toxic chemicals 
is to deal with them at the source, which is what I think  you are 
getting at.

Mr. Moorhead. Yes, at the source-----
Mr. Howard. By the man who makes them and who causes them to 

be discharged. In the case of drink ing water, however, there are ac­
tions which EP A could take under existing law with money tha t 
EP A has been authorized by Congress to have States and munici­
palities  install treatment facilities to clean the drinking  water much 
more so than  it is now, to remove organic chemicals.

Mr. Moorhead. So EP A has authority  to control the source o f the 
discharge and to require municipali ties to take steps which are feasi­
ble to remove toxic substances once they are in the water, but EP A 
has done ne ither ; is that true?

Mr. H oward. Correct.
Mr. Moorhead. I am sorry to interrupt. You may continue with 

the other legal authority.
Mr. Howard. The thi rd  item is to regulate and respond to haz­

ardous chemical discharges. Unde r section 311 of the Federal  Water 
Pollution Control Act, which was the same act substan tially devised 
in 1972, EPA has had, since 1970, the authority  to regulate oil dis­
charges and we are all familiar  with oil spill discharges and the 
EP A authority, in conjunction with the Coast Guard, provides for a 
Federal coordinated effort to clean up oil spills and Federal re­
sources in the bank to be used in those cleanups.

Since 1970 EPA has been charged with promulgating a list of 
hazardous chemicals and when, in 1972. Congress amended the law, 
they said that when you publi shed the li st, everything on the list will 
be treated  ju st like oil.
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The Federal Government will have the manpower; the money is 
in the bank, and a coordinated system is set up to respond to haz­
ardous chemical discharges. In fact, in the six ensuing years EP A 
never published a final list of hazardous chemicals and although they  
have recently at the end of last  month published a proposed list, 
there is no final list today.

What ’s more, the proposed list, which was published only a few 
weeks ago, specifically excludes from the  list  hazardous chemicals that  
can cause cancer and the repo rt of EPA says so.

The fourth item to issue emergency orders to stop imminent and 
substan tial endangerment  to human health. Here. Congress gave EPA 
extraordin ary powers, both under the Federal Water Pollution Con­
trol Act and under the brand  new Drin king  Water Act. to issue 
emergency orders to stop imminent hazards to health. This can be 
done on a localized basis in response to a par ticu lar problem or it 
can be done on a broader  regional or national  basis when emergen­
cies arise.

These authorities have not been exercised.
Fi fth , EP A has the power, under the Clean Air  Act of 1970, to 

set s tandards for toxic emissions into the air. To date, EP A has set 
standards for only three compounds in emissions. Those compounds 
are barillium, mercury, and asbestos, and there are hearings  under­
way today to set emission standards for vinyl chloride.

I t’s common knowledge across the country  that organic chemicals 
that  are persisten t and mobile are through out the environment. They 
get there not only through water discharges but through emissions 
into the air. And these author ities to regulate  the source have not 
been used.

Mr. Moorhead. You mentioned a list tha t was published in the 
Federa l Register. You also mentioned earlie r in your statement a 
list of 100 carcinogenic or potentially  carcinogenic substances. Is 
that  a different list?

Mr. Howard. Yes. sir;  that is a different list.
Mr. Moorhead. That is the  list that you have not seen ?
Mr. Howard. That is correct.
Mr. Moorhead. Did any of you make any effort to obtain this 

list?
Mr. Sizemore. All of us did.
Mr. Moorhead. You attempted to obtain this list and none of you 

were able to obtain it?
Mr. Howard. That is correct.
Mr. Moorhead. Was any reason given f or this?
Air. Howard. There  was no reason given for this.
Mr. Moorhead. I suggest tha t this  subcommittee should attempt  

to obtain that list.
You’ve mentioned these various legal authorit ies. Do any of them 

have a deadline for action? I thin k you mentioned one statu te that  
had a 90-day limitat ion which is not anywhere near being met. Are 
there other statutes tha t have deadlines that  have or have not been 
met ?

Air. H oward. Yes, sir;  there are other  s tatutes  that  have deadlines 
tha t have not been met. In addit ion to that , there are statu tes with­
out deadlines tha t require EP A to respond to hazards  by publishing
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regulations that  would limit the hazard . In our view that is the 
equivalent to a deadline. Once you know about the hazard  you are 
required to act. Subs tantia lly all of these matte rs fall into one of 
those classifications.

Mr. Moorhead. What  extent is E PA  given discretion to act o r not 
to act under the law ?

Mr. Howard. As you are aware, Mr. Chairman, discretion under 
the law is a complicated and a very particular ized process, and it 
means tha t Congress has simply given an administra tive official 
broad leeway in deciding not to act or deciding to act. We have not 
at this time reviewed all of these legal authorities  at that point, but 
it seems to me at this time I am unaware of any of these authorities 
which gives the Adm inist rator the kind of broad discretion which 
we commonly think of as a legal term in meeting administrative 
discretion.

Mr. Moorhead. You have made various charges of commission or 
omission on the parr of EPA. Take, for example, the Kepone example 
at Hopewell, Va. Could that  have been avoided? I am not talking 
about within the plant,  but discharge into the river—could that have 
been avoided by more rigorous enforcement of the type you are 
recommending by E PA  ?

Mr. Reukauf. Mr. Chairman, there is no doubt that if the regula­
tions and the laws about which we have spoken had been more 'vigor­
ously enforced, there would have been a substantial likelihood that 
some of these problems could have been avoided or detected at an 
earlie r point in time.

Mr. Moorhead. You have made some serious charges against EPA . 
Before your resignations did you have occasion to point out to those 
with authority what you thought to l>e deficiencies in the implemen­
tation of these sta tutes and regulations?

Mr. Sizemore. Mr. Chairman, we didn’t have the occasion to go 
through in the  de tail we have in respect to every act t ha t the Agency 
administered because we actual ly didn’t have responsibilities in all 
of those areas.

We did, however, have the occasion repeatedly over the past sev­
eral months to attend meetings at which all of the issues relat ing to 
toxic substances control including what is the Agency’s policy on con­
troll ing carcinogens. We were at every meeting in which tha t was 
involved and we did speak out at every chance tha t there was to 
tell the Agency tha t we did n’t think it was effectively controlling in 
this area.

Mr. Howard. Mr. Chairman, one other point on that.
I t is an interesting point tha t you have raised because I thin k 

when the Agency conies forw ard before this  committee, you will be 
able to ask them this question.

I think  they will confirm the fact that indeed one of the reasons 
wo resigned was because we were so severely criticized in the Agency 
for speaking out, both in meetings and informal groups, in writ ing 
and otherwise, and tha t immediately prio r or leading up to our 
resignations as a result of some of the processes we have discussed, 
we were uninvi ted to meetings and uninvited to attend  briefings and 
uninvited to participate in the matters  we have spoken out about. 
So there can be no question tha t at every opportuni ty we took the 
forum tha t was available to express precisely these views.
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Mr. Moorhead. Would tha t explain why you were not able to see 
the list of 100 cancer-causing pesticides? Would tha t also be one of 
the reasons why you were not given access to or permitted to par­
ticipate in the GAO investigation and repor t on the inadequate ac­
creditation and control over labora tories testing toxic substances?

Mr. Sizemore. Certainly  it’s a reason for why we didn’t see the 
list of 100 pesticides. I have no doubt about tha t.

As to the  GAO report  we have littl e knowledge as to how tha t was 
conducted. We know it  was conducted within the Office of Pesticide 
Program . We don’t know why wTe were not contacted.

Mr. Moorhead. All three of you were in the counsel's office. Did 
you have an adequate staff of lawyers to enforce the laws as you 
were suggesting they should be enforced ?

Mr. Howard. In  the manner that  we are suggesting they be en­
forced we think we do, al though every Agency official, inc luding our­
selves when we were Agency officials, pleads for additional assistance.

There is a problem. The problem is so huge, the backlog, the 
failure  to regulate cancer-causing chemicals, the pesticides, is huge. 
They have been registered for 30 years substant ially without any 
review as to human health aspects. So there is a big backlog. That's 
why there  is a list of 100 chemicals, and to be sure that all of those 
went into formal tria l at this time it would exceed our limited re­
sources, the limited resources of the  Agency and the counsel’s office.

But  the processes that we have been describing do not require an 
immediate hear ing on all of these things. There are elaborate regula ­
tory procedures to deal with these compounds that  have not been 
been utilized as yet.

Mr. Moorhead. Thank you.
Mr. Gude?
Mr. Gude. Thank you very much, Mr. Chairman.
I know the chairman intends to have EP A appear  in regard  to 

the allegations tha t have been made. As near as I can ascertain in 
looking over this  material, a great deal of this is not new. We have 
been concerned about these matters  and I am certainly tagged by a 
lot of people as a card-carry ing conservationist.

I know my votes and views on various pieces of legislation, par ­
ticular ly the FIFR A,  which was just passed, have differed from 
some of my colleagues. My colleague, Mr. Fountain, I know, differs 
with me on these matters, and I respect his view, because I know 
he believes very ardently  in the way he votes and the way he feels 
about these things.

I was contacted by Administrator Train during the con­
sideration of FIFR A.  Personally, he talked with me about his con­
cern and asked me to t ry  to work with other Members to try  to  keep 
tha t law the way it  was.

Were you aware tha t the Administ rator  was lobbying and work­
ing hard  to keep control of that law ?

Mr. Howard. We were aware of it, yes, sir.
Mr. Gude. Were you aware of it ?
Mr. Sizemore. Yes, sir.
Mr. Reukauf. Yes, sir.
Mr. Gude. I know you have flailed a t the EPA. You have flailed 

at Congress and you have flailed a t the manufacturers  and the agri ­
cultura l lobby, and it seems to me you are flail ing at our very system
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of government here. When Mr. Foun tain doesn’t agree with me and 
votes differently, I  respect his position and tha t’s pa rt of the  political 
process.

Mr. F ountain. Wha t are you talking about ?
Mr. Gude. I am ta lking about the FI FR A in regard to the regis­

trat ion of chemicals and the extent to which the Department of 
Agricu lture would have cognizance over these materials. Maybe we 
voted alike.

Mr. F ountain. I don’t know if we did on that  subject. I think  
I voted for the requirement tha t there be consultation which I  think 
is responsible in an agency like Agricu lture—an agency with juri s­
diction over a tremendous segment of the economy of the country. 
But  I would never have voted to give Agriculture the power to veto.

As I unders tand it, the Environmenta l Protect ion Agency has the 
authority  to make the final decision.

Mr. Gude. Let me say, Mr. Fountain, that  I apologize if I miscon­
strued what I hadn't  researched, but there are other Members who 
didn ’t agree wi th you and me and I respect their  positions in regard 
to their  votes. But if they voted to put this in the Department of 
Agricu lture to change the act, I respect the ir vote and they are 
reflecting the views of their constituents.

I believe very arden tly in some type of gun control legislation. 
I happen to think  that  a gun tha t is not registered can fall into the 
hands of people who don’t know what they are doing with a gun, 
who don’t know which end the bullet comes out of, tha t a gun is a 
dangerous thing  in society. I th ink this is just as bad as a carcinogen, 
and I  guess you could have law enforcement officers say :

W e’re  go ing  to  re sign . The y a re  no t re gis te ri ng  g u n s ; th ey  are  no t do ing 
anyth in g  w ith peop le wh o a ie  ru nnin g ar ou nd  in  so ciety  carr y in g  guns;  Co n­
gre ss  is n’t do ing anyth in g about it.  Con gres s sh ou ld  pas s a la w  to  do so m ethi ng  
abo ut  th es e gu ns  an d ta ke  th em  out of  th e hands of  th e  cr im in al s an d people 
wh o do n’t know7 how to  han dle  them .

But Congress hasn 't seen fit to do tha t because there are more 
people who disagree with me than agree.

When you say why didn't Congress clean its own house and trans­
fer legislative and oversight responsibility to a congressional com­
mittee whose interest was in protection of public health, it ’s because 
there are more Members of Congress who feel they want the House 
organized the way it is than would like to see it changed.

I think tha t we could protect public health better if we reorga­
nized, but I  don’t think it would be successful in the present political 
context.

Mr. Sizemore. I think you may be right when you say tha t the 
process that  resulted in the amendment of FI FR A is the process of 
Government by which we live. What we are saying is that  we saw 
tha t process work, tha t we don’t like the result and that  we think 
the result is traceable not to an awareness of what the real issues 
are but rather to where the strength and the money lies, and that  
is in the center of indus try and agricultura l groups. There is no 
concentrated public health lobby tha t is present to offset the tre ­
mendous pressure tha t can be brought to bear by the other side of 
the issue, and every time, in our opinion, the public health suffers.

It doesn’t suffer necessarily in whether a law is passed because, as 
we detailed, many laws have been passed in public health. But it
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suffers all the way down the line from the time the law was passed 
to the method in which it is implemented and whether it is imple­
mented fully. This is the  nature of the process we are talk ing about 
and we may have to agree to disagree on whether or  not that  process 
is working in the public interest.

We don’t believe the amendment of FI FR A was an example of 
legislation tha t worked in the public interest or in the interest of 
public health .

Mr. Gude. You say you don’t believe tha t that was working in the 
public interest ?

Mr. S izemore. We absolutely do not. We believe that  it was a trade ­
off against the interest of public health to delay implementation of 
effective enforcement against hazardous  pesticides and it succeeded.

Mr. Gude. In political considerations what would you say if those 
who were—let me ask you th is—could there  have been a more radical 
amendment of FI FR A tha t would have more adversely affected the 
public in terest?

Mr. Sizemore. Certa inly; the veto proposed by Representat ive 
Poage and Representative Wampler for the Secretary of Agricu lture 
would clearly have presented a more odious block to pesticide en­
forcement.

Mr. Gude. We hate to say that politics was involved, hut do you 
think  in order  to keep some measure of control that  a tradeoff was 
made ?

Mr. Sizemore. I don’t doubt that  at all. I think  that is perfectly 
clear that  there was a tradeoff. What bothers me is the fact that we 
had to get to the point where a tradeoff on public health had to be 
made. That,  we think, is traceable to the fact that  there is no orga­
nized public health group to counterbalance the groups tha t forced 
the amendment of the pesticide law.

Mr. Gude. You say there's no organized public health group.
Mr. Sizemore. Yes, sir,  with the money or cohesion tha t the indus­

try  and agricultural groups have. Th at ’s very clear.
Mr. Gude. I don’t know whether this speaks to your point, but the 

amount of money that is appropr iated by Congress for health re­
search, and this includes environmental health research, has 
steadily diminished in the last few years, much to my distress and 
to the distress of  others.

Here again, Congress is responsible; it has made a real ordering of 
priorities. My prior ity is in the other direction from what Congress is 
doing.

Mr. S izemore. We appreciate th at that  is the case.
Air. Gude. You are telling us to reorder our priorities . I think 

tha t is what we are trying to do and we appreciate your words and 
your support, but I am wondering  just what you are suggesting, 
some type of reapport ionment or readjus tment of political power in 
Congress? I)o you feel that creat ing a new committee in this area 
would necessarily make a shift  in the balance of power as far  as 
these various public policy decisions are concerned?

Air. Sizemore. Air. Howard has some remarks about that  which I 
would like to have him make. The only thing I would say is that 
I don't think we would say that  any restructuring will be the final 
answer to these problems.
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There is not going to  be an easy or mechanical answer to the prob­
lems that  we have raised. Wha t we hope to do is to cause these is­
sues to be brought to the forefront and cause the system it self to be 
analyzed so that  all of us can unders tand, as we have come to under­
stand through Government, exactly what pressures are being brought 
to bear that determine the decisions that  are made in the areas of 
public health.

Mr. H oward. Specifically on the question you asked. Congressman 
Gude, a t the time in the late 1960’s when the so-called Fountain  re­
port came out speaking about the failure of the U.S. Department of 
Agricu lture to regulate the chemicals which they were also charged 
to promote, there was a decision by Congress and the Executive to 
transfer  the authority  to someone who is not charged with promotion 
of the regulated chemicals.

When tha t happened, there was no collateral tran sfer of authority  
within  the House of Representat ives and indeed, perhaps that’s im­
possible, but indeed, there was no assertion of competing jurisdiction 
by another committee or subcommittee which could have claimed jur is­
diction over that law that regulated the safety of pesticides. We don’t 
ask for the impossible, although many of these may be impossible.

For example, if there were a competing claim of jurisdiction by a 
committee that  was environmentally oriented to oversee the admin ­
istrat ion of the  pesticide law instead of allowing the House A gricu l­
ture Committee, who is charged with the promotion of growing food 
and fiber in the use of agricultural chemicals, that  would provide 
some added balance of the kind tha t the Fountain report spoke of 
in the executive forum.

Mr. Gude. So you think that  what we should do is have an oversight 
committee or legislation committee in the area of the hazardous sub­
stances in society?

Mr. Sizemore. We do feel that that  is the case, hut we don't know 
whether it is possible, but the purse s tring turns out to be the key ele­
ment and unless there is competing jurisdiction over appropriations, 
the agency can be held hostage when it takes courageous action and 
we think  that tha t is another key element that  is involved.

Who lias control of agency appropriation s and how is that money 
to flow ?

Mr. Revkauf. Congressman Gude, obviously there are competing 
interests here and you have agonized over the same kinds of things 
that we agonize over. As I said, we don't  purport to tell the Congress 
how it should go about these matters. We are only private  citizens 
who have been inside the  Government and who have seen some p rob­
lems and we are only speaking to what we thin k might be appro­
priate  ways to deal with the problems. We are familial' with the con­
gressional process. We don’t know how Congress exactly can do it. 
But one thought  that  came to our minds was this suggestion that 
perhaps a centralization  of committee jurisdiction could be one thing.

I think basically we have agonized over these things and we want 
to focus attention on them. Tf our action can serve to focus the atte n­
tion of this committee or some other committee or someone on these 
problems, perhaps someone has the answer. We are not saying tha t 
we have the answer, but we are trying to do the best we can to make 
recommendations that we think  might be helpful.

70 -1 34  0  -  76 - 3
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Mr. Gude. In regard  to the EP A’s regula tory inaction and con­
templated retrenchment from established enforcement policies, you say that  this attribute in par t to indust ry pressure brought to bear 
through congressional committees and to election year politics, both in Congress and in E PA  itself. Is tha t right?

Mr. Sizemore. Yes.
Mr. Gude. Do you know of any violations of the law tha t were 

carried out or made in regard to these indust ry pressures that were brought to bear in EPA?
Mr. H oward. Congressman, if  I may respond to that . We are not fami liar with any violations of  any laws in regard to the matters that you referred to.
It  is true, of  course, tha t Congress passed the Advisory Committee Act and one of the purposes of tha t act was to prevent executive agencies from meeting with one side of the issue or another in private to discuss thei r contemplated actions and to be subjected to influence without advising other people to provide the opportunity for the pub­lic to come in.
We do know t hat  there have been meetings within EP A with in­dustry  officials, without notice to environmental groups and to the public a t large, to allow them to participate.
Mr. Gude. This  type of meeting has occurred'!
Air. H oward. Yes, sir.
Air. Gude. Air. Chairman, I am glad tha t EP A is going to have a chance to comment in regard  to this matter.
In  regard to my comment to Air. Fountain I didn’t mean to char ­acterize any of his votes. I made some assumptions considering an agricultural district , so I hope he won’t take offense tha t I mischar- acterized any of his votes.
However, what I was trying to characterize is tha t there is a large group of Members of Congress who ev idently don’t agree with you and me in regard to these matters , and they are representing their  interest  and their  constituents as best as they know how, and we re­present ours as we see things  the best that we know how.
Thank you, Mr. Chairman.
Air. AIoorhead. I t would be appropriate to recognize Air. Fountain.Air. F ountain. I am sorry I  wasn’t here ear lier and I won’t take a lot of time, but I have been preoccupied with chairing another sub­committee which deals with a very important subject affecting the 

general welfare of the cities and counties and States in regard to rev­enue sharing  and I haven’t been able to keep up with all tha t is go­ing on in th is subcommittee, which has been doing a very effective job. I commend the chairman for what  he has been doing.
I would agree with the gentleman from Maryland tha t philosophi­

cally we may differ on a number of items and we may even vote d if­ferently on legislation, but sometimes I think our votes whether for or against are quite often misconstrued.
I  don’t recall how I  voted on the part icular bill in question, but I do know tha t I would agree because of the impact of almost every­thin g on agricu lture in the country, a segment of the economy wherein 

5 percent of the people in America produce the food and fiber for the rest of the  Nation and for many parts of the  world, ought to be con­
sulted—and I may have voted for an amendment requiring consul-
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tation with the Secretary of Agriculture—but I certainly  have no in­
tention of giving  the Secretary of Agricultu re the authority  to veto 
any action by the Environmental Protec tion Agency.

Of course, I  am ge tting  correspondence all sorts of ways. I  am get­
ting  correspondence saying  repeal EPA, repeal OSHA, and I ’m ge t­
ting  some saying why don’t you get those agencies to do something? 
They aren’t doing anything. But I yield to no one in the Congress in 
aspirat ions to see tha t the proper thin g is done in terms of pesticides, 
in terms of drugs.

As a matter of fact, for some 15 years or more the subcommittee 
I have the  honor to chair, the Intergovernmenta l Relations and Hu ­
man Resources Subcommittee, has exercised surveillance on the  Food 
and Drug  Administrat ion and I  have had to go before cattle farm ers on 
a number of occasions to explain why we had hearings that demon­
strated the carcinogenic effect of diethyls tilbestro l and why even the 
morning aft er pill  may be cancerous.

We had  an abundance of evidence ind icating the impact of tha t on 
children some 15 years afte r the mother had taken it in an effort to 
prevent miscarriage. I thin k your observation about followup of the 
pesticide report and how you handle this sort of thing is extremely 
worthwhile.

Without taking a position one way or  the other, I  want to commend 
you gentlemen. I don’t know enough about the facts but I admire 
anyone who has the courage of his convictions and who, having ex­
hausted resources, if  th at is true, to get accomplished what you th ink 
ought to be accomplished to come to  the proper forum, and I think 
the committees of Congress are the prope r forum to at least publicly 
air  the problem in a prope r way in the hope tha t whatever action 
ought to be taken is taken by the admin istrat ive agency involved.

One observation I wanted to make is t his :
Wha t facilities do you have w ithin EP A to put  on an educational 

campaign before you s tar t issuing regulations and implementing the 
law and “harassing” as some people say? You know public opinion 
determines whether  we pass a law, whether  it is proper ly and ade­
quately enforced.

I am wondering if EP A has a group or committee which goes out 
into the agricultura l areas of the  country to meet and to discuss with 
agricultura l leaders some of these areas we are now dealing with to 
the end that  when the question comes up for debate, their  positions 
are taken on the basis of fact and not fear as is often the case.

Would you care to comment on tha t ?
Mr. Howard. Thank you for asking tha t question. That is a very im­

portant question and it is a question tha t goes to the very heart of the 
administrative process since indeed, if an agency is charged to  enforce 
the law, it is also charged to tel l the people what it is doing and why.

I think  what is behind your statement is correct perception, tha t 
is, tha t EP A has not been adequately telling the story of what it is 
doing and why, and therefore people do respond out of fear  and ap­
prehension more than they do about awareness of the fact.

Tha t problem, the question of why EP A has not done this, is very 
complex and would probably take another  hearing to go into it in full.

I can say, however, tha t we have strenuously  urged the top officials 
of the Agency in June  and Jul y of l ast year when the  hearings were
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underway in the House Agriculture Committee, tha t the Agency 
must proceed to  develop a coherent, understandable presentat ion to 
tell people what we are doing on these cancer-causing pesticides in 
particular.

We understood, at tha t time, that a motion picture was going to be 
developed which would explain these things. So far as we know, noth­
ing has happened as of the time we left.

There are people within the Agency who are charged with the re­
sponsibility of v isiting with farm groups and other regulated groups 
and to talk with them about what tlie Agency is doing. I am not pr ivy 
to what they have been saying or not saying, but my judgment is 
tha t there has been a lack of support within EPA for some of the 
more courageous decisions of the Administ rator  of E PA  and tha t the 
result of tha t has been a failure to go forward and tell the story of 
what the Administrator has done in these specific cases.

Mr. F ountain. I appreciate your observation. I think  it is per ti­
nent but I had in mind more of an educational campaign in which 
someone who can speak with autho rity about these pesticides goes be­
fore agricultural groups and explains the dangers involved so that 
thei r opinions are not formed on the basis of the impact it may have 
upon the commodity they produce or the q uantity of it, but they will 
be proper ly advised as to the health hazards involved.

On the subject of DES, which was given primarily to expedite the 
fattening  of cattle and other animals for sale or consumption, I had 
to go before them because it so happened that we were the committee 
tha t was investigating this. Food and Drug hadn’t done anything. 
Afte r I had made the talk T made before about 500 cattlemen in my 
own congressional district , T might say, T got an entirely different 
response.

It  might be interest ing to note, however, Mr. Chairman, tha t the 
veterinarian for the North Carolina State University quickly got up 
and said:

Mr. C hai rm an , I ap pr ec ia te  w hat you  have sa id , bu t I no tic ed  in th e  m or n­
ing paper  th a t th e  Fo od  an d D ru g A dm in is tr at io n  has ju s t ap pr ov ed  a pi ll 
w ith DES  w hi ch  is  ab ou t 1,600 tim es  as  st ro ng  as  w hat  th e fa rm ers  had  been 
feed in g th e cat tl e.  W hat  is you r ex pla nation  of  th a t?

I said I had read the story in the newspaper and I was sorry that 
I couldn’t give an answer but I said I could tell them one thing that 
when T got back to Washington I was going to find out. We did, and 
it wasn’t quite as bad as it sounded. Th at’s what I am ta lking about, 
so that  when these groups come in, these lobby groups, the Agricul­
ture lobby, a big interest  although  it ’s now smaller and smaller, they’ll 
know why actions have been taken. We had one or two amendments 
yesterday in regard to funds going into the counties or  the cities, and 
the cities won. Obviously, there are many more votes from people 
who come from metropolitan areas of the country where there is even 
greater concern about the environment, water, air, than out in the 
open, free spaces where I grew up. We don’t have that  concern. We 
have more concern with water than  with ai r.

There needs to be someone to go out and let these people know 
what the facts are because they are conscientious in their opinions 
although they may be dead wrong in those opinions, just like Mem­
bers of Congress vote based upon two things, ignorance and knowl-



33

edge. Sometimes the ignorance may be worse than  tlie knowledge. We 
don’t know all the answers. We do the best we can and we have passed 
a lot of crazy laws, I think. If  we had some way of repealing hal f of 
them and starting all over again, I thin k the country would be in 
much better shape, because we have so much redtape.

As a matte r of fact I am put ting  out a newsletter this week in 
which I say tha t if you count all the pages in the Federal Register 
you will find about 60,000 pages in all, each filled with small type and 
bureaucratic prose. Those 60,000 pages contain no less than 309 brand- 
new regulations, about 7,000 existing regulations and 3,000 other 
regula tory documents, and  that’s a lot of regulations.

I don’t know how many people read these things. I don’t know how 
many people take the Federal Register. It  doesn’t get into the hands 
of the general public. So it seems to me the Congress needs to take 
an inventory of the procedures that  we have for gett ing information 
to the general public and that  administrative agencies need to take 
an inventory of their  operations in the past and the present with a 
view to gettin g out to the general public the kind of education which 
is needed and which will enable them when they contact thei r Con­
gressmen to exercise a much more mature and responsible opinion 
either for or agains t legislation.

Thank you, Mr. Chairman.
Mr. Moorhead. Thank you, Mr. Fountain.
Mr. F ountain. Would you agree with that?
Mr. Howard. Yes, sir; we would agree with tha t and wholehear t­

edly support your expression and concern and need for action.
Mr. Moorhead. I would hope tha t this subcommittee would try  to 

emulate the work of the sister subcommittee, the Foun tain subcom­
mittee in its very fine work with the FDA.  I think  you have set an 
example for all subcommittees and Mr. Gude and I commend you for 
the work you have done over the years. I think it takes a long time 
to do the job that  you have done and I fear  that  it will also take  a 
long time for this subcommittee to get done the things that  we want 
to do. One of the things you mention in your  recommendations, which 
does include Congress, is oversight.  We have passed laws as you have 
listed them, sometimes over intense objection from others.

As I understand it, the jurisdiction for appropria tions  for FP A 
is in the Subcommittee on II ITD and Independent Agencies. I know 
at least that  the chairman of that  subcommittee does not come from 
an agricultura l area. I have not researched who the other members 
of tha t subcommittee are. The Congress, with the exception of the 
passage of a toxic substances control bill, has passed laws to protect 
health and the environment. So fa r as I  know, the usual reluctance of 
the Appropria tions  Committee to appropria te necessary money has 
not been a problem for FP A.  The oversight function, other than the 
oversight function of the legislative committee, is lodged with this 
subcommittee. One of the reasons we are holding this hearing  today 
is to do just what you are suggesting—to see to it that  FP A does 
carry  out as effectively and efficiently and as much in accordance with 
the intent of Congress those responsibilities we have placed on them.

To get more specific, I am going to refer to your press release where 
you speak of “ inaccurate, sloppy, and even fr audulent data submitted  
by indust ry to support the safety of chemicals licensed by FP A and 
FDA.”
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Can you give us some concrete examples of that?
Mr. Sizemore. Mr. Chairman, we can give you some very detailed examples which I think would be much more appropria te to submit for the record, which we would like to do. But what we mean there tha t when the law requires tha t safety testing  be carried out, pa r­ticula rly speaking in the area of testing fo r cancer hazard, the studies that are required are long-term feeding studies of animals.
Now there are many, many procedures tha t can be utilized, are utilized, have been utilized in the past by contract laboratories that  contract with the companies to perform this  data, tha t serves to mis­state the information.
For instance, if you don’t test all the way to the end of the ani­mal’s life where the tumors are more likely to appear, you can give the impression of no induction of tumors.
The fact is tha t if you tested all the way out to the end of the animal’s life, the tumors would sta rt appear ing. This is a problem across the long-term feeding study testing area.
There are also examples of removal of tumors early in the life of the animals, sewing them back up and let ting  them live. The examples are numerous. We also had occasions where data was not submitted to the Agency although it incriminated the chemical agent.
We have taken action to the  extent tha t we became aware of these things  to refer them to the Department of Justice. The point is that  concrete attention must be drawn and more criminal actions must be forthcoming so that people realize tha t when they submit safety test ­ing it’s a serious matter, and people are going to take regulatory action based on the data submitted.
Mr. Mooriiead. You were going to submit for the record specific cases.
[The information follows:]

H oward, Sizem ore  & Reu kauf,
Attorneys At L aw , 

W as hi ng to n,  D.C . A pri l 2, 1916.Ho n. W il li am  S. Moorhead,
Cha irm an , Con se rv at ion,  Ene rg y an d N atu ra l Res ou rc es  Su bc om m it te e of  the C om m it te e on  Gov er nm en t Ope ra tio ns , U.S . Hou se  of  Rep re se nta ti ve s,  R a y ­bu rn  Office B ui ld in g,  W as hing ton,  D .C.

D ear C ha ir man  Moorhead : D uring ou r te st im on y on F ebru ary  11. 1976 be fo re  th e  Su bc om m itt ee  you  as ke d us  to pr ov id e ex am pl es  of  “inac cura te , slo ppy, an d even fr audu le n t d a ta  su bm it te d by in dust ry  to  su pp or t th e sa fe ty  of  ch em ical s lic en se d by EP A an d FD A.” W ith re sp ec t to  FD A we  re fe r you  to  th e  re ce nt  heari ngs be fo re  th e Su bc om m itt ee  on H ea lth  o f  th e  Sen at e Lab or  an d Pub lic W el fa re  Co mmittee , an d es pe cial ly  to  th e  test im on y of  Com miss ione r Sc hm id t re gard in g  th e  Se ar le s in ve st ig at io n.  We unders ta nd  th a t th e  Su bcom ­m it te e is  in vest ig ati ng  si m ilar  prob lems w ith in  th e  E nviron m en ta l Pro te ct io n Agency.
The  ex am pl es  of  in accura te  an d slo ppy d a ta  in EP A file s are  leg ion. In  revi ew in g th is  issu e,  we wo uld su gg es t th a t th e  Su bc om m itt ee  ke ep  in mi nd  th a t in  th e th re e  m ajo r re gu la to ry  ac tion s ta ken  by EP A again st  DDT , A ld ri n / D ie ld ri n an d Il ep ta ch lo r/ C h lo rd ane, th e ev iden ce  wh ich  prov ed  th e  ch em ical s haz ard ous w as  ba se d la rg ely up on  in de pe nd en t revi ew  by ex pert s of  d a ta  su b­m it te d by in dust ry  to  su pp ort  cl ai m s of  sa fe ty .
The  EPA  heari ngs on th e su sp en sio n of Il ep ta ch lo r/ C h lo rd ane  un co ve red in nu m er ab le  ex am pl es  of  slo ppy an d in accura te  da ta , in  ad di tion to  abundant ev iden ce  th a t muc h of th e  pa thol og y data  as su bm it te d by in dust ry  w as  ba sed upon  th e  di ag no st ic  op in ions  of  pa th olo gi st s wh o w er e no t hi gh ly  qu al ifi ed , or  who se  view s w er e a t be st  ex trem el y co ns er va tive . W ith re sp ec t to  th e  Hep t- ach lo r/ C hlo rd ane ca se  we  re fe r th e  Su bc om m itt ee  to  EP A E xhib it  8 of  th a t proc ee ding , th e  pre par ed  w ri tt en  test im on y of Dr. Sa mue l S. Eps te in , an  ex per t
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in  ch em ic al  ca rc in og en es is , w ho  pr ov id ed  th e  most - co m pr eh en sive  cri ti ca l re ­
view  of  al l th e  avai la ble  bioa ss ay  d a ta  on H ep ta ch lo r/ C hlo rd ane. T his  ex hib it  
is  avai la ble  a t th e  H eari ng  C le rk 's  office of  th e  E nvir onm en ta l P ro te ct io n  
Agenc y. We  re fe r spec ifi ca lly  to  pa ge s 8, 20, 28, 30, 41, 47, 57, 61, 62, 65, 66-69 , 
73, 74, w he re  l) r.  E pst ei n  de ta il s th e  li m it a ti ons of  th e d a ta  which  Ve lsicol 
Che mical  Co mp any w as  re ly in g up on  to  dem onst ra te  th e sa fe ty  of  th es e com­
po un ds . A dd iti on al ly , we  wou ld  re fe r th e  Su bc om m itt ee  to  E PA 's  bri ef  filed 
w ith th e  A dm in is tr at iv e Law  Ju dg e,  an d spec ifi ca lly  to pa ge s 1-56. A cop y 
of  th e  T ab le  of  Con tent s,  th e  In tr oducti on  an d pa ge s 1-56  of  th a t b ri ef is  
enclo sed. [I n  Su bc om m it tee’s til es .]

In  th e A ld ri n /D ie ld ri n  ca se  th e d a ta  up on  whi ch  Sh el l Che mical  Co mpa ny  
re li ed  w as  cr it ic all y  re vi ew ed  by man y w itnes se s in cl ud in g Dr. Eps te in  an d 
Dr. Um be rto Sa tfi ot ti,  Assoc ia te  D ir ec to r fo r Car cino ge ne sis,  D iv is ion of  Can ce r 
Cau se  an d Pre ve nt io n,  N at io nal  C an ce r In s ti tu te . (E D F  E xh ib it  33 an d EPA  
E xh ib it  40 of  th a t pr oc ee di ng  re sp ec tivel y).  We  re fe r spec ifi ca lly  to  pa ge s 23 - 
34 of  EPA  E xhib it  40 an d pa ge s 39 -94 of  E D F E xh ib it  33 w her e Drs . Sa tfi ot ti 
an d E pst ei n  de ta il  th e ir  op in io ns  re gard in g  th es e da ta . As ca n be  seen  som e 
of  th e  in ad eq ua ci es  of th es e d a ta  are  m in or  w hi le  some  ar e,  in  th e  w or ds  of  
Dr. Sa tfi ot ti,  “d ep lo ra ble ”.

W ith re sp ec t to  fr audu le n t d a ta  we re fe r to  Ve lsicol Che mical  C orp ora tion 's  
su bm ission  of  bioa ss ay  st ud ie s per fo rm ed  fo r Ve lsico l by  th e  In te rn a ti o n a l 
Res ea rc h an d Dev elop men t C orp ora tion (I R D C ) (E PA  E xh ib it s 32 and 33 
from  th e Il ep ta ch lo r/ C h lo rd ane  pro ce ed in g). A t th e tim e th a t Ve lsic ol su b­
m it te d  th es e st udie s to  EPA  in  1973, it  fa il ed  to  di sc lo se  th a t pat holo gis ts  
co ns ul te d by it  to  revi ew  se le cted  ti ss ue sl ides  fr om  th es e st udie s had  sh ar ply  
di sa gr ee d w ith th e IR DC pat ho lo gi st s.  U nl ike th e  IR DC pat ho lo gi st s,  th e  Ve l­
sicol consu lt an ts  had  di ag no se d m an y ca se s of  ca nce r in  th e  sl ides  which  th ey  
revi ew ed . We un co ve re d th is  in fo rm ati on  duri ng  th e 1975 li ti gat io n . In  ou r 
vie w,  by  th is  ac tion , Velsic ol defr auded  EP A an d th e  Am er ic an  peop le an d 
fa il ed  to  comp ly w ith  § 6 (a ) (2 ) of  FE PC A, re quir in g  dis cl os ur e of  an y in fo r­
m at io n re la ti ng  to  th e  ad ve rs e ef fect s of a re gis te re d  pro duct  on hu m an  healt h  
or th e  en vi ro nm en t. Ve lsi co l’s ac tion s in  th is  ca se  w er e re fe rr ed  by th e Office 
of  G en er al  Co un sel to  th e D epart m ent of  Ju st ic e  fo r cr im in al in ves tigat io n in  
Ju ly , 1975.

W e ho pe  th a t th es e m ate ri a ls  a re  he lp fu l to  th e  Su bc om m itt ee  in  it s in vest i­
ga tion . I f  we  ca n be of  fu r th e r ass is ta nce  ple as e do no t h esi ta te  to  ha ve  th e 
Su bc om m itt ee  st af f conta ct us.

Ve ry tr u ly  yo ur s,
J eff rey  H. H oward, 
F ra nk  ,T. Sizemore , II I , 
W il li am  E. R eu kauf.

[The documents referred to in the  letter  above are in the subcommit­
tee’s file.]

Mr. Sizemore. We can fill in some specifics in that.
Mr. Moorhead. I)o you know of any instance where EP A has re­

viewed the submissions and then returned them to the company in­
volved for more complete and accurate data?

Mr. S izemore. I am sure th at that  has been done on many occasions 
although  I couldn’t cite you specific examples. I think  tha t there are 
more occasions in which it has not happened than in which it has. I 
would feel pretty  safe in say ing that , at least in te rms of these long­
term feeding studies.

Mr. H oward. If  I could make one other point.
Mr. M ooriiead. Yes, Mr. Howard.
Mr. II oward. You get into that  question when the EPA is called 

before the subcommittee. T think  it is importan t to note that it's not 
enough simply to establish that  EPA sent it back and told someone 
to do something. You still have to look at what the ultimate  result 
was. Why were they sending it back and did they pick out all the 
important points and was the data adequate tha t came back even­
tually ?
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The only purpose of sending it back is tha t you get good data a t the 
end and if the data is still bad at the end then something fell down in the process.

Mr. Mooriiead. But the GAO letter,  which we showed you, indi­
cates tha t though the EP A relies on da ta provided by pesticide regis­
tran ts based on nongovernment laboratories,  the Agency has no p ro­
gram to accredit or inspect those laboratories. Would you care to comment ?

Mr. Sizemore. Tha t is absolutely correct. There is no Government program.
Mr. Reukauf. There is no governmentwide program to accredit 

these laboratories, and certa inly w ithin EP A there is no qual ity check on the data that is being submitted.
There are obvious dangers in such a situation. The laboratories 

tha t are contracted by indust ry to perform the tests must be candid 
with the regula tory agency and cannot in any way color thei r judg­
ment because of their  financial arrangement with the manufacturer 
and because of possible consequences of the results of thei r safety testing.

We think th at it’s essential that  the laboratories that  are generating 
the data are checked to determine tha t they are independent in fact, and tha t beyond that  that  there be greater efforts with in the regula­
tory agency, especially EPA, to monitor the data as it comes into the agency for quality  and adequacy of those data.

Mr. Moorhead. Do you know if EP A has made any attempt to set 
up such a program? Is there a problem of staffing to get a sufficient 
number of inspectors to check these laboratories?

Mr. Reukauf. Clearly those kinds of problems would evolve within 
the last couple of months within the Agency tha t such procedures 
be in itiated. There’s no doubt tha t it will be difficult to staff and to do a good job in monitoring these data  and in certi fying  these labora­
tories. But we think  it is of such sufficient importance that  it has to lie done and it has to be done very quickly because there are chemicals 
tha t are being registered by regula tory agencies every day.

There are hundreds of chemicals that are regis tered every year and 
if people don’t have confidence in the safety data  that  is being gener­
ated, that is being utilized to support the licensing of these chemi­
cals, then obviously we are in a very serious situation.

Air. Mooriiead. The present situation, again according to GAO, is 
that  the pesticide manufacturer hires the nongovernmental labora­
tory. He can pick anyone it  wants to—can even shop around, if you will-----

Mr. Sizemore. And do.
Mr. Moorhead [continuing]. And do. And yet E PA  has no mecha­

nism for checking up on the laboratories hired  by the person that  wants to promote the pesticide.
Mr. Reukauf. Tha t is correct, Mr. Chairman. I am not familiar 

with too many cases but I am fa miliar with cases where for 25 years there has been a relationship between the industry  producing the 
chemicals and the laboratory  test ing the chemicals and submitting the data  to the Government in order to support claims of safety.

Mr. Mooriiead. I think we have established that at least the legal staff at EP A was adequate in numbers to do the job tha t you think
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should be done. But in your statement you describe only a skeleton 
stall' to review safety (lata under lying registrations.

How many professionals are assigned to this important work and 
how many would you say are needed to do the job?

Mr. Reukauf. Mr. Chairman, only very recently, as the result of 
pressures that  have been brought to bear in committee hearings in 
the Congress, has EP A undertaken to star t such a project.

To our knowledge tha t project  has been underway for only a few 
weeks and is staffed by only one professional who was chosen by the 
Agency a t our recommendation. He was a scientist who had par tici ­
pated with us in our adjud icatory hearings as an expert witness in 
helping us prepa re these hearings.

Obviously, there is a backlog of work to be done. There are tre­
mendous numbers of files and there are masses of data that need to be 
checked by independent people. There need to be procedures set up 
when the data  is inadequate or when it is falsified or when it is 
sloppy, where actions be taken and products perhaps be removed from 
the market pending adequate data supply and we th ink that one pro­
fessional scientist as an independent person reviewing all of those 
data  is inadequate. We think  tha t the Environmental Protect ion 
Agency needs to have a full-time staff of several professionals who 
are performing what you call this very valuable function.

Mr. Moorhead. In your press release of last week you say: “I t is 
clear from the recent actions tha t the Agency intends to refra in from 
vigorous enforcement of available toxic substances controls and to 
retrench from the few legal precedents which it has set for evaluating 
the cancer hazards  posed by man.”

Could you elaborate on this statement and provide any examples 
of how this  lack of enforcement is taking place?

Mr. Howard. Mr. Chairman, in our statement this morning  we 
attempted to elalxmate substantially on tha t and give some examples. 
The regulato ry areas of inaction are the ones that we discussed in­
volving air and water pollution, and drinking  water standards, and 
pesticides.

The retrenchment is a contemplated retrenchment by any agency 
from the policies and procedures that the Agency has established at 
great cost to evaluate cancer hazards and the evidence that  that  re­
trenchment is being contemplated is the  evidence we have alluded to 
that there have l>een meetings with top level officials for the express 
purpose of  considering changing and weakening the policies in o rder 
to accommodate the arguments of an agricultura l trade group.

Mr. Moorhead. One of your recommendations is the passage of 
the toxic substances control bill and I have introduced simila r legis­
lation to support your concept.

Do you really believe that additional authority  is needed, or would 
existing legal authority  be sufficient if it were implemented and en­
forced vigorously ?

Mr. Sizemore. We do believe that  additional authority  is clearly 
needed in the area of regulating toxic chemicals. All of the auth ori­
ties which are existing  and if they were enforced, would obviously 
help the problem tremendously, but getting back to the idea of regu­
lating at the sourceythe Toxic Substances Control Act has as its pu r­
pose prescreening of hazardous chemicals before they are marketed. \
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[i f you keep a hazardous chemical off the market before it gets on 
the market that  means i t’s not manufac tured, that means it doesn’t 
create an ellluent problem, that  means it doesn't create an air  problem, 
tha t means it doesn’t create a problem of public health from expo- 
sur£_of the chemical either to workers or to the public in gen erahj

(If  you wipe out a chemical, so to speak, before it’s even on the m ar­
ket you take away a lot of the problems tha t we have identified in 
the regulation of toxic chemicals because they are never out there  in 
the environment in the first place^J

Mr. Moorhead. Thank  you. I just have one wind-up question. Do 
you have fur ther questions, Mr. Gude?

Mr. Gude. No.
Mr. Moorhead. Mr. Fountain?
Mr. F ountain. Thank you, Mr. Chairman.
I have just one or  two observations.
You made reference to advisory committees. You may observe that 

the subcommittee I  chair has put out a report on the subject of the 
advisory committees. We were very much concerned about FD A’s 
obvious violation of the Advisory Committee Act which I  believe was 
passed in 1972.

Obviously, we favor the active use of  advisory committees to get 
competent outside independent judgment, but we found that  they had 
some 66 advisory committees and it was costing a tremendous amount 
of money and the Advisory Committee Act was designed to eliminate 
unnecessary advisory committees and to encourage proper ones, but 
as the advisory committee rate was going down in other agencies, it 
was going up there, and we also noted the  absence of public hearings 
and public information so tha t the people would know what was 
going on and could partic ipate  in the decisionmaking process.

I note then a memorandum from Mr. Barker , Air. Elk ins, and Mr. 
Frick , dated October 10, 1975, to the  Adm inistrator. On page 3 under 
recommendat ions:

We believe th at  the  solution to the  major  problems outlined above is to con­
duct a thorough, more open evaluation of both risk s and benefits before a decision to reg iste r a suspect chemical or to issue  a notice of cancellation or 
suspension. By involving inte res ted  partie s and  by solicit ing extern al scientific 
and  technica l review of our da ta and ana lys is as appropriate, we can ensure  
th at  the  decisions are  based on the  objec tive evaluation of all  available information.

A more open process would also help to prev ent any misu nderstanding by 
the  public. This recommendat ion would requ ire, in addition  to careful analyses  
of hea lth  effects, a more inten sive review of the  economic and agr icu ltu ral  impl ications of cancellat ion and sub stit ute  chemicals  tha n has  previously been conducted prior to the  hearing process by the Agency.

It  would also shi ft the focus of EPA decision-making from the adversary  
hea ring  process to a less formal open review of per tinent  fac ts and opinion.

I notice in a p art  of one of the specific recommendations, increased 
personal contact with the affected party, particularly the farm com­
munity. I would think tha t these are appropriate  recommendations 
which are somewhat in line with the thought that  I had in mind.

I was astounded to hear you say that  you have no scientific input 
within EP A upon which to base a decision, that you have to get all 
of your information from laborator ies that are associated with the 
pesticide industry and the decisions of EP A are based upon that.

Mr. Sizemore. That  is essentially correct, Congressman.
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Let me first back up a second and address this  recommendation 
tha t you alluded to. We attached this memorandum to our statement 
as an example of a process that in our view has resulted in a reduc­
tion in the Agency’s emphasis on the risk of pesticides.

We believe tha t the recommendation contained in this memoran­
dum evidences an intent to continue to emphasize the so-called eco­
nomic and agricultura l implications rath er than thei r risks. We be­
lieve tha t that  is the process which will continue to haunt regulation 
of pesticides.

The facts are tha t very few pesticides have been removed from the 
market and the reason for  t hat  is because the  benefits and the over- 
promotion have been emphasized to the underemphasization of the 
risk. So we would not at all agree with this recommendation in the 
context of pesticide regulation.

Mr. F  ountain. You may be right , but as to the total picture as I 
read it it sounded to me as though it was t ryin g to be objective and 
I am not fami liar with 'where the overemphasis may be. But I do 
know tha t where you have a tremendous segment of the economy, 
which is agricu lture, contr ibuting $23 billion in exports last year, 
without which our balance of payments would have been in terribly 
bad shape, that you can’t overlook it and that  these people who pro­
duce these things need to have a better understanding of the process 
by which they produce, because pesticides have been the means by 
which they have lieen able to produce more and more.

If  they are us ing the wrong pesticide, they ought to know about it. 
They ought to be educated about it. But just to outlaw it and to pass 
a regulation to enforce something authoritat ively  without a farmer 
knowing—and he sees the results of this production—all you do is stir 
public opinion in opposition to what you have done ra ther  than edu­
cate and influence people to better understand what you are doing 
and what ought to be done.

Mr. Sizemore. We would agree with tha t, I am sure.
Mr. Howard. Congressman, there is one point that you have re­

ferred to th at I th ink we need to highlight a little bit. Tha t is th at not 
only do we need to discuss openly the risks of the hazardous chemi­
cals—the chemicals were designed to kill living creatures—we are also 
in need of discussing openly the overuse and the problems of  use.

We have a system now whereby the people who manufacture chem­
icals are selling them across the country. We all know the massive in­
put that the chemical manufacturer s have in the farmers’ tr ade jou r­
nals, agr icultural universities. There is a tremendous emphasis placed 
on the use of chemicals. We don’t say that  all chemicals are bad by 
any means, but that  there is tremendous amount of overuse of chemi­
cals and a lack of the people who sell them to give a balanced pres­
entation of what you really need.

As we begin to run out of our precious na tura l resources, the petro­
leum resources, hopefully there will be more emphasis on apprecia t­
ing tha t aspect of the problem as well.

Mr. F ountain. I think  you may be right there. In  my own State 
we have North Carolina University which has a school of agricul­
ture and the North Carolina Agricultural Extension Service. We have 
experts on chemicals and they themselves do a lot of analyzing and 
recommend whether or not to use certain chemicals.
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You made reference to hundreds, maybe thousands of pesticides that 
are on the market, and of course, tha t creates a problem. Something 
tha t has been used for years and years and nobody seems to know any­
thing about the serious consequences, it isn’t easy.

I can apprecia te the Food and Drug Admin istration problem in 
dealing with over-the-counter drugs. They have a massive responsi­
bility of try ing  to determine whether those drugs are even good for 
the purpose for which they were intended, whether they are harmfu l 
or not, whether people are jus t paying for something because i t’s ad­
vertised to relieve a certain condition.

What bothers me, as we pointed out in the report which we just 
released, is tha t in this monograph approach  which they have of clas­
sifying these over-the-counter drugs, and waiting maybe 3, 4, 5, 6. 
maybe 10 years before they come to a result, if a new drug  comes on 
the market and no appl ication is made fo r the approval  of tha t drug, 
in accordance with the law they  have declared a morator ium and that 
drug  may be carcinogenic, and yet they do nothing about it to en­
force it.

My feeling is that while they are engaged in th is long-term process 
of looking at these things which have been on the  market for a long 
time and about which you can’t reach a quick conclusion, for  a lo t of 
reasons all of the political implications involved, the  economic fac­
tors, it seems to me that  for the new ones that  are coming on they 
ought not to wait until these monograms or standards come in before 
they take action. Maybe the same thing is true  so far  as EPA is con­
cerned. I  don’t know. I just thought I would make tha t observation.

Mr. S izemore. I t is, and we can’t say it any better  tha n that,  really. 
Tha t is exactly our point.

Mr. Mooriiead. Thank you gentlemen, very much. I think  tha t I 
should comment first on the tenor of your testimony. T don’t believe 
tha t the name of any official at EP A has been ut tered in this testi ­
mony. So this is not a blame-throwing situation, at least not a per­
sonal one.

You have tried  to keep to the facts, giving them to us as best you 
see them. To say tha t all three of you have made a sacrifice by re­
signing and pointing out to the country and to the  Congress and this 
committee where there have been faults of commission and omission, 
you have done it in a very dispassionate manner. T for one feel con­
vinced that you have given testimony which will be of benefit to this 
subcommittee in its oversight of EP A whom we will have before us.

I think  that  in summary, while you do suggest the passage of one 
piece of legislation, the major thrus t of your testimony is that EPA 
does have the authori ty, or a great deal of au thority , and it is not ex­
ercising tha t authority  in a way adequate to insure the protection of 
the health and actually the li fe of American citizens.

For this service I think all three of you are to be highly com­
mended and we thank you very much.

Mr. Howard. Thank you, Mr. Chairman.
Air. Sizemore. Thank you, Mr. Chairman.
Mr. Reukavf. Thank you, Mr. Chairman.
Mr. Mooriiead. The subcommittee now s tands adjourned.
[Whereupon, at 11:55 a.m., the subcommittee adjourned, to recon­

vene subject to the call of the Chair.]
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a nd  N atu ral  R es ou rc es  S u b c o m m it tee  
of  t iie  C o m m it t e e  on  G o v e r n m en t  O pe r a t io n s ,

Washington, D.C.
The subcommittee met, pursuant to notice, at 10:30 a.m., in room 

2203. Rayburn  House Office Building, lion. William S. Moorhead 
(chairman of the subcommittee) presiding.

Present: Representatives William S. Moorhead, L. H. F ountain, and 
Gilbert Gude.

Also present: Norman G. Cornish, staff d irecto r: David A. Schuen- 
ke, counsel; Robert K. Lane, assistant for environment; Ronald J. 
Tipton, assistant counsel; and Stephen M. Daniels, minority profes­
sional staff, Committee on Government Operations.

Mr. Moorhead. The Subcommittee on Conservation, Energy, and 
Natural Resources will please come to order.

This morning we will hear from a representa tive from the Envi­
ronmental Protect ion Agency on the subject of that Agency’s imple­
mentation of the Pesticides Control Act, the Federa l Insecticide, 
Fungicide , and Rodenticide Act, FIFR A,  and related matters.

Recently this subcommittee heard criticisms of the effectiveness of 
EPA's  pesticide program. We heard that  the Agency was not fully 
meeting its responsibilities under FI FR A and other authority.

We also have in hand recent reports from the General Accounting 
Office which indicate that  the E PA  has failed to comply with its own 
requirements under FIFR A, that it has granted waivers and defer ­
rals of required testing data , and does not have the benefit of accurate 
and reliable data in many cases.

We want to hear the  EPA  answer and explanation not only because 
fairness demands it, but because we hope to find solutions to what are 
clearly problems.

We would like to find ways to better assure that the goals of the 
pesticide control law are achieved. These goals are the protection of 
human health from unreasonable risks and exposures. We now know 
that  these risks are often subtle, but persistent hazards  from which 
the harm may not appear for many years or only in successive gen­
erations.

We need only turn  to the recent CEQ report to sense the magnitude 
of the health hazard posed by a polluted environment. The law also 
requires the protection of the environment. Clearly this is a goal 
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which is at the heart of E PA ’s mission, and one which cannot reason­
ably be deferred.

Nor can we defer or ignore the protection tha t the law intended 
to be provided to the American farmer. Pesticides have been most 
helpful servants to all of us. They have helped us achieve agricul ­
tura l preeminence in the world.

The individual farmer and consumer who must necessarily rely on 
pesticides was to be protected under the law from risks to himself 
and also from worthless and inappropr iate pesticide products.

We understand some of the problems and difficulties confronting 
the Agency in this program. I cannot state too s trongly the need of 
the American people, the farmer,  the consumer, and the Congress to 
have confidence that the law is faithful ly executed.

Mr. Gude, do you have any opening remarks? If  not, the subcom­
mittee would like now to hear from Mr. Robert Zener, General Coun­
sel of the Environmenta l Protec tion Agency.

Mr. Zener, without objection your full testimony will be made par t 
of the record. You can highlight it or you can read the entire thing. 
Before you proceed, Mr. Zener, I  would like to administer the oath to 
you.

Do you solemnly swear that  the testimony you are about to give 
this subcommittee will be the tru th,  the whole truth , and nothing but  
the tru th,  so help you God?

Mr. Zener. I  do.
Mr. Moorhead. I t’s nice to have you with  us, Mr. Zener.

STATEMENT OF ROBERT V. ZENER, GENERAL COUNSEL, 
ENVIRONMENTAL PROTECTION AGENCY

Mr. Zener. I  would like to read my statement with perhaps  a few 
ad lib remarks as I go along.

I am here today at the request of the subcommittee chairman to 
discuss the actions taken by the Environmental Protection Agency 
with respect to the control of hazardous and toxic substances. This 
was the subject of a previous hearing of this subcommittee on Feb­
ruary 11, and you have specifically asked us to address various issues 
regarding EP A’s implementation of its statu tory authority  which 
have been questioned by former EP A employees.

My statement will address issues that  have been raised in the area 
of the Drinking  Water Act and the Pesticides Act, and I ’m sure I 
will be able to answer questions in this area or other areas.

Of course, there is no overall comprehensive toxic substances con­
trol legislation. Our authority is spread among several acts, each 
with different regulato ry schemes. Under the Federa l Water Pollu ­
tion Control Act, E PA  has authority  to set effluent standards for in­
dustria l categories of point sources. These standards under sections 
301 and 304 are  technology based and may limit the toxic pollutants 
included in the effluents of the indus trial  facilities involved.

Simi lar standards may be set for  new sources under section 306 of 
the act and pretreatmen t standards for discharges into municipal 
systems under section 307(b) .

The act also sets forth  a specific section for effluent l imitations on 
toxic pollutants in section 307(a ). Except for the pretreatment re-
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quirements, these standards are implemented through permits issued 
pursuant to section 402 of the act, the national pollutan t discharge 
elimination system.

We also have the Clean Air  Act which requires the Administ rator 
to set ambient air quality  standards for pollu tants which are deter ­
mined to cause adverse effects on the public health.

The States, and where necessary EPA, then set emission limi ta­
tions designed to reduce ambient concentrations below those levels nec­
essary to protect public health. Where there are no ambient stand­
ards but it is determined tha t emissions of certain  pollu tants  un­
reasonably impact upon health, the A dmin istra tor may set hazardous 
emission standards under section 112. EP A has established three 
such standards and has proposed regulations for a fourth.

ITrnight add tha t under the Clean A ir Act we also have issued reg­
ulations limiting the amount of lead in gasoline and other action 
designed to protect the public against exposure to toxic substances.\ 
Those regulations are now tied up in litigatio n before the Dist rict oi 
Columbia Circuit  Court of Appeals.

The Safe Drinking  Water Act, which was passed a little over a 
year ago, requires the Adm inist rator to set maximum contaminant  
levels or treatment techniques for harmful substances in drinking  
water. The Adm inist rator is to take cost and technological limita tions 
into consideration when se tting the levels.

This  last point is im portant in the testimony you received on F eb­
ruary 11. The statement was made tha t the contaminant level set for 
drink ing water supplies was to be based solely on health considera­
tions. Tha t is not correct. The act requires the setting  of recom­
mended maximum contaminant levels based on health considerations. 
The standard itself then is to achieve those levels to the maximum 
extent feasible taking into account cost, and tha t is an impor tant 
point.

j EP A’s role in implementing the drinking  water standards is to 
be secondary to the States  and localities. Inte rim standards for a 
number of contaminants have already been established and additional 
study is being made of others. V

Fina lly 4 the Federal Insecticide, Fungicide, and Rodenticide Act 
requires the regist ration  of chemicals which are used as pesticides. 
EP A reviews the pesticides to see if thei r use will cause unreasonable 
adverse effects on the  environment and the statu te defines the phrase 
unreasonable adverse effects on the environment to require a determi­
nation which balances the health risks of the pesticides against the 
benefits of the pesticide in terms of their  usefulness to the agricul­
tural communitv.\ [Where a finding is made of unreasonable adverse 
effects on the environment, the EPA may refuse to register  or may 
cancel a registrat ion^Where there is imminent hazard, the Admin­
istra tor may suspenn an existing  registration,  an authority we have 
exercised quite recently.

In the testimony you received on February 11, there was substan­
tia l criticism of the Agency in connection with our standards under 
the Safe Drinking Water Act. Let me elaborate on this subject. 
T in der  that  act the interim standards established December 24,1975, 
include limitations on a number of inorganic  chemicals, such as ar-
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senic, cadmium, and mercury, as well as organic chemicals such as 
lindane and toxaphene, which are  two pest icid es^

(Microbiological contaminant  levels were also established. From 
the beginning of the standard setting process, most attention has 
been directed toward the Agency’s actions with respect to organic 
chemicals. As you are aware, I am sure, publici ty over the presence of 
organic chemicals, including known carcinogens, in  known drinking 
water supplies of some of our larges t cities was a major impetus to 
the passage of the Safe Drink ing Water Act. \

One of the criticisms was tha t the final regulations do no t include 
limitations on aldr in/d ield rin,  DDT, heptacldor, or chlordane. We 
had proposed a maximum contaminant  level for total concentration 
of organic chemicals, as determined by the carbon chloroform extract 
method—CCE— but that was not included in the final regulations.

Before discussing that, I would like to point out t ha t in all of our 
public discussions of these standards, and particularly in the pre­
ambles and supporting documents of the proposed and final regula­
tions, we have extensively documented our concerns, our problems 
and our reasons for our ultimate decisions. So the public and the 
Congress have been fully informed of the reasons of our actions. We 
are. not engaging in any under-the-table actions here.

JTt should be apparent from reviewing all these documents that we 
in no way question the fact that  these organic chemicals present 
serious health problems. All we are laboring over is the precise regu­
latory strategy which the Safe Drin king  Wate r Act contemplates and 
whjch is feasible^
Th rith respect to heptacldor  and chlordane, the proposed standards 

were deleted from the final regulations simply because of the pending 
proceedings under the pesticides act.

It  was clearly indicated at the time t ha t t hat  was the reason stand­
ards were not promulgated and tha t the regulations  would be re­
considered afte r the final decision in the pesticide case, and tha t is 
being done now!

/The proposecTregulations also stated carefully  why standards were 
not being proposed for ald rin/die ldri n and DDT. Our data  indi­
cated that  the amount of those pesticides in drinking water supplies 
is negligible. Accordingly, we saw no basis for establishing maximum 
contaminant levels which must take into account cost and treatment 
technologies, which I previously noted, and which normally  should 
not be adopted for contaminants which are very rarely  found in

'We did begin an extensive monitoring program of over 300 water 
supplies to verify our original data  and it is expected that  within a 
few weeks we will have the necessary information to determine 
whether the init ial decision should be change&A,

Prelimina ry indications are tha t our decision was correct. Again, 
the absence of a standard does not result from any question of the 
toxicity of the  m ater ia|s |

In response to the proposed maximum contaminant level for or­
ganic chemicals based on the CCE test—I might interpose here that 
the attem pt in that  kind of test was to have one measurement cover­
ing a broad range of chemicals, so you weren’t put ting  out 15, 25 
standards, each of which would have to be subject to separate meas-
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urement, separate monitoring expenses on the par t of the community 
which might be extremely difficult. There is a lot of attrac tion in a 
single measurement and tha t was the reason for try ing  that  CCE 
test—we received a large number of comments questioning the va­
lidity of that measurement method for determining with any mean­
ingful precision the actual concentration of the harmful organic 
chemicals in water supplies, andfm  reviewing the comments and the 
problem we reached the conclusion that there was no known indi­
cator of harmful organic chemicals which could be used to set a 
meaningful general standard^.

• Accordingly, we determined tha t it would be more efficient to take 
the time now to develop an appropriate testing mechanism and to 
monitor extensively to obtain more complete information on the types 
and quantities  of organic pollu tants in drin king  water supplies^

• With  tha t information, rationa l standards consistent with the in­
tent of the act can be established. These research and monitor ing 
programs have been instituted with 1-year deadlines so tha t the re­
sulting maximum contaminant levels can be effective at the same time 
as the other interim s tandards. —,

A point to note here is tha t under the act the standards cannot * 
go into effect before June of 1977 in any case, and we expect tha t 
this monitor ing program will be completed by tha t time so tha t we 
can revise the standards in time for these statutory effective dates.

I think each of these decisions on drinking  water standards was 
made only a fter a great deal of thought within the Agency and afte r 
discussions witli involved members of the public, including the en­
vironmental groups.

The decision with respect to the CCE test was made quite reluc­
tantly . I know I engaged in a number of agonized discussions on the 
point. But for the ultimate  success of any program T think it is im­
portant that correct decisions be made at the time the standards are 
established since subsequent modifications might delay compliance or 
might cause unnecessary expenditures of limited public funds.

That  point is quite important. You are dealing with municipalities  
here who, of course, have limited funds. Tf on the basis of incomplete 
knowledge we star t them down one road to learn only a year later 
that better treatment could have been obtained through  some other

* technique, then that  result I think would indeed be sad. I think it is 
much better to take the time to make the correct decision now.

I think , of course, there  may be dispute over EP A’s decisions in 
this area as in any other, hut think there can be no reasonable sug-

* gestion that  EP A has backed off from its conviction that these 
chemicals should be removed from drinking  water supplies to the 
maximum extent permit ted under the act and as quickly as possible^

I think  the same observations can be made about our pesticides pro­
gram. We have a vigorous program in this area. A number of m ajor 
and controversial cancellation actions have been taken. We are now 
embarking on a comprehensive and indeed unprecedented program 
under which every one of the thousands of registered pesticides will 
be reviewed to determine whether it should be canceled in ligh t of 
adverse effects on health or the environment.!

We have established a procedure tha t guarantees tha t these deci­
sions will be made in ligh t of all the factors tha t the law requires us
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to take into account—the risks the pesticide poses to man or the environment, balanced against the benefits of its use.
The Agency is to tally committed to  the successful implementation of this program, and we welcome this committee’s inquiry into any aspect of the program.
Let me say a few words about the charge tha t the adminis tration of this program has been politically motivated. I think the facts on this po int speak for themselves. As I am sure the members of this com­mittee will recall, last summer there was a great deal of criticism of EP A from the agricultura l sector and from the House Agricul­ture Committee as to its admin istrat ion of the program, and at that  time legislation was introduced which would have given the Secre­tary  of Agriculture  a veto power over our cancellation decisions in the pesticides area.
At tha t time, while tha t legislation was pending, and when the political pressure was at its height, at a time when the course of political expediency would have been to lie low, at tha t time the Administrator instituted a suspension proceeding against heptachlor- chlordane which are two widely used pesticides. I think  it is pretty  clear tha t the Administra tor at tha t point was not knuckling under to political pressure, he was calling the shot the way he saw it.Similarly, the charge has been made tha t as a matte r of election year politics EP A isn’t going to do anything in the pesticide area. Again, I  think the facts speak for themselves.
On December 24, 1975, the Administrator issued a final suspension order for heptachlor-chlordane, incidenta lly overruling the recom­mendation of his administ rative law judge. It  was a quite controver­sial decision and again he was calling it the way he saw i t and was not submitting to any so-called election year politics.
(More recently, on February 17, 1976, the Administra tor issued a final cancellation order for most uses of mercury-based pesticides."̂  Again, I think  he was calling the shot the way he saw it and noF submitting to any so-called election year politics.
Of course, as you noted in your opening statement, Mr. Chairman, the law requires us to take the interests  of agricul ture into account in administering the pesticides law. We do so. We don’t apologize for doing so, for I think  tha t is the way it should be. Rut, having done that , when the Administra tor thinks a regulatory action should be taken, he takes it and politics has nothing to do with it.
Tha t concludes my prepared remarks, Mr. Chairman. I will be pleased to answer any questions you may have.
Mr. Moorhead. Thank  you very much for your statement, Mr. Zener.
First  of all, let me state T have great admirat ion for Mr. Russell Train, Administ rator  of EPA . I believe that  he calls the shots as he sees them. B ut we all recognize that there are political pressures, and quite frank ly, one of the purposes o f this hearing  is to at least make the political pressure somewhat balanced so that  he can call the shots as he sees them.
Mr. Zener. We surely appreciate th at.  Mr. Chairman.
Mr. Moortiead. I  th ink you will find tha t this committee is a fr iend of E PA and wants you to do a good job and carry out the law as it has been passed by the  Congress.
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In this connection, have yon read the GAO report of December 4, 
1975, enti tled Federa l Pesticide Regis tration Program. Is it protect­
ing the public and the environment adequately from pesticide 
hazards  ?

Mr. Zener. I have not read it recently, Mr. Chairman, so I  might 
not be able to answer questions in detail .

Mr. Moorhead. But you have read it ?
Mr. Zener. Yes, sir.
Mr. Moorhead. The repor t indicates tha t of 100 randomly selected 

pesticides registered with EPA, manufacturers had not submitted 
safety studies for numerous ingredients as required by EP A’s regu­
lations. In  fact, safety data was lacking for 36 chemicals. How can 
you explain  that?

Mr. Zener. Of course, I am not familiar  with the files on the 
par ticu lar chemicals and I can only give you a general answer, Air. 
Chairman.

Most of the presently registered pesticides—at least the ones I am 
fami liar with, I had better not say most—I think were registered 
years ago back in the 1950's and 1960’s when the program was with 
the Department of Agriculture  and when, frank ly, environmental 
concerns were not as well recognized as they are today. That has cer­
tainly been our experience in the office of General Counsel with  re­
spect to part icular pesticides involved in the proceedings tha t we 
have conducted.

(It  is p retty clear that what has to happen is that  all these pesticides 
have to be re-registered so that  the inadequacies and the data  sup­
porting their  present regist ration  are reviewed and corrected. Indeed, 
the Federa l Environmental Pesticide Control Act which was passed 
by the Congress in 1972 requires  that process to be done and requires 
it to be completed by October 1977. (

Before embarking on the actuar work of going through the re­
view of data connected with each pesticide one by one—in other 
words, the rereg istrat ion which the statu te requires—we had to set 
up a system. You just can’t go through 35,000 pesticides without a 
set of rules, specific numbers and tests that you are going to run.

The first task we had after passage of the 1972 act was to estab­
lish a system, specific tests, specific data requirements, that  would 
be imposed in the re-registration process. That  task of establishing 
the reregis tration  system was basically completed with the issuance 
of our regulations under  section 3 of the act, which I believe took 
place last summer.

The complexity of the problem can be seen by looking a t the regu­
lations themselves issued July 3, last summer. They run an enormous 
number of pages in the Federa l Register, full of tables and numbers 
and what have you. Tha t system having  been established, we can 
now turn to the task of reregistering or deciding whether to re­
register every one of the presently regis tered pesticides and t ha t task is 
commencing now.

I guess the brief answer is yes, tha t the problem that GAO reports  
is correct, and we are attacking it.

Mr. Moorhead. The GAO sample of 100 pesticides found that 
toxicity data was missing from 3 chemical ingredients and chronic 
toxicity data was missing on IS ingredients contrary to EP A re­
quirements.
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You have had this problem since 1970. So while 35,000 is a large number, you have had almost 6 years to get at it.
Mr. Zener. Well, we are gett ing at it now. I t’s not tha t simple. Unt il you have a set of rules, specific numbers, you can’t get at it 

in any systematic way, and establishing tha t system is a very contro­versial and complicated task.
Mr. Moorhead. We have studied the report tha t you published 

in the Federa l Register of February  17, in which you categorized 1,505 active ingredients, which when combined in various forms and 
with inert  ingredients, make up these 35,000 registered pesticides. In only 181 cases was all the safety data there. In  442 cases safety data is missing for long-term testing,  and in 28 cases short-term testing 
was missing. In 854 cases EP A has not  determined whether the data 
is missing or not, which is not a very good record to present afte r having had this auth ority  for 6 years, since 1970.

Mr. Zener. Well, all I can say is we are attacking the problem.
Mr. Moorhead. You are attacking the problem for which I must say I congratulate you. This is what the GAO recommended, and I 

am glad you are attacking it. But it certainly  shows the magnitude of the problem when you don’t even know if the data  is missing or not in 854 out of 1,505 ingredients.
Mr. Zener. Tha t’s right.
Mr. Moorhead. And also, as I unders tand it, you have waived re­quiring data on mutagenicity  data, on efficacy d ata and on environ­

mental data. So tha t even if you get all of what we normally think  of as safety data, you are not even making an attem pt to comply completely with the act.
Mr. Zener. I am not fam ilia r with the facts regard ing that  waiver.
Mr. Moorhead. This is what the GAO says. We will discuss this lette r in a litt le bit. The lette r to Chairman Brooks of the F ull Gov­ernment Operations Committee from Alvin L. Aim agrees tha t the 

GAO repor t is generally accurate but it fails to address the recom­
mendations of the GAO. Quite frank ly the lette r is not satisfactory to Chairman Brooks. I t’s not satisfac tory to me. I don’t know if you would care to look at it, Mr. Gude, but it seems to me that the letter is a perfect example of wha t is wrong with E PA ’s pesticide program. 
The le tter is a month late;  it refuses to take advice to correct failings 
tha t it admits it has, and it ’s f rank ly not responsive. So I  am going to ask you on behalf of Chairman  Brooks to return the lette r to Mr. Aim with the statement tha t it is not responsive and should direct itself to the recommendations made rath er than saying such things as, “We are making corrections.” I t should be specific.

Mr. Zener. Mr. Chairman, I am advised that the report itself contained a detailed response on behalf of EPA . I will look into this.
Mr. Moorhead. The lette r says: “As required under section 236 of the Legislative Reorganiza tion Act of 1970, we are submitting  this written statement of the actions taken by the agency on the 

recommendations made in the report.” Then it fails to do that . So I think  the letter  should go back.
True, there are comments on the GAO report contained in the GAO report, but tha t’s not the same as the  response to the Govern­ment Operations Committee as required by law.
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Mr. Gude?
Mr. Gude. Thank you, Mr. Chairman.
In reference to r eregistering approximately 35,000 pesticides which 

I believe the Agency was required, under  the 1972 law-----
Mr. Zener. Yes, sir.
Mr. Gude. Exactly what is involved in reregistering any one of 

those 35,000 pesticides?
[The information follows:]

As Mr. T ra in ’s le tter  of Feb ru ary 26 to Ch air man  Moorhead  disc ussed,  re ­
re gi st ra tio n is a one -tim e pro ces s des igned to br ing  previously registe red prod-

* uc ts  into com plia nce  with  th e am end ed FIF RA  requ ire men ts and th e new 
regu la tio ns  for th e regi st ra tio n,  re regi st ra tio n,  an d classi fication  of pes tic ide s 
wh ich  became effective on Au gust 4, 1975. Each  pesticid e prod uc t mus t be 
rev iew ed and a de te rm inat ion ma de whe ther  or no t to regi ster  it  fo r a par ­
tic ul ar  use, an d whe ther  th is  use  sho uld  be classif ied  as  gene ral  or re str ic ted.

Th e new regu la tio ns  se t fo rth syste ma tic  me ans fo r rapid an d efficient re ­
regi st ra tio n of ap prox im ate ly 35,000 pro ducts , inc orpo ra tin g ab ou t 1,400 activ e 
ingredien ts.  Specific pla ns  an d imple me nta tio n schedu les,  deve loped to mini­
mize problem s an d delays , an d a summ ary  of da ta  requ ire men ts ar e des cribed  
in  the  at tach ed  Fe deral  Reg is ter no tice of Fe br ua ry  17, 1976. Brie fly, pesticid es 
no t subje ct to re bu tta bl e presu mp tio n (whic h I des cribed  ea rl ie r)  wi ll be 
calle d in by bat che s. A ba tch is a gro uping  of prod uc ts done  on th e basis  of 
sim ila rit y of  pesti cid e fo rm ulat ions  an d broad use  pa tte rn s.  At  the sch edu led  
tim e indic ate d in the FR  not ice , al l re gi st ra nt s of prod uc ts in a par ticu la r 
ba tch wi ll receive a Rereg ist ra tio n Gu idance  Package an d be ask ed to  sub mi t 
re re gi st ra tio n appl ica tio ns  fo r eac h pro duct.  Th e Gu ida nce Packag e wi ll inc lud e 
a sch edu le for su bm itt ing  appl ica tio ns , gu ida nce on dat a com pen sat ion  prov i­
sions, propose d classi fication , wo rdi ng  of prec au tio na ry  sta te m en ts  an d sto rage  
an d disposal  sta temen ts,  and gu ida nce on da ta  req uir em en ts.

Th ese  da ta  requ ire men ts ar e set  fo rth  in th e re gi st ra tio n regu la tio ns  an d 
summ arized in th e FR  not ice.  They inc lud e da ta  on ac ute and suba cu te tox ic­
ity , te ra tog en ici ty , onco gen icity, chron ic fee din g stu die s, rep roducti on  stu die s, 
fo lia r res idu e an d exposur e fo r ch ol ine ste rase -in hib iting  ing redien ts,  an d in fo r­
ma tio n in supp or t of sa fe  dis po sal methods. D at a need no t be resubm itted  if  
da ta  previously subm itted  sa tis fy  pa rt ic ul ar  requ ire me nts .

We ar e exam ini ng  ou r files to loc ate  re leva nt  da ta  previously subm itted  
which  meet the se requ ire ments.  D at a wh ich  ar e suffi cient  wi ll be ci ted  in a 
bib liogra phy inc lud ed in th e Gu ida nce Packa ge.  In  addi tio n,  ac tiv e ingr ed ient s 
of registe red prod uc ts ar e being ass ign ed to five ca teg or ies  based on ou r rev iew  
of av ail ab le da ta . These  ca teg or ies  ar e : 1) tho se wh ich  do no t tr igge r a re bu t­
table pre sump tio n and fo r wh ich  suffic ient da ta  ar e avai lable fo r re re gi st ra ­
ti o n ; 2) tho se which  do no t tr ig ge r rebu tta bl e pre sump tio n bu t wh ich  mu st 
com plete long-term  testi ng  re qu irem en ts ; 3) tho se wh ich  do not  tr igge r a 

< re bu tta ble pre sump tion bu t wh ich  mu st com ple te shor t-t erm testi ng  re qu ire­
m en ts ; 4) tho se which do tr ig ge r a re bu tta bl e pr esum pt ion;  and  5) tho se  
wh ich  have  no t ye t been ad eq ua te ly  rev iew ed for pla cem ent  in one of th e 
above categories.  We ar e hopef ul th a t these procedure s will keep re re gi st ra tio n 
problem s to a min imu m, wh ile  enab lin g us to ma ke an  ad eq ua te asses sm ent

• of the po tent ia l huma n and en vironm en tal  im pa ct of al l cu rren tly  registe red 
pes ticides .

Mr. Zener. I am probably not the best person to answer that 
question since my connection has been with the—what I call the 
more controversial of the 35,000. A rath er large amount of data has 
to be submitted under our July 3 reg istration regulations  concerning 
acute toxicity, chronic toxicity, as well as the data concerning effi­
cacy of the pesticide—whether the pesticide actually does what  the 
label claims it  does.

Mr. Gude. Why do you have such deta il?
Mr. Zener. You have to make determinations as to whether  this 

is acutely toxic or chronically toxic and those determinations are 
made on the basis of tests, so you have to tell the regis trants  what



kinds of tests you want, and what kind of criteria you use for deter­mining whether this is acutely toxic or chronically toxic. Acute toxic­ity can be defined in terms of say, DC-50 tests. This  involves specific numerical crite ria which you test for.
Mr. Gude. If  the Administrator thinks tha t one of these 35,000 pesticides is indeed a problem, couldn’t he just remove i t from the market and not allow it to go back on until the manufacturer had drawn up regulations providing for tests and gone through the tests, and had then demonstrated it  to be saf e; the Admin istrator could accordingly allow the material to go back on the market?Is he required under law or can he just under his own volition-----Mr. Zener. Under the law, in order  to cancel the registration on a pesticide there is a procedure that you issue a notice of cancella­tion which contains findings concerning whether a substantia l ques­tion of safety  exists with respect to that  pesticide.
At tha t point the manufacturer or regist rant has the right to an adjudicatory  hearing which is a hearing under formal procedures— the Administrative Procedures Act—before an independent admin­istrative law judge, and that judge makes findings which are then appealed to the Administrator.
Tha t is a very cumbersome procedure. The hearings with respect to DDT took over a year, as I  recall, and the hearings with respect to ald rin/die ldrin took over a year, and I think part of the problem with the program as I was familiar  with it back in 1971 when I came to the Agency was tha t you had no specific rules or criteria. All you had was the general statutory test on unreasonable adverse effects on the environment. So every time you took a cancellation action tha t was at all controversial, you got into a hearing in which, in the absence of specific rules, an enormous amount of  evidence came in which was relevant to hearings, and they dragged on forever, or it seemed like forever to those of us who were involved in it, and it became almost impossible to take a large number of actions because each action was so strenuously fought.
It  is my hope that  with a set of registration regulations tha t con­tain specific rules, specific numerical criteria , some of tha t problem will be alleviated and we will be able to administer  this  program somewhat more expeditiously than  it has been in the past.Mr. Gude. In other words, what you have to do in drawing up these rules is develop a set of rules which you maintain if violated would bring about an unreasonable adverse effect on the environ­ment.
Mr. Zener. At least they are rules for star ting  the proceedings. I n essence, they are what you might call rules for picking out which chemicals we are going to go afte r. You can’t just dive into 35,000 chemicals without some specific crit eria  for which ones you are going to pick out and institu te proceedings. That’s basically what these rules do.
Mr. Gude. Once you develop this  set of rules, are the rules subject to challenge in these administrative  proceedings?
Mr. Zener. I expect they will be challenged, yes.
Mr. Gude. So it isn’t just a mat ter of developing harmful levels of the materials, but also of developing rules by which you measure them.
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Mr. Zener. Sort them out, yes.
Mr. Gude. What I am trying to unders tand is why getting at all 

these 35,000 materials is such a cumbersome procedure.
Mr. Zener. Well, in the past, Mr. Gude, all we had really was a 

statutory test, unreasonable adverse effect on the environment taking 
into account the risks and the benefits of the use of the pesticide. 
That’s not  really a viable formula for diving into 35,000 pesticides or 
1,400 active ingredients, and deciding which ones we are going to go 
after.

The task, which we completed last summer, was to draw a more 
specific set of criter ia for picking out which ones among those 
thousands of chemicals should be the object of more intensive scru­
tiny, looking towards possible cancellation.

Mr. Gude. Is the test that  you would put these active ingredients 
to one by which you could confront the indust ry with the situation  
tha t until they showed tha t one part icular ingredient  did not have 
an unreasonable adverse effect on the environment, the Adm inist ra­
tor could keep it off the market ?

Mr. Zener. Surely. Once you decide to star t a proceeding agains t 
a parti cular pesticide, the regist rant has the burden of proof; but 
what happens in actual practice is you issue a notice of cancellation 
putt ing the registran t to his burden of proof; he comes in and re­
quests a hearing, puts  on witnesses, puts on evidence, and at tha t 
point you have to put on evidence too. As a practical  matt er you 
just can’t sit back and not do anyth ing if you are seriously going 
afte r this pesticide. So you have a rather protracted  proceeding.

Tha t has been the history to date in the efforts to cancel DDT, 
aldr in/d ield rin,  heptachlor, or chlordane. So the existence of the 
rule tha t the regis trant  has a burden of proof is helpful, of course, 
but it doesn’t eliminate the cumbersomeness of the procedure.

In the DDT case, for example, there was no doubt there that  the 
regist rant had the burden of proof, but tha t didn’t make the hear­
ing any shorter. It  may have affected the ultimate  decision, but in 
terms of the difficulty and the time-consuming nature  of getting to 
the point of ultimate  decision, you still had a tough road to hoe.

Mr. Gude. In regard to setting  levels of  contaminants under the 
Safe Drink ing Water Act, the levels have been set for heavy metals 
but not for organic pollutants. Is th at generally correct ?

Mr. Zener. Th at is generally correct, sir.
Mr. Gude. In setting  levels for organic pollutants there has been 

a great deal of public concern and, of course, a lot of this manifested 
itself at the time the Safe Drinking Water Act passed. Could you 
explain to me in this instance why the Agency hasn’t set levels for 
organic pollutants. The public is concerned, and these are known 
to be in water supplies all across the Nation.

Mr. Zener. When talk ing to the technical people, Mr. Gude, I 
understand the problem-----

Mr. Gude. Let me say tha t any technical people here who might 
speak to some of this matter, we would-----

Mr. Zener. Let me speak to what I understand to be the situation 
from talk ing to  a number of these people.

Basically you are talk ing about carbon filtration  treatment tech­
nology. There are several different ways of using carbon filtration.
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I t’s not jus t a single technology. At this  point we don’t know which mode of using it would be best to deal with the problem, probably because we don' t fully understand the extent of the problem.
Pa rt of the difficulty is that carbon filtration has generally been used in trea ting  industrial effluents where the level of organic chemi­cal concentration is very high. Here we are dealing with very low levels where the problem is different and where we know very little about the relative efficacy of different types of carbon filtration systems.
As I said before, we are dealing with municipalities where funds are short, and we want to be very sure that  when we finally go out and require the use of a par ticu lar type of system or issue a stand­ard that  has the effect of using a particular  type of treatment system, it ’s the right one.
Also, as I noted before, the effective date under the law, the ear­liest effective data of the  drink ing water standards, is June  1977, so I think we have some time—not very much time—for t rying to learn more about the problem of what type of treatment technology is best before we commit ourselves, and by committing ourselves, commit thousands of municipalities in the country to spending the ir money in this  partic ular  manner.
Mr. (tube. Are you a biochemist ?
Mr. Zener. No, sir.
Mr. Gude. Are you a chemist ?
Mr. Zener. No, si r; I am a lawyer.
Mr. Gude. It  seems to me if this  committee is to understand not only the manner in which the Agency is administering  the Safe Drinking  Water Act as well as F IF RA , that  we really should have the testimony of people who are knowledgeable in the field of measuring the toxicity and carcinogenicity of these materials. It doesn’t seem to me we can just talk  about the rules and regulations; proving  a person was killed with a gun by a criminal is a much sim­pler task than proving that somebody developed cancer from a heavy metal or carcinogen.
Mr. Zener. I  think you are absolutely right,  sir. I think lawyers tend to feel t hat  we can solve all these problems by discussing legal concepts but, in fact, when you get into them, these problems are basically technical and I think if you want to get into this program in any meaningful detail, we should line up some technical people for you.
Mr. Gude. I think Congress is composed of more lawyers than any other profession, and maybe th at ’s why Congress believes it can solve all these problems when we pass a statute.
It  certain ly seems to me. Mr. Chairman, that if we really are going to get into the Agency’s han dling  of these laws that  we really should go into it and get the technical people and the professional people in here to testify.
Air. Moorhead. The staff has advised me. Mr. Gude, that the sug­gestion was made to Mr. Zener to bring  technical people with him and that apparently he elected not to do so.
Mr. Zener. Sir, tha t was a very last minute suggestion and the problem is that the technical people tend to get very, very specialized and you have to know the part icular area of inquiry and get the par ticu lar specialist there. As soon as you get out of his area you



53

need somebody else. I t’s not just  an overnight thin g to define the 
part icular inquiry and get the par ticu lar person who is righ t for 
tha t question. But we could certainly do it given time and the indi­
cation of the committee’s pa rticular area of interest.

Mr. Gude. Several years ago, I took a great deal of interest in the 
water supply for the Washington area both because I  was one of the 
consumers and because I  felt I had some responsibility for the laws 
and the regulations that  control the water supply. I began to look 
into the t reatment of water and found out that our water supply was 
treated with chlorine. I  talked with  the people who operated the water

* treatm ent facilities  and was assured over and over and over again 
tha t the water supply was absolutely adequate ; it was potable; and 
there was nothing to be concerned about.

I did some research on this subject and found indeed that municipal
* water supply professionals and technicians all across the country 

indeed said that  if you trea ted water with chlorine and proper ly 
filtered it through sand, tha t the water was perfectly  safe to dr in kj

Some other professional people kept raising the question whether 
viruses were indeed going through the water system and were not 
being eliminated by chlorine. The professional municipal water peo­
ple said this was a red herring  tha t was being dragged throu gh the 
water.

When subsequent revelations and material  were brought to the 
attention of the public, more people began to question whether  viruses 
were being taken care of. I think  actually the research that  was de­
veloped was by some Navy scientists who were trying to find out 
whether the water supply for submariners  was adequately trea ted;  
they found tha t carcinogens were developed in water to which 
chlorine had been added. Eventually , there was a great outcry tha t 
something had to be done in a grea t hurry ; I think that over 100 
carcinogens were identified as be ing in the average water supply all 
across the United States.

We have passed laws here to provide for taking care of this prob­
lem here in a hurry, sort out these materials,  find out which ones 
are deadly and take care of them. I think, if we are to understand 
this, we ought to get the professional people here. I was unaware of 
whether professional people were to accompany you today or not.

* When was this request made to you to bring  some professional 
people along?

Mr. Zener. As T recall, yes terday afternoon  or yesterday morning. 
As I say, I think that any testimony of this sort has to be rather

* careful ly arranged because you have to be sure you have the right  
person.

For example, in the drin king water area, you are dealing with 
somebody who is knowledgeable concerning treatment techniques, 
monitor ing techniques, or you may be interested in the toxicology 
aspect of it, which ones of these chemicals are dangerous and which 
ones are not. There’s also the question of trac ing them, which ones 
are naturally  occurring, which ones come from industr ial discharges, 
because there is a question of whether you should treat or whether 
you should go a fter the discharge where it is the case of a chemical 
that  is traceable to an industrial discharge.

In all these matters, your area of inquiry has to be defined so you 
have the r ight person.
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Mr. Gude. J us t ta king  organic materials in  a water supply, for ex­
ample, you really have three areas, I imagine, which a person can 
study all his life  and really not know enough about.

An organic chemical can be a cancer-forming agent, it can have 
genetic effects, and it also can be lethal. It  can be toxic in itself. Each 
one of these is a separate area of professional expertise; isn’t it?

Mr. Zener. Yes, and in addition there ’s the very important area of 
treatm ent technology.

Mr. Gude. Once you have determined that  one of these hundred 
organic compounds that are found in water supplies across the coun­
try  is not desirable then you get to the question of how do you get 
rid of them.

Mr. Zener. Yes, sir, and there are monitoring problems too. As I 
said before : Are you going to set separate levels for each one or can 
you find some overall indicator?  In  other areas of pollution control, 
you have overall indicators like biochemical oxygen demand. I s there 
an overall indicator you could use here? Tha t is very impor tant, be­
cause the monitor ing for  these can be extremely difficult and expen­
sive. If  you can have some technique tha t tells you with a single 
measurement generally whether you have a high level of harmful 
organics in there or not, this would be enormously helpful . That  is 
one question we are looking into now. We thought the carbon chloro­
form ext ract method was it.

Well, it wasn’t, so we have to look at thi s fur ther .
Mr. Gude. Since the challenge to chlorine as not being the total 

solution to all water purification problems, haven’t the professionals 
come up with a system of completely removing all carcinogens and 
all viruses from water, either by laser beam or ozone? Can’t you rec­
ommend for the professional sanit arians a system to now take care 
of the suspected problems ?

Mr. Zener. No, Mr. Gude. I know some of these techniques are 
talked about, bu t my impression is t ha t none of them are at the point 
where we can say th is is it, this is a substitute for chlorination.

After all, we have to remember tha t chlorination is what removes 
bacteria and hopefully viruses from a water system. If  we do some­
thin g which requires elimination of chlorination, we better be aw­
fully sure tha t the substitute, whatever it is, works.

Mr. Gude. When the committee staff suggested you br ing a profes­
sional with you, was this  by lette r or-----

Mr. Zener. We just  had a chat, I believe yesterday morning, by 
telephone.

Air. Gude. Were you requested to bring professionals in any par ­
ticular area?

Mr. Zener. We were discussing pesticides at the time.
Mr. Gude. I think  it is very impor tant, Mr. Chairman, if we are 

really going to get into  th is area of what EP A is doing tha t we have 
professional people here.

Air. AIoorhead. J us t so the record is clear, I  wrote to the Adminis­
tra tor  on February  13 enclosing the testimony of the  three witnesses 
who were formerly in the  pesticide enforcement area. Again on Feb­
ruary 25 I wrote to him saying you are requested to address those 
issues identified in the testimony forwarded with my lette r to you of 
February  13.
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I also mentioned the problems of pesticide regulation enforcement 
and hazardous and toxic substances control. But I left the selection 
of the witnesses to the Administrator, and presumably the Admin­
istrator selected Mr. Zener.

When we were advised tha t Mr. Zener was coming, it is Mr. 
Schuenke’s memory of 2 days ago tha t he called Mr. Zener and said 
maybe you ought to b ring a technical  person with you.

Mr. Gude. Maybe the re’s a communications problem over at  EPA, 
but it would appe ar if  we are really going to get to the bottom of th is 
we should have another  hearing and have professional people in or­
der to really get into the basis of some of these contentions and the 
valid ity of them.

Mr. Zener. This is secondhand information, but what I w’as told 
was that  the staff originally h ad thought of having Mr. T rain  himself 
come, so we were unde r the impression t ha t this was not going to be 
a technical session with th at in itial  request.

I am sorry if there was a misunderstanding. Certain ly, at the time 
of the chairman’s initia l letter if we had known th at this was going 
to be a technical session we could have made fur the r inquiries as to 
the specific technical questions you wanted to get into so tha t we 
could have brought the right people. And we would certain ly be 
happy to do tha t as long as there is enough time to establish the 
framework so we could get the r igh t people.

Mr. Gude. Thank you, Mr. Chairman.
Mr. Moorhead. Mr. Fountain?
Mr. F ountain. Thank you, Mr. Chairman.
T received a call from my commissioner of agriculture who wanted 

me to ask you some questions but I am not quite sure T understand 
the facts on which this question was based, because it was taken  over 
the telephone and I ’m not sure my girl got it righ t.

He does make reference to the Environmental Protec tion Agency’s 
nine principles of carcinogenicity which was prepared by the coun­
cil of Agricul ture and Technology Report, Jan uary 19, 1976; are you 
familiar  with tha t ?

Mr. Zener. Yes, sir.
Mr. Fountain. We might make that  par t of the record.
Mr. Moorhead. Without objection, it will be made part  of the 

record.
[The information  referred  to fo llows :]
Question. Wh at are  the  nine  principle s of carcinogenicity ? (Previously re­

ferred  to in question No. 26.)
Answer. There are the nine pr inc ipl es :
1. A carcinogen is any age nt which incr eases tum or induction  in man or 

animals.
2. Well-e stablished cr ite ria  exi st for dist inguish ing between benign and 

malignant tu mor s; however, even the  induction  of benign tumors is sufficient 
to ch ara cte rize a chemical as a carcinogen.

3. The  major ity  of  human cancers are  caused by avoidable exposure  to 
carcinogens.

4. While chemicals can be carcinogenic agents, only a small  perc entage are.
5. Carcinogenesis is cha rac ter ized by it s irrevers ibi lity  and long latency 

period following the  ini tia l exposure  to the  carcinogenic  agent.

r
6.t The re is gre at var iat ion  in individual susceptib ility  to carcinogens.
. The  concept of a “thresh old ” exposure level for  a carcinogenic age nt has  
practical  significance because the re is no val id method of esta blishing such 

a level. \



56

A carcinogenic  agent may be identif ied through analysis  of tum or induc­tion result s with labo rato ry anim als exposed to the  agent,  or on a post hoc basis by properly conducted epidemiological studies .
9. Any subs tance which produces tumors  in anim als must be considered a carcinogenic hazard to man if  the  result s were achieved accord ing to the  estab­lished  p ara me ters of a valid  carcinogenes is test.
Mr. F ountain. I ’m not sure I  understand it, but he says, and I am 

quo ting :
In  the Ald rin /Dieldrin suspension areas the  EPA enunciated a series  of concepts fo r evaluating the carcinogenicity of chemicals.
The same concept  was cited in a decision rendered  on the  Louisian a request for use of DDT on cotton. The  concepts  were brou ght into  sha rpe r focus and were elab orated into nine explicit sta tem ent s in suspension hea ring s on chlo r­dane  and heptachlor.
The  nine propositions now considered by EPA to have  scientific author ity and estab lished by legal precedent. The propositions are being used as cr ite ria  wfor regula tory  decisions. _The scientific err or  of confusing uncenogicity with  carcenogenicity is now being inco rporated into  official public regula tion s altho ugh EPA professes to be cons tantly seeking in pu t; in fac t EPA consi stent ly rejec ted that  list.
That must be a quote from him. This is not a quote from you, is it?
Mr. Zener. Th at’s right.
Mr. F ountain. I guess this is a quote from the Secretary.
In fact,  EPA consistently  rejected  effor ts including those  of some of its  own scientific staf f to have a scientific eva luat ion of the nine propositions which EPA called princ iples  introduce d into  the  suspension hearing s on chlordane and heptachlor. Policies of nat ional imp ortance  which are  based on science and should inco rporate  best judgments  of qualified  scie ntis ts regard ing  the val idity and appl icability of the science evolved.
Evidently this is a statement which the Secretary’s staff was mak­

ing for him over the telephone to a member of my staff, and the 
questions he poses, in view of what  I  have heard you say, may not be 
appropriate for you, but does EP A consider the ir cancer propositions 
or principles  to have scientific author ity?

What is the scientific basis or authority  upon which you base this?
Mr. Zener. Mr. Fountain, the discussion of cancer in the aldrin- 

dieldrin  decision was based on testimony in the  hearings in tha t case 
given by scientific personnel, in part icular, one of the witnesses who 
was the Associate Director of the National Cancer In stitu te. So those «statements w’ere based on scientific testimony.

I t’s ironic how the Agency gets criticized from both sides. You 
heard testimony last month criticizing the Agency because we have 
scientists in the Agency right now who are asking themselves whether •the statement of cancer principles in the aldrin-die ldrin  decision 
should be modified in some respects. I think it ’s an ent irely legitimate 
question fo r an agency to ask itself at any time. So I guess the short 
answer is tha t those statements were based on scientific testimony.
We have scientists in the Agency now who continue to think about 
these problems and I  thin k th at is as it should be.

Mr. Fountain. The other question he asked was, and T guess this 
is a mat ter of opinion: “Should various  Federal agencies be allowed 
to establish the ir own principles o f carcinogenicity or should national 
principles lie developed through a group such as the National Cancer Ins titu te?”
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Mr. Zener. I think it would probably be a good thing. If  there were such a thing as a uniform nationa l cancer policy dicta ting decisions or governing decisions by a regula tory agency to the extent 
tha t tha t could be done under the different legal authorities.

But pending development of such a policy regula tory decisions have to be made. You can't simply sit back and wait until there is 
some all-encompassing, policy before going out and taking action to protect the public.

Mr. F ountain. Mr. Chairman, I want to thank you for your com­ment and your statement in which you emphasized tha t the law re­
quires the protection of the environment. This  is a goal which is at the heart of EP A’s mission, and one which cannot be reasonably 
deferred, and I appreciate that.  But I also appreciate your next statement which indicates tha t to defer or ignore the protection tha t 
the law intended to be provided  to the  American farmer also, which you emphasize, as I did the other week, thatf  pesticides do play an 
important par t in the life of agricu lture. In tact,  the killing of in­
sects and all the other things which destroy food and other crops 
by pesticides has made it possible for the American farmer to  be able 
to produce enough, as I  said before, to sell la st year about $2 2^  bil­
lion abroad in agricultura l commodities. It  has helped our balance of payments tremendously. [

1 Farmers need pesticides. At the same time I don’t think any of 
our farmers  want to use any pesticide that  endangers  e ither the con­sumer, or the general public, or themselves, and I think  also tha t they want to be sure they are not wasting thei r money, tha t pesticides 
are good for the  purposes fo r which they are in tended. \

I realize that your job is not an easy one. My Subcommittee on 
Intergovernmental Relations and Human  Resources has jurisdiction 
over HEW  and the Food and D rug Administration  and I sympathize 
with them. They don’t have an easy job. Sometimes we are asking 
critical questions because we don’t have time to look a t all the good 
things all the agencies do. I t’s the critica l things tha t are brought to our attention.

You do have a difficult job and you can’t do these things overnight. Some people think we ought to be able to clean up the environment 
overnight. We can do t hat  and destroy a lot of iobs and people can 
sbnye  to death in the  process. So we must establish a balance.
VI want to ask you is i t a requirement of the  E PA  pesticide regi stra ­

tion p rogram, that a pesticide be not only safe but efficacious as is the 
case of the Food and Drug Administration in connection with drugs? 

Mr. Zener. As I understand it, that  is a requirement of la w \y es,sir.
I would like to add a l ittle  b it to the remarks you made fallout the benefits of pesticides. I f you look at any one of the cancellation deci­sions we have made, aldrin-die ldrin , heptachlor and chlordane, for 

example, there is a very careful discussion of the par ticu lar uses tha t the pesticide in question has, and the discussion goes through crop 
by crop, insect by insect, addressing the question of whether, if this 
pe st ici de is canceled, an adequate substitute product will be available.^
'i n  some cases substitutes are available and in some cases they are not, and in most o f these decisions what you have is a cancellation as 

to some uses and not as to other  uses, the  intent being that  you don’t 
want to cancel a use for which an adequate substitute is not available. 1
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This aspect of our decisions hasn’t been publicized too much. I f you 
look a t the press and some o f the critica l statements that have been 
directed at us, you get the impression tha t we have ju st sort of wiped 
tha t pesticide right off the books w ithout even thinking  about the 
problems tha t those pose to ag ricultu re but if you actually look at the 
decisions you will find tha t there is a very careful consideration of 
the effect of these decisions on agriculture.

Mr. Fountain. I  notice in your statement  you say tha t you do re­
view pesticides to see if thei r use will cause unreasonable adverse 
effects on the environment and you may cancel registration if the 
Administrator so determines, and  where there is an imminent hazard  
the Administra tor may suspend or  refuse regis tration.

Will you explain to us the process th rough  which the Agency goes 
in making th is determination? Who is involved?

Mr. Zener. Perh aps I should describe the process which has been 
set up. You might say there is an old process and a new process. We’ll 
talk  about the  new process.

I am not sure I can describe it in all its detail, but generally a 
schedule has been set to review applications for reregis tration. That 
schedule was established initia lly in a Federal Register notice in 
essence scheduling the applications, so when the applications come 
in the data is looked at.

If  certa in levels of acute or chronic toxicity are exceeded and those 
levels are set forth in the registration regulations th at I referred to, 
the chemical is then subject to special review within the Agency and 
there is a very careful review of those two levels of toxicity.

There is also a review of the economic data, tha t is, what is the use 
of this  pesticide and what would be the consequences of cancellation, 
and in this connection there would be consultation with the Depart­
ment of Agriculture  on the question of the uses and the benefits of 
use.

Pa rt of the procedure, the par t tha t was mandated by the recent 
amendments to the  act, involves a formal notification to the Secretary 
of Agriculture in case the Adm inist rator proposes to issue a notice of 
cancellation.

In  addition, there  is a reference of the question to a scientific ad­
visory panel also established by the recent amendments to the act. 
After all this  review and consultation a notice would be issued. It  
would be either a notice o f intent to reregister, a notice of intent to 
cancel or a notice of intent to hold a hearing under section 6(b) (2) 
of the act.

At tha t point  a request for hearing might be made. In the case of 
a notice of intent to reregis ter it may be a member of the public or 
an environmental group tha t makes a request for hearing, and in the 
case of a notice of intent to cancel it might be the regist rant or an 
agricultura l organization tha t makes the  request for the hearing.

Where the notice is a notice of intent to cancel, the hearing is a 
formal adjudicatory hearing under the statute which involves evi­
dence, cross-examination, a decision by an independent law judge, 
and an appeal to the Administ rator  if one of  the parties  takes the 
app eal ; from the administrative  decision, o f course, there is appeal 
to the courts.

That’s it, roughly.
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Mr. F ountain. I s the so-called efficacy requirement intended to 
protect the American farmer from pesticides tha t don’t perform well 
and protect them from products with exaggerated claims which would 
not prove out in the field? Is tha t a part of EP A’s responsibilities?

Mr. Zener. Yes, sir.
Mr. Fountain. So the efficacy requirement in the regis tration of a 

pesticide is one of the basic requirements of the pesticide law?
Mr. Zener. Yes, sir.
Mr. F ountain. How do you explain the fact tha t when—I believe 

you did say you are not prepared to answer all of the criticism of 
GAO, that  much of it is out of your field—but if you can’t, maybe 
you can submit for the record an explana tion of the fact that when 
the GAO examiners looked for efficacy data  for the sample of 100 
pesticides they found it to be missing for 50 of the 100 pesticides. 
Are you in a position to respond to that  ?

Mr. Zener. I  would have to supply it for the record.
I would assume again tha t this is something tha t is going to be 

remedied on reregistration.
[The information follows:]
Question. In  th ei r repo rt,  th e GAO ex am iner  fou nd efficacy dat a fo r a 

sam ple of 100 pesticid es to be mis sing for 50 to 100 of them. Wh y?
Answer . I t sho uld  he understoo d th a t th e requ ire men t fo r th e submis sion  

of efficacy da ta  on each individu al  prod uc t con sid ere d fo r re gi st ra tio n fir st 
became firmly es tab lis hed upon prom ulg ati on  of Sec tion  3 regu la tio ns  for 
regi st ra tio n and re regi st ra tio n.  These  regu la tio ns  became  effectiv e Au gust 4, 
1975. Un der procedure s fo r regi st ra tio n pr io r to th is  time, ap pl ican ts were 
allo wed to rely on previ ously  es tab lis hed use  pa tter ns in supp or t of re gi st ra ­
tions. These  use  pat te rn s were publis hed  in Com pendia and summ aries  of 
regis ter ed  pesti cid e use s by EP A and its  pre deces sor  orga niza tio n USDA , and 
pro vided the basis  for acceptan ce.  In  addit ion , gene ral kno wle dge  on the par t 
of th e rev iew er or othe r me mbers  of USDA wa s con sid ere d accep tab le to con­
firm efficacy, th us  specif ic da ta  were no t inc lud ed or req uir ed . Th ere fore,  it  
wou ld not  ap pe ar  un us ua l th a t a t th is  tim e ce rtain re gi st ra tio n files do no t 
contain  specific  efficacy da ta .

Mr. Fountain. How many pesticides are registered?
Mr. Zener. A rough figure is 35,000.
Mr. F ountain. So you do have a gigantic  task ?
Mr. Zener. Yes, sir.
Mr. F ountain. Did you begin with a substantia l amount of info r­

mation from other authorities  with respect to certain of  these pesti­
cides before you star t your examination of any of them you haven’t 
even checked on or had a chance to check on? Or do you know?

Mr. Zener. I  had better not answer that.
Mr. Fountain. Well, I don't want you to answer a question you 

are not prepared to answer.
Mr. Moorhead. Can you get an answer for Mr. Fountain?
Mr. Zener. Yes, sir.
Mr. F ountain. Would you supply that  for the record?
Mr. Zener. Yes, sir.
[The information follows:]
Question . Be for e an ex am inat ion of a pesticid e is mad e, do th e ex am ine rs 

begin with  a su bs ta nt ia l am ou nt  of in fo rm at ion from othe r au th or iti es ?
Answer . Th e Age ncy 's ex am inat ion of a pesticid e prod uc t for re re gi st ra tio n 

involves,  firs t, a rev iew  of the da ta  al read y subm itted  by th e re gis tr an t and 
on file in supp or t of th e pr od uc t’s regi st ra tio n.  Th ese  dat a may  cons ist  of 
scientifi c repo rts  or  stu dies  con ducte d by pr ivate,  unive rsi ty- aff ilia ted , gove rn-
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ment-related or other researchers, from this country or abroad. Thus, the 
supporting data come from “autho rities ” in many varied fields of scientific 
discipline.

The Agency will examine the supporting safety and efficacy data  already 
filed on each product, and will determine on the basis of existing data  gaps 
into which category the product should be placed, as I discussed earlier. The 
product's reregis tration will then proceed according to the steps required of 
its parti cula r category.

Fur ther  regarding the matter of “information” that we have on hand, Agency 
pesticide product reviewers are themselves qualified, well-informed scientists 
with background appropriate to thei r work at EPA. In reviewing an applica­
tion, the examiners are well aware of and make appropriate use of informa­
tion on product hazard  developed through our own internal reviews, monitor- *
ing programs, administrative  actions such as cancellation and suspension, and 
outside studies and reports prepared by such groups such as NCI and NAS.
In general, as new knowledge on the effects and properties of pesticidal chem­
icals becomes available, our scientists incorporate it into thei r consideration 
of any parti cula r pesticide product. Also, our registrat ion regulations require *
regis trant s to submit additiona l information on adverse effects as it comes to 
light a t anytime af ter a product is registered.

Mr. F ountain. Thank you, Mr. Chairman.
Mr. Moorhead. I would like to  b ring up one question and part icu­

larly get the benefit of your experience. One of the criticisms by the 
GAO was tha t the EP A didn’t check up on the  independent labora­
tories th at tested these pesticides. I t has no program of accreditation.
GAO compared i t with  what they consider a good record of  the Food 
and Drug Administration and suggested tha t the EP A and FDA 
consider a joint program of labora tory accreditation.

I ’ll ask the witness fi rst to comment on that  suggestion, and then 
because of your experience with FDA , Mr. F ounta in, if you want to 
make any comment.

Mr. Zener. I think  it ’s a good suggestion. At least as far  as my 
own personal knowledge is concerned, our awareness of a possible 
serious problem on reliabi lity of laborato ry data is pret ty recent. It  
was called to our attention by Commissioner Schmidt within the 
last 2 months or so, and since we have become aware of the problem, 
we are attempt ing to address it in several respects.

We have a program whereby outside toxicologists will be review­
ing some of the existing data in our files, and we are developing 
regulations concerning data submission.

Also, we are considering some of these regulatory  proposals and •
all t his has been done in consultation with FDA.  There’s some ques­
tion as to how fa r we can go under our existing author ity.

Mr. Mooriiead. Thank you, Mr. Zener.
Mr. F ountain. I would concur. I think  i t would be a good idea fo r *

the Food and Drug A dministration  and EP A to do some coordinat ­
ing in this  field; at least on paper the Food and Drug Adminis­
tration has a good program. We have found that  at times they have 
been derelict in making the kind of inspection of laboratories that 
ought to be made.

This has been true in  the past if  not in recent history, but I  do think  
as efficient and as competent as the laborato ry technicians and the 
scientists may be, it takes somebody else to come in sometimes and 
find out tha t things aren’t just as you th ink they were. I have a con­
stituent sometimes who comes in and reminds me that my office isn’t 
running quite r ight. When I  do some observing once in a while, I find
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tha t the ir criticism is constructive and justified and I make some 
changes as quickly as I can.

But I would concur with wha t the witness has said.
Mr. Moorhead. Thank you, Mr. Fountain.
Mr. Zener, the  GAO reports that  in thei r sample of  100 pesticides, 

60 of them had two or more ingredients . Does EP A test or require 
the tes ting of the pesticide as it will be marketed or only the separate 
ingredients ?

Mr. Zener. I had bette r supply the answer for the record.
* [The information follows:]

EPA requires the testing of the product in some cases and tha t of indiv idual 
ingredients  in others.

When testing for potentia l hazard from direct exposure to the formulated  
.  product, under our new regulations, data on the formulated product will be

required. On the other hand, when testing for the potent ial oncogenic, muta­
genic, teratogenic, reproductive, and metabolic hazard we normally require 
data on an active ingredient  basis.

Similarly, efficacy and general and environmental chemistry data  may also 
be required on either the formulated product or on the active ingredient.

Mr. Moorhead. Well, I ’ll supply the answer for the record. You 
do it  ingredient by ingredient and if you want to correct it you can 
do that  later.

Is EP A aware tha t some chemicals in combination have toxic ef­
fects t ha t are grea ter than  the effects o f the individual ingredients?

Mr. Zener. Yes, sir.
Mr. Moorhead. Tha t’s what they  call synergism ?
Mr. Zener. Yes, sir.
Mr. Moorhead. And tha t can’t be identified by testing the ingre ­

dients one by one; is that correct ?
Mr. Zener. Yes, sir.
Mr. Moorhead. Are you aware of the National Academy of Sci­

ences’ study which showed th at a number of  pesticides in combination 
have a synergistic effect on the environment ?

Mr. Zener. I am not aware of tha t par ticu lar study but I am 
aware of the conclusion.

Mr. Moorhead. Why doesn’t EP A require testing of the actual 
formulation of the pesticide? Don’t these actual formulations present

* the real as opposed to the theoretical hazard ?
Mr. Zener. I will have to supply the answer for the record.
[The  information follows:]
Question. In regard to the issue of a synergistic effect on the environment,

* why does not EPA require testing of the actual  formation of a pesticide?
Answer. Combinations of ingredients in formulated products are by no means 

the only combinations of pesticide chemicals to which man and the environ­
ment are chronically exposed. As soon as a pesticide is released into the envi­
ronment, complex processes of chemical combination and transfo rmation 
begin. As is stated in the National Academy of Sciences publication, Principles 
for Evalua ting Chemicals in the Environment, “there are so many different 
possibilities for potentia l interactions tha t it is unrealistic to demand tha t all 
of them be tested in advance.” In general, the state of the ar t is not developed 
to the point of confident prediction and detection of interactions. Granting 
tha t present knowledge is cause for concern, unti l more is known about mech­
anisms of interaction, it is difficult to determine what regulatory or testing 
requirements would be most effective.

Mr. Moorhead. Does E PA  require testing for the safety of inert  
ingredients found in pesticides just as it does for the active 
ingredients?

70-1 34 0  - 76 - 5
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Mr. Zener. Again, I  don’t know.
Mr. Moorhead. Again, I will supply the answer for the record which you may correct. EP A has exempted many inert but toxic substances found in pesticides.
If  an inert ingredien t is toxic  and it  will remain on food or feed, do the EP A regulations require that a tolerance be set ?Mr. Zener. I  don’t know the answer to tha t, sir.
[The following statement was subm itted :]

Yes, if the  iner t ingredie nt is toxic, a tole ranc e is required for  residues remaining on foods. In Section 408 of the Fed era l Food, Drug, and Cosmetic *Act, either a tole rance or an exemption from  the requ irem ents  of a toleranc e is requ ired for any ingredient  in a pestic ide formulation, including inert ingredient s. Whether a tolerance  limi tation or an exempton  is requ ired depends on the  toxic ity of the  chemical/s  involved. This is a scientific judgment.
Mr. Moorhead. Again, the answer is yes, but if I am wrong you correct me.
GAO reports tha t many inert ingredients with varying degrees of toxicity have been exempted from the requirements of tolerance.EP A does not require the same safety evaluation for inerts as re­quired for active ingredients even though residues remain in or on on food. Can you explain that?
Mr. Zener. I  will supply it for  the record, sir.
[The inform ation fo llows:]

^The Agency has  in the  past requ ired the  safe ty test ing of ine rt ingredient s 
on a case-by-case basis. We will continue to require  tes ting  of ine rts  which are  suspected of being hazardous. Among others, EPA has  requ ired tes ting of some eleven iner t ingred ien ts1 dur ing the  past several months. We reje cted  an alt ern ative  of requiring safe ty tes ting  of all iner t ingredient s because we do not believe the add itional  protection provided justi fies the enorm ous costs necessary to meet such requiremen t.£

However, a proposal has  been “gubmit ted and is currently under review for the  inve stigation and classi fication of iner t chemicals in pestic ide formulations.The project is expected  to begin sometime in May 1976. The con tract consists of two phases. In Phase I, the  con tracto r will review all the  inert  ingredie nts found in formulations  as regi stered by EPA. group  the ine rts  by app ropriate fami lies (e.g. solvents, detergen ts, etc .), and classi fy them toxicologically. In Pha se II,  those ine rts  whose safe ty has  been found to be ques tionable will be thoroughly inve stiga ted.  If  da ta  are  not ava ilab le for investiga tion, test pro­tocols will be formulated, and tes ts will be conducted.
Many subs tanc es th at  app ear  as ine rt ingred ients in pesticides  are extrem ely ,common in oth er uses as well, and the re is a potenti al inte rface with  othe r exis ting  regula tory prog rams which mus t be considered. If  Toxic Substance legis lation is passed, it may well provide  the  most app rop ria te mechan isms for reg ula ting many substances which occur as iner t ingredient s in pesticides .As an exam ple of the action we tak e when evidence comes to ligh t concern­ing adverse effects  of iner ts, the  EPA immediately took steps  to iden tify  prod­ucts  contain ing vinyl chloride , an ine rt, las t yea r when its  carcinogenic poten ­tia l was ascerta ined . Our actio n was to prohib it the  fu tur e sale of such prod­ucts, and  to remove those prod ucts  which  were  being mark eted . Th is Agency has  canceled  and suspended the  reg ist rat ion s of all indoor aerosol spray pes ti­cide prod ucts  containing vinyl  chloride, and has  recal led all such products from the  market.
Mr. Moorhead. In  this case the record shows that the comments by EP A on the GAO report that  EP A recognizes the need for that

1 (1 ) p- hy dr ox yb en ez en su lfon ic  ac id — fo rm al de hy de  co nd en sa te  an d it s  so dium  sa lt , (2)  co pp er  ph thaloc .van ine,  (3) di ph en yl  ox ide su lf onat e,  (4) so dium  xy lene  su lf on at e,  (5) sodium  1.4- di cy cloh ex ys ul fo su cc inat e,  (61 so dium  1. 4- he xy lsul fo su cc inate,  (7 ) sodium  1.4- d ii so buty ls ulfos uc ci nat e,  (81 so dium  1, 4- di pe nt yl su lfos uc ci na te , (9 ) sodium  1,4-di tri de cy - su lf osu cc in at e,  (1 0)  do de cy lbenzene , an d (1 1)  N- methy l-2 -p yr ro lid on e.
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improvement but was turned  down by OMB in its request for more 
funds  to do the job.

Wasn’t vinyl chloride one of the inert ingredients used in 
pesticides ?

Mr. Zener. Yes, and my recollection is that we took action on that.
Mr. Mooriiead. After the cancer-causing properties of vinyl chlo­

ride were discovered in 1974 the E PA  found tha t its use in a number 
of pesticides presented an imminent hazard  and in 1975 it canceled 
all 32 pesticides containing vinyl chloride.

If  EP A required long-term testing, wouldn’t we be more likely 
to avoid cases like vinyl chloride?

Mr. Zener. Surely.
Mr. Moorhead. What lesson has EP A learned from the vinyl 

chloride episode?
Mr. Zener. One lesson is that  it would be better if some of these 

chemicals were tested before they got on the market.
Mr. Moorhead. But you are not doing that;  is that correct?
Mr. Zener. According to what you say, no, with respect to inert 

ingredients.
Mr. Mooriiead. On page 7 of your statement you state that EPA 

has taken a number of cancellation actions. T am aware of the can­
cellation for DDT, aldrin/die ldrin, heptachlor/chlo rdane  and mer­
cury. What are some of the others?

Mr. Zener. There  was cancellation of predator control chemicals. 
Th at’s all I  can recall at the moment.

Mr. Moorhead. They are not being used again, the preda tor 
controls?

Mr. Zener. Some are and some are not. You have to distinguish 
between 1080, strychnine, and sodium cyanide. We have an experi ­
mental program on sodium cyanide. I t ’s 1080 and strychnine  which 
are the ones that present the problems and lead to killing nontarget 
species such as the eagle.

Mr. Mooriiead. It was your testimony that  there were a number of 
cancellations. I listed four, you added a fifth, that  is only part ially 
in effect now.

Mr. Zener. Each of those covered a large number of formulations. 
We are talking only about the inert ingredients. These were in terms 
of the actual numbers of formulat ions covered which was very large.

Air. Mooriiead. In passing upon reg istrat ion you rely upon private  
laboratories to supply the data. Is that correct ?

Mr. Zener. Data  from private laborator ies is submitted, yes, sir.
Air. AIoortiead. H ow does EPA verify  the reliab ility of these data 

from the laboratories?
Air. Zener. I think to answer that  question you would need some­

body from the  pesticide registration division.
[The information follows:]

P ri va te  la bora to ri es do  de ve lop d a ta  in  su pport  of  pe st ic id e re gis tr a ti ons.  
A ft er  cons ul ta tion  bo th  w ith in  an d out si de th e  Ag enc y, in cl ud in g m ee ting s 
w ith th e Fo od  an d D ru g  A dm in is tr at io n  an d th e N at io nal  Can ce r In s ti tu te , 
we  ha ve  deve lope d a th re e  p a rt  ac tion  pla n to  re vi ew  mor e th oro ugh ly  th e 
ad eq ua cy  of  past  te st in g  and  en su re  th a t fu tu re  la bora to ry  te st in g  is  pr op er ly  
pe rfor m ed . T he  A dm in is tr a to r has re ce nt ly  te st if ie d be fo re  th e  Sen at e Su b­
co m m itt ee  on H ealth  (C om m it te e on Lab or  an d Pub lic W el fa re ) on our ef fo rt s 
an d pl an s to  en su re  ad eq ua cy  of  la bora to ry  te st in g, in cl ud in g th is  ac tion pl an . 
A cop y of h is  st a te m en t is  a tt ached  fo r mor e deta il ed  in fo rm at io n.  (A pri l 19, 
1976 .)'



In  br ie f,  th e  fi rs t p a rt  se ts  up  an  aud it in g  pro gr am  to  ex am in e la bora to ry  
re co rd s of  to xic ity  te s t re port s to  det er m in e w heth er th ey  re fle ct  th e  re port ed  te s t pr oc ed ur es  an d re su lts . T hi s aud it  w ill  he lp  us to re evalu ate  th e  qual it y  
an d suff icie ncy  of  ex is ting  d a ta  in  su ppo rt  of  re gis tr a ti on . We will  al so  sel ec ­
tive ly  aud it  la bora to ry  re co rd s fo r ne w re port s as an  in ce ntive as w el l as  a 
ch ec k fo r ca re fu l,  re sp on sibl e te st in g  pr og ra m s.

Secon d, E PA  is  pre pari ng  a m an ua l des cr ib in g ge ne ra lly w hat EPA  ex pe ct s w ill  be incl ud ed  in to xi ci ty  te s t re po rt s.  T h is  ha nd bo ok  sh ou ld  be in  d ra f t 
fo rm  by Ju ne 1, 1976. In  th is  m an ua l, EPA  will  id en ti fy  as ex pl ic it ly  as po ss i­
ble  th e  ty pe s of  in fo rm at io n th a t shou ld  be  in cl ud ed  in to xi ci ty  te st  re po rt s,  in cl ud in g in fo rm at io n re gar din g pro pe r te s t metho ds , po st -m or tem exam in a­
tions  of  an im al s,  an d st a ti st ic a l eval uation  of  te s t re su lt s.  I t  sh ou ld  be  em ph a­
siz ed , ho wev er , th a t EPA ’s m an ual  w ill  no t es ta bli sh  one fix ed  pro ce du re  fo r to xi ci ty  te st in g.  T es ting  of  di ff er en t ch em ic al s of te n re quir es  dif fe re nt ap ­
pr oa ch es . B ut re gard le ss  of  how a te s t is  pe rfor m ed , it  is  es se ntial  th a t th e  
te s t re port  pr ov id e sufficie nt in fo rm at io n to  en ab le  th e  re vi ew in g EPA  sc ien­
ti s ts  to  mak e th e ir  ow n in fo rm ed  ju dgm en ts  as to  th e ad eq ua cy  of th e  te st in g an d it s  im pl ic at io n fo r pe st ic id e re g is tr a ti on  an d to le ra nc e- se tt in g.

T hird , we  w ill  prop os e need ed  am en dm en ts  to  ex is ting re gula tions fo r pes ti ­cide  re g is tr a ti on . On e wo uld re quir e  ea ch  te s t to  id en ti fy , an d be  sign ed  by, 
th os e pe rs on s pr in ci pal ly  re sp on sibl e fo r 1) pe rf orm in g or  su pe rv is in g th e 
te st in g,  2) p re pari ng  th e re por t,  an d 3)  revi ew in g an d ap pr ov in g th e fin al 
su bm iss ion to  EPA . We will  al so  prop os e an  am en dm en t to  pr ov id e ad dit io nal 
re qu ir em en ts  fo r th e  re te ntion  an d di sc lo su re  of  da ta . In  re sp on se  to  a GAO 
reco m m en da tio n,  we  wi ll prop os e th a t re port s w ith dis cl ai m er s of ap pl ic ab il ity  
lie re ga rd ed  a s  un ac ce pt ab le  by th e  Ag enc y. We wi ll be is su in g a st at em ent det ail in g  our p la ns fo r th es e re gula to ry  ch an ges  la te r th is  mon th .

P repared Sta te men t of R us se ll  E. Train , Adm ini str ator , E nvironm ent au  
P rotection Agency

Goo d mor ning , Mr . C ha irm an  and M em be rs  of  th e  Su bc om mitt ee . I am  
Rus se ll  E. T ra in , A dm in is tr a to r of  th e E nvi ro nm en ta l Pro te ct io n Ag enc y. I am  pr es en t to da y to  di sc us s th e  s ta tu s of th e  la bora to ry  te st in g  of  pe st ic id e 
pr od uc ts  su bm it te d  to  th e Environm en ta l P ro te ct io n Agenc y fo r re g is tr a ti on  
under th e  F edera l In se ct ic id e,  Fun gi ci de  an d Rod en ticide  Ac t (F IF R A ) an d 
fo r th e  se tt in g  of  foo d to le ra nc es  unde r th e  Fed er al  Food , Dru g,  an d Co sm eti c Ac t (F F D C A ).  My test im on y fo llo ws th a t giv en  by Dep uty A dm in is tr a to r 
Jo hn R. Q ua rl es  on Ja n u a ry  20, 1976, be fo re  th is  same Su bc om mittee . Mr . Q uar le s’ st a te m en t focu sed up on  th re e a re a s : (1 ) a de sc ript io n of  th e  EP A 
pe st ic id e re g is tr a ti on  an d to le ra nce -s et ting  sy stem , (2)  a revi ew  of our ex per i­
en ce  w ith  te st in g  la bora to ri es co nc er ni ng  th e  ad eq ua cy  of  th e ir  pe rfor m an ce , 
an d (3)  a di sc us sion  of  th e  st ep s EP A wou ld  undert ake to  im pr ov e th e qual­
it y  of  pe st ic id e sa fe ty  te st in g.  A t th a t tim e,  we  a t EPA  ex pr es se d co ncern  
ab ou t th e qu al ity  of  som e la bora to ry  d a ta  su bm it te d to  th e  Agenc y in  su pp or t 
of  pet it io ns fo r pe st ic id e re g is tr a ti ons an d foo d to le ra nc es . A lth ou gh  we 
be lie ve  th a t p ri va te  la bora to ri es ge ne ra lly pr ov id e co m pe te nt  an d ho ne st  se rv ­
ice s, th e re  ha ve be en  in dic at io ns th a t se riou s pr ob lems ma y ex is t. In  hi s 
Jan u a ry  te st im on y,  Mr . Q ua rles  de sc ribe d EPA  fin ding s in th e  Il ep ta c li lo r/  
C hl or da ne  an d A ld ri n /D ie ld ri n  su sp en sion  heari ngs which  re flec ted qu es ­tion ab le  la bora to ry  pr ac tice s.  In  ad di tion, th e  is su es  of  la bora to ry  in de pe nd ­
en ce  from  pes ti ci de  m anufa ctu re rs  an d th e  co mplete di sc lo su re  of  al l te st in g re su lt s w er e al so  discussed.

As  p a rt  of  an  ef fo rt  to  det er m in e th e  ex is te nc e an d sco pe of  la bora to ry  
te st in g  in ad eq ua ci es , EPA  in it ia te d  a six -w ee k revi ew  of  exis ti ng  pe st ic id e 
re g is tr a ti on  an d foo d to le ra nc e pet it io ns . Ove r th e past  se ve ra l weeks , Dr . 
Melv in D. R eu be r. an  in de pe nd en t path olo gi st  an d EPA  co nsu ltan t,  has been 
ex am in in g a sm al l sa m ple of  to xi ci ty  te s t re port s filed w ith  EP A. In  hi s 
revi ew . Dr. R eu be r focu sed upon  re port s on te st s de sign ed  to  as se ss  th e 
ef fect s on ra ts  of  d ie ta ry  pe st ic id e ex po su re  ov er  ex te nd ed  pe riod s of  tim e. 
Su ch  st udie s a re  in te nd ed  to  de te rm in e w heth er long  te rm  in ge st io n of- pes ti - cide s wi ll ca us e ad ve rs e eff ec ts,  in cl ud in g tu m or s.  An in te ri m  re port  on Dr . 
R eu be r' s re vi ew  ac co mpa nied  by an  EPA  st a te m en t ex pla in in g  it s  scope, 
sig ni fic an ce  an d lim it ati ons has been m ad e av ai la ble  to  yo ur  Su bc om mitt ee . 
Ther e is, th er ef ore , no ne ed  fo r me  to dw el l on th es e fin din gs . The y obvio usly
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in dic at e th a t EPA  m ust  ta ke  st ep s to  re vi ew  mor e th oro ug hl y th e  ad eq ua cy  
of  past  te st in g  an d ensu re  th a t fu tu re  la bora to ry  te st in g  is  pro pe rly pe rfor m ed .

In  th e  pe riod  sinc e your  pre vi ou s hea ri ng , E l’A pe rs on ne l ha ve  co ns ul te d 
no t on ly w ith D r. R eu be r, but al so  w ith o th er sc ie nti st s bo th  w ithin  an d 
out si de  th e  Ag ency. We ha ve  he ld  m ee ting s w ith off icials  of  th e  Fo od  an d 
D ru g A dm in is tr a ti on  an d th e N at io nal  C an ce r In s ti tu te  to  di sc us s a lt e rn a ­
tive  w ay s in  whi ch  EP A m ig ht  de al  w ith la bora to ry  te st in g  prob lems. Thr ough 
th is  proc ess, EP A has de ve lope d a th re e-p art  ac tion  plan .

F ir st , EPA  w ill  in it ia te  an  aud it in g  pr og ra m  in which  la bora to ry  re co rd s 
of  to xi ci ty  te s t re po rt s w il l be  ex am in ed  to  det er m in e w heth er th ey  ac cu ra te ly  
re fle ct  th e  re port ed  te s t pr oc ed ur es  an d re su lt s.  We  hope  to  hav e th is  aud it in g  
system  un der w ay  by Ju ly  1s t of  th is  yea r.  Thr oug h th is  pro gr am , EPA  will  
re evalu ate  man y re port s pr ev io us ly  su bm it te d,  to  det er m in e w heth er th ey  ca n 
st il l be co ns id er ed  su ffi cie nt  to  su pport  th e  pes tici de  re g is tr a ti ons an d to le ra nce s 
issu ed  ov er  th e  p ast  25 ye ar s.  Also, E l’A w ill  se lect ively a u d it  la bora to ry  
re co rd s re la te d  to  man y new re por ts , in cl ud in g th os e to  be su bm it te d in  th e 
nex t fe w  years  to  sa ti sf y  re re g is tr a ti on  d a ta  re quir em en ts . Thu s,  pes tici de  
m anufa c tu re rs  and  te s ti ng  la bora to ri es w ill  be  pu t on not ic e th a t E PA  w ill  
be lo ok in g mor e ca re fu ll y  th an  ev er  bef or e a t th e ir  te st in g  pr og ra m s.  T his  
sh ou ld  pr ov id e an  in ce nt iv e fo r th em  to  do a be tt e r job sin ce  th ere  a re  st ro ng  
sa nc tion s av ail ab le  to  EPA , in cl ud in g th e  re je ct io n of  te st in g  re su lt s su bm it te d  
as  su pport in g  d a ta  fo r pe st ic id e re g is tr a ti ons.  In  appro pri a te  ca ses, EPA  co uld 
ta ke  re gula to ry  act io ns to  de ny  re g is tr a ti ons or  undert ake  ca nc el la tion  pro ­
ce ed in gs  ; in po te n ti a l ca se s of  fr aud , cri m in al  sa nc tion s co uld be soug ht .

A pr og ra m  su ch  as th is  ob viou sly  re quir es ad van ce  pl an ni ng . I t is  v it a ll y  
im port an t th a t a u d it  pe rs on ne l be ca re fu lly  se lected  an d tr a in ed  so th a t th e  
au d it  pro gr am  w il l opera te  ef fecti ve ly . T he  aud it o rs  w ill  be en tr ust ed  w it h  a 
ta sk  which  will  re qu ir e  pati en t an d pain st ak in g  ex am in at io n  of  vo lu m inou s 
la bora to ry  reco rd s.  The y m us t be  fa m il ia r w ith  th e proc es s of  toxi co lo gi ca l 
te st in g  so th a t th e ir  tim e an d ef fo rt  ca n be eff ici en tly  us ed  to  ev alu ate  la b o ra ­
to ry  pr oc ed ur es  and  re su lt s.

EPA  pe rs on ne l w ill  be re sp on sibl e fo r su per vis in g th e  aud it in g  pro gr am  
an d m ak in g re gula to ry  dete rm in ati ons ba se d on aud it  re port s.  I t  is  our in te n ­
tio n,  ho wev er , to  con tr ac t w ith  on e or  mor e qu al if ied org an iz ati ons fo r th e  
actu a l aud it in g  se rv ices . N at io nal  C an ce r In s ti tu te  off icials  hav e in fo rm ed  us  
th a t th ey  ha ve  an  anal agous pro gr am  whi ch  has  been m ar ked ly  su cc es sful  in  
upgra din g th e  quali ty  of ca rc in og en ic ity te st in g.  T he pre li m in ary  st ep s re ­
qu ired  fo r th e  so li ci ta tion  of  bi ds  on su ch  wor k is  now be ing pre pare d  an d 
will  lie co mpl eted  w ith in  th e nex t few wee ks . In  th e m ea nt im e,  EPA  is  w ork ­
ing w itl i FD A to  de ve lop a tr a in in g  pr og ra m  fo r au d it  pe rson ne l. FD A 's 
N at io na l C en te r fo r To xico logica l Res ea rc h is  ex pe ct ed  to co nd uc t th e tr a in in g  
pro gr am  w ith ass is ta nce f ro m  EI’A ’s s cien tif ic  sta ff.

The  audit in g  pro gr am  will  be re vi ew ed  a ft e r six  m on th s of  oper at io n to 
det er m in e w heth er ex pa ns io n of  th e  pr og ra m  an d addit io nal ac ti ons a re  
ne ed ed . L abora to ry  ce rt if ic at io n and in sp ec tion  an d a re quir em en t fo r co nf irm ­
ato ry  te st in g  will  be co ns id er ed  a t th a t tim e.

Second,  EP A is  p re pari ng  a m an ual  des cr ib in g gen er al ly  w hat EPA  ex pe ct s 
w ill  be incl ud ed  in  to xic ity te st  re port s.  T his  ha nd bo ok  sh ou ld  be  in d ra f t 
fo rm  by Ju ne  1, 1976. In  th is  m an ual , E PA  will  id en ti fy  a s  ex plici ty  as  
po ss ib le  th e ty pes  of  in fo rm at io n th a t sh ou ld  be in cl ud ed  in  to xic ity  te s t 
re po rt s,  in cl udi ng in fo rm at io n re gard in g  pro per  te s t metho ds , po st -m or tem  
ex am in at io n of  an im al s,  an d s ta ti s ti ca l ev al uation  of  te s t re su lt s.  I t  sh ou ld  
be em ph as ized , ho wev er , that . E l ’A's  m an ual  w ill  no t es ta bli sh  on e fixe d 
pr oc ed ur e fo r to xic ity  te st in g. T es ting  of  d if fe re nt ch em ic al s of te n re quir es 
di ff er en t ap pr oa ch es . But  re gar dle ss  of  how a te st  is  pe rfor m ed , it  is  es se nti al  
th a t th e  te st  re port  pr ov id e sufficie nt in fo rm at io n to  en ab le  th e re vi ew in g 
EP A sc ie nti st s to  m ak e th e ir  ow n in fo rm ed  ju dgm en ts  as to  th e ad eq ua cy  of  
th e te st in g , and  it s  im pl ic at io ns  fo r pes tici de  re g is tr a ti on  an d to le ra nc e- se tt in g.

T hir d , IEP A w ill  prop os e ne ed ed  am en dm en ts  to  it s exis ti ng  re gula ti ons 
de al in g w ith pe st ic id e re g is tr a ti on . On e su ch  am en dm en t wou ld  re qu ir e  th a t 
ea ch  te st  re po rt  id en ti fy , an d be sig ne d by,  th e pe rs on s pri nci pal ly  re sp on­
sible fo r (1 ) pe rf orm in g or  su pe rv is in g th e te st in g,  (2’) p re pari ng  th e re port , 
an d (3 ) re vi ew in g an d ap pr ov in g th e fin al subm iss ion to  EPA .\A ls o. in re ­
sp on se  to  a re co m m en da tion  from  th e G en er al  Acc ou nt ing Office, EPA  w ill  
prop os e th a t te s t re port s co nta in in g di sc la im er s as to  th e ir  ap pli ca bil it y  be 
re gar ded  as  un ac ce pta ble  by th e Ag ency. In  ad dit io n,  E PA  w il l pr op os e an  
am en dm en t to  it s  re gula tions to m ake ad dit io ns to  exis ti ng  re quir em ents  con -
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cerning  th e re tent ion and disclo sur e of dat a by pesticid e re gi st ra nt s.  A st at e­me nt de ta ili ng  EP A's in tent ions  with  respect to the se regu la tory  changes  willbe issued  la te r th is  mon th.
We ha ve  also ha d discussions with  per son nel a t the Food  and Drug Admin ­is tr at io n an d the  Nati on al Cance r In st itu te  con cerning a coo perat ive  pro gra m fo r improv ing  the qu al ity  of tox ici ty tes tin g. In  a rec ent le tt er  to th e Food and Drug Adm ini str ati on , we have sug gested th at  resu lts  of au di ts  and inspec ­tio ns  of  la bo ra to rie s th a t te st  both  dr ug s an d pes tic ide s be exchang ed betw een ou r Agencies. We have also sug gested th a t we wou ld like  to  pu rsue  a pro gra m es tab lis hing  min imu m Fe de ra l st an da rd s fo r tox ici ty te sti ng  th a t could be un ifo rm ly enfor ced  by ap pr op ria te  Fe de ra l agencies.  How ever , since  such a pro gra m may requ ire  an  ex ten ded st ar t-up  time, EP A is goin g ah ea d wi th it s own au di tin g pro gra m a t th is  t ime. *Mr. Ch air ma n,  no discussion  of ou r eff ort s to protec t the pub lic he alt h from pesticid e ha za rd s would  be com ple te with ou t a descrip tion of the mas sive  ta sk  now un derw ay to reev alua te  th e regi st ra tio ns  of all  pesticid es cu rre ntl y m an uf ac tu re d in th is  coun try . Purs ua nt  to th e 1972 ame ndme nts  to the FI  FRA, th e EP A is dir ec ted  to un de rtak e a re ap pr ai sa l of pesticid e prod uc ts app roved un de r th e ea rl ie r FIF RA  to de ter mi ne  if  the y me et a new st at ut or y te st  th at  the y will no t pose “un rea sonable  adve rse  effe cts” to man and th e env ironm ent .We have  been ma nd ate d by Congr ess  to com plet e th is  review,  of  app roxim ate ly 35,000 Fe de ra l an d 10,000 St ate regi stered  products now on th e marke t, befo re Octobe r 21, 1977. By th a t time, we mus t de ter mi ne  not  only whe ther  each pesticid e shal l rem ain  on th e marke t, bu t also whe ther  it  sho uld  be re str ic ted fo r sal e only  to per son s trai ne d and cer tifi ed com pet ent in the  use of pes ticides .

[On Ju ly  3, 1975, EPA  issued  regu la tio ns  iden tifyin g the  type s of da ta  which wil l be requ ire d of pes tic ide  re gi st ra nt s pr io r to the  gr an tin g of  new  re gi st ra ­tions or re regist ra tio ns . These  inc lud e key healt h- re la ted tests , deali ng  with  can cer , bi rth defects , and othe r chronic  effects. Pr io r regi st ra tio n ru les  lack ed th is  spec ifici ty with  respect to th e co nten ts of the m an uf ac tu re r's  regi st ra tio n petiti on . 1
On Fe br ua ry  17 we publis hed  a li st  of pes tic ide s cat egori zed accord ing  to the  ac cepta bil ity  of th ei r supp or tin g da ta  in view of the new  reg ula tions.Tho se pes tic ide s fou nd to be lac kin g nec ess ary  long an d sh or t te rm  dat a were ide ntif ied , and tim e sch edu les  for th e re gi st ra nt s to fill th e dat a gap s or lose re gi st ra tio n were specified. The ac tio n pla n which  I have  des cribed  today should  serve as  a str on g inc ent ive  as su rin g th a t the ad di tio na l da ta  req uir ed to ob ta in  re re gi st ra tio n wil l be va lid  and wil l pro vide a prop er  bas is for  EP A deci sion -making.
I ha ve  orde red steps to ensu re th a t th e res ource s av ail ab le fo r th is  reregis­trat io n pro cess ar e deploye d so as  to focus early  at tent io n on pes ticides  for  which th er e is an ind ica tio n of po tent ia l un reason ab le adverse  effects. A scree nin g mecha nism  es tab lished in ou r regu la tio ns  wil l single  ou t such  com­pou nds  fo r int ensiv e safety rev iew  un de r the manag em ent  of a newly es tab­lish ed Office of Special Pe sti cid e Rev iew  repo rti ng  to th e Deputy As sis tan t *Adm in is tra to r fo r Pesti cid e Prog ram s. Perso nnel from th is  gro up and the  Office of General Counsel  wi ll draw  on th e scientif ic and  tec hn ica l res ource s of the Agency an d outside gro ups to as su re  th a t th e in it ia l dec ision rega rd ing reregis ­tr at io n is wel l supp or ted  by th e facts . Th is dec ision may be to proceed wi th regi st ra tio n,  convene an  in form ati on  hear ing , or issue a Notice  of In te nt  to *Cancel. I f  the la tt er ac tion is take n,  the law  requ ire s us  to pr ep are an ag ri ­cu ltur al  im pact sta temen t and  sub mi t th at  doc ument plus ou r propose d act ion  to th e Se cretary of the De pa rtm en t of Ag ric ult ure , a Scientifi c Adviso ry Panel , and th e House  and Senate Ag ric ul tu re  Com mitt ees . In  addi tio n, the regi st ra nt  may  exercis e hi s righ t to a hear ing , in wh ich  benefit s as wel l as  the  ris ks  are ass ess ed in an ad ju dica to ry  fra me wo rk. On the othe r hand , if  the  facts indica te  th a t we sho uld  proceed  with  regi st ra tio n,  othe r in te re sted  pa rt ie s may  requ es t a public hea ring.
We beli eve  th is  syste ma tic  approa ch  to the que stion of pesticid e saf ety  is supe rio r to the ad hoc mecha nism un de r which ou r ea rl ie r cancell ati on s were in iti at ed . Not  only is the selection of pesticid es to be su bjec t to ad m in is tra­tiv e ac tio n ma de on a more ra tio na l bas is, bu t the Agency  will be in a stron ger pos itio n at  the tim e whe n an ad ju di ca to ry  proc ess begin s. Wh ile it may ap pe ar  th a t th is  process is time-cons uming  and  expensive, it is wor th  no tin g th at  our suc ces sfu l cancell ati on s of DDT, Aldrin and Dield rin , and th e susp ension of He ptac hlor  and Chlordane,  each con sum ed many mo nth s of he ar ing tim e and



hundre ds of  th ousa nds of  do ll ars  be fo re  th e  pes tici de s w er e remov ed  from  
th e  m ar ket .
TT 'am  co nf iden t th a t ac tions to  pro te ct  th e  pu bl ic  fr om  unre as onab le  pe st ic id es  

ri sk s w ill  proc ee d mor e ex pe di tiou sl y,  an d w ith  a g re a te r de gr ee  of  ov er al l 
pri ori ty , an d on a bro ad er  ba se  of  te ch nic al  in fo rm ati on  th ro ugh th e  us e of 
pro ce du re s we w ill  em ploy  in  undert ak in g  re re gi st ra tio nA VThe  bur de n of 
pr oo f of  sa fe ty  wi ll,  as  it  al w ay s has bee n, be on Trie ' pro po ne nt s of 
r eg is tr a ti o n . ^

Un  co nc lusio n Mr . C hai rm an , I be lie ve  th a t we  a t EPA  ha ve  ta ken  a nu m be r 
of  st ep s which  w ill  en su re  th a t th e  d a ta  rece iv ed  from  pe st ic id e m anufa ctu re rs  
is  of  appro pri a te  qual it y  so th a t we ca n m ak e th e im port an t re gula to ry  de ci ­
sio n th a t are  m an dat ed  by F edera l law . We vie w th is  as  a v it a l fu nct io n of  
ou r Agency.^

I w ill  be pl ea se d to  answ er an y qu es tion s you may  ha ve .

Mr. Mooriiead. Well, I might  as well get these questions to you. 
Does EPA have a program  of inspection of the laboratories?

Mr. Zener. No, sir; and there is a question as to our legal au thor ity 
to do so.

Mr. Mooriiead. Maybe you can supply for the record the legal 
question so we can get th at cleared up.

[The information follows:]
N ei th er  F IF R A  nor  th e  Food , Dru g,  an d Co sm et ic  Ac t give s EPA  th e 

au th o ri ty  to  co nd uc t an  in sp ec tion , as  we us e th e  te rm , w ithout th e  co ns en t 
of  th e ow ne r of  th e la bora to ry . We  ha ve  us ed  th e te rm  “ins pe ct io n” to  mea n 
an  entr y  in to  a la bora to ry  fo r th e  pu rp os e of  evalu a ting  th e eq uipm en t, pro ­
ce du re s,  pe rs on ne l qu al if ic at io ns  or  o th er  oper at in g  co nd it io ns which  af fect  
th e  re li ab il it y  of it s wor k pr od uc t. I t do es  not  incl ud e a revi ew  of  th e  la bora ­
to ry  re co rd s an d d a ta  w ith re sp ec t to  specif ic st ud ie s and re port s.

W ith re sp ec t to  an  ap pli can t fo r re g is tr a ti on , EPA  has  th e  au th o ri ty  to  
re qu ir e  su bm iss ion of  “a  fu ll  de sc ription of  th e  te s ts  m ad e an d re su lt s th ere of. ” 
F IF R A  § 3(c ) (1 ) (D ).  T his  pr ov id es  adequate  au th o ri ty  to  re qu ir e  su bm iss ion 
of  al l la bora to ry  doc um en ta tion  re la ti ng  to  a p a rt ic u la r stud y.

W ith re sp ec t to  re g is tr an ts , F IF R A  § (6 ) (a ) (2)  im po ses a dut y to  su bm it 
“a ddit io nal fa c tu a l in fo rm at io n re gard in g  unr ea so nab le  ad ver se  ef fects  on th e 
en vi ro nm en t.” In  ad di tion , as  a p ra cti cal m att er,  an y re g is tr a n t wh o re fu se d 
to  pr ov id e ba ck up  la bora to ry  d a ta  an d re co rd s wou ld  ru n  th e ri sk  th a t EP A 
wou ld  co ns id er  th e  stud y de fic ient  an d m ig ht  undert ake  ad ve rs e re gula to ry  
ac tion w ith re sp ec t to  th e re g is tr a ti on , in an  app ro p ri a te  ca se . Ac co rd ingly,  

Tepa  do es  no t ne ed  addit io nal le ga l au th ori ty  to obta in  ba ck up  la bora to ry  re c­
or ds  a nd d a ta  re la ti ng  to  th e re port s su bm it te d to i U

How ev er , F IF R A  an d th e  Food, D ru g and Co sm et ic Ac t do no t give  EP A 
th e  au th ori ty  to  re gu la te  di re ct ly  th e  bu sine ss  of  co nd uc ting  a te st in g  
la bora to ry . How ev er , if  im pr op er  pr oc ed ur es  are  em ploy ed  in  a te st , e it hf 
du e to  de fic ien cie s in eq ui pm en t or  pe rs on ne l tr a in in g , EPA  may  co nc lude  th u i 
a  specif ic stud y does no t pr ov id e a re li ab le  ba si s fo r fa vor ab le  re gula to ry  
ac tion .lE PA  is  in it ia ti ng , on  a se lect iv e ba si s,  an  audit in g  pro gr am  to  revi ew  
ba ck -u p d a ta  an d doc um en ta tion  of  specif ic re ports. I

A ft er six  m on th s th e  Ag ency in te nds to  evalu a te  th e  ne ed  fo r addit io nal  
aud it in g  or  le gi sl at iv e au th ori ty .

Mr. Moorhead. Does EP A have a procedure to license or accredit 
these laboratories to assure t ha t the equipment and facilities are ade­
quate and that the personnel are qualified?

Mr. Zener. No, sir. T hat is one of the issues we are now considering.
Mr. Mooriiead. Then you do believe that  fur the r action should be 

taken by EP A to verify  the data  submitted by the priva te 
laboratories?

Mr. Zener. Yes, s ir; definitely.
Mr. Mooriiead. When you answer that question about the legal 

authority  you might consider presenting to us proposed legislation 
which would clari fy tha t. This  committee is not a legislative com-
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mittee but we can recommend legislation to the appropria te legisla­tive committees.
Let me ask you a little  bit about tolerance levels.
Is EP A required to establish tolerance levels for residues of pesti­cides on food and feed ?
Mr. Zener. Yes.
Mr. Moorhead. Are there some instances where E PA  has not been able to set tolerance levels for pesticides registered for use in  agri­cultural crops?
Mr. Zener. Tha t’s my understanding.
Mr. Moorhead. I f the data for setting  a tolerance is not available, how can you permit registration to continue? You did  find you were above tolerance level in chlordane, for example. There are other things out for which you don’t know the  tolerance level, and yet you don't take any action to remove the registration.
Mr. Zener. I t’s hard to discuss tha t without  getting into a specific 

case. There would have to be actual residue levels and at least some toxicity or othe r da ta indica ting a substantia l question of safety with respect to the chemical.
Mr. Moorhead. The risk or hazard  agains t which the pesticide con­

trols are directed includes not  only hazard to human health but also hazard to the environment.
Mr. Zener. Yes, sir.
Mr. Moorhead. Isn ’t it true  that pesticide hazard  to the environ­ment, contam inating  streams and fish and wildlife, have a way of ultimate ly th reatening human health ?
Mr. Zener. In some cases, yes. I'm not sure that's a simple yes or no answer.
Mr. Moorhead. But even i f there isn’t any link to human health, don’t your regulations include requirements  for environmental chemistry testing?
Mr. Zener. Yes, sir.
Mr. Moorhead. I  think you mentioned the example of the killing of the eagles by predator poisoning.
Mr. Zener. T ha t’s a prominent examp le; yes, sir.
Mr. Moorhead. How do you explain the fact that of 32 pesticide 

chemicals for which environmental chemistry is required, the GAO found required data on leeching and runoff to be missing in 75 per­
cent of the cases and the required data on water degradat ion and photochemical degradation and microbiological data was missing in at least 50 percent of the cases?

Mr. Zener. I  would have to supply tha t for the record.
[The information follows:]

The fir st fo rm al  no tifi cat ion  of gu ide lines fo r stu dies  to de ter mine  th e envi­ronm en tal im pa ct of pesticid es cam e on Ju ne  23, 1970, w hen USDA issued  P.R. Not ice 70-15. (A t th a t tim e USDA  had th e au th or ity to regi ster  pes ticides .) A copy of th is  Notice  is at tach ed  fo r det ail s. It  is im po rta nt  to note two  th ing s ab ou t th e Notice. Fi rs t, it  does no t set  fo rth def ini te requ ire men ts for  stu die s to  he done and th e cir cums tan ces un de r wh ich  the y mu st he done. R at he r it provides,  “A br ie f disc ussion of  th e stu dies  needed. . . . These  com men ts ar e indica tiv e an d no t all  inc lus ive .” Secondly , no tim e schedu le for com ple­tion an d submis sion  of te st da ta  wa s es tab lished. Becau se the se gu ide lines were new,  and no t al toge ther  cle ar,  stu dies  have  not  been  subm itte d fo r all  pesticid e product s, pa rt icul ar ly  tho se wh ich  have  been regis ter ed  fo r a con­sid erab le len gth  of time. Fo r some of th e newe r pesticid e che mical s da ta



69have been submitted. It  is our expe ctatio n tha t our Gu ide lin es fo r Re gis ter ing  
Pe sti cid es in the Uni ted  Sta tes , when completed,  wil l make clea r what  studie s are necessary and under what  circum stance s. Question IS  discusses  our plans  for fillin g environmental chemistry data gaps for both new regis trati ons and reregistrations .

[P R  N ot ice 7 0 -1 5 ]

U.S . D ep a rtm en t  of  A gric ult ure,
A gri cul tu ral  R es ea rch  Ser vi ce ,

P estic id es  R eg ul at io n D iv is io n ,
e  Washin gton , D .C ., Ju n e 23, 1910.

N ot ic e to M a n u facturers , F or mul at or s, D is trib u to rs , an d R eg is tr ants of
E co no mic  P ois ons_ At te nt io n: Person responsible for  Fed era l regis trati on of economic poisons.

g u id elin es  for  stu d ie s  to determ in e  t h e  im pa c t  of  pestic id es  on t h e  
EN V IR ON M EN TThe use of pesticides may result  in residues of the parent  compound and/or its degr adati on products in treated  area s and possibly in other areas as well. In  connection with regis tration of pesticid es for outdoor use, certa in studies  are necessary to provide  infor mati on on their  impact on the environment.The basic questions which need to be resolved are listed  below: (A  brie f dis­cussion of the studie s needed follows each question. These comments are indi cativ e and not all  inclusive.)1. Wh at is the rate  of dissip ation of the pesticid e in the soil?Studies should usually  be continu ed until less than ten percent (10%) of the orig inal amount of parent  compound and degra dation product s remain s. Some pesticides  may require studies  unti l dissipation is complete. Stud ies should includ e anal yses  for  single or repeated appl ications depending on the use pattern.2. Wh at is the mechan ism of degradation of the pesticide residue s?These studies  may be carri ed out in the labor atory, but may need to be con­firmed with field studie s. Examples of  field studies  tha t may be required a re :(a) Photodecomposition studies in or on soil and water, using steri le and nonster ile samples.(b) Degrada tion  and metabolism studies  of the effect of microorgani sms, and the effect of the residue s on microor ganisms.(c) Deg radatio n studie s in water.(d) Dur atio n of the biological acti vity  (for  example, pliyto tox icit y).3. Do the residues leach through the soil?Labo rato ry studie s may suffice. I f  leaching  is found to occur, furt her  data « wil l be necessar y, for  examp le, the determinat ion of residue level s in groundwater.4. Are  the residues moved from the site of appl ication by runof f wat er?Laboratory studie s may suffice, but may need to be confirmed with field stud ­ies, such as : (a) An aly sis  of soil in untre ated areas  receiv ing runoff wate r.• (b) An aly sis  of pond w ater receiving runoff water .5. Is  the pesticid e bound in so ils ; that is, are residues present tha t are not read ily ext rac tab le?I f  radiochemical  trac er or other studie s indicate tha t the pestic ide is bound, additional studies may be needed, for  exa mp le: (a) Iden tification  of the resi­due. (b) Ph yto tox icit y of the residue, (c) Dete rmin ation  as to whether bound residues may be released from the soil by plan ts such as rota tion al crops other than  those ini tia lly  grown in treated areas .6. Wh at levels of the parent compound and principal metabolites will  acc u­mulat e in fish, rabbit and bird tissue and wha t dosage relate d symptoms are exhib ited durin g the laboratory  test period?Such feed ing studie s should employ a dosage range encompassing both a no- effect level and an effect  level. Need for  determ ination of residues in fish, when pesticid es are applied to terrestria l sites, will  be dependent upon data  from leaching  and runo ff studies.

H arold G. A lfo rd ,
As sis tant  Dir ect or.
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Mr. Moorhead. Aside from blanket waiver of required environ­mental chemistry data, the GAO reports tha t EP A has no system to follow up a regi strant’s compliance with EP A requests for environ­mental chemistry data and no policy to cancel pesticide registrations 
when data  is not provided.

Does the Agency propose to take  any corrective action in this regard ?
Mr. Zener. I  would have to supply t ha t for the record.
[The information follows:]

On  Ju ne  23, 1970, th e Ag enc y fo rm al ly  no tif ied pe rs on s re sp on sibl e fo r Fed ­era l re g is tr a ti on  of pe st ic id es  of  th e en vir onm en ta l ch em is try st udie s ge ne ra lly  ne ce ss ar y to  de te rm in e th e eff ec ts of  pe st ic id es  on th e en viron m en t by l ’.R. Not ice 70-15.  E nvi ro nm en ta l ch em is try has been  su bm it te d in  su ppor t of  som e app lica tion s fo r re gis tr at io n .
E nvir onm en ta l ch em is try d a ta  wer e no t incl ud ed  in  th e  ne w re gula tions as  a d a ta  re quir em en t fo r al l appl ic at io ns  fo r re re g is tr a ti on . I t w as  th e  Ag ency 's in te n t to  re qu ir e  en vi ro nm en ta l ch em is try st ud ie s fo r re re g is tr a ti on  on a case  by ca se  ba si s w he re  such st udie s wou ld  be part ic u la rl y  re le van t.  T he re gula ­ti ons co nt em pl at ed  th a t a ll  pre se nt ly  re g is te re d  pr od uct s in te nded  fo r ou tdoo r ap pl ic at io n wou ld  ne ed  an  en vir onm en ta l ch em is try eva lu ation pri o r to  re ne w al  of  th e  re g is tr a ti ons.  The  ne w re gula ti ons do re quir e an  en vir onm en ta l ch em is try ev al uation  fo r ne w re g is tr a ti on  of  a pes tici de  pr oduct  in te nde d fo r ou tdoo r ap pl ic at io n.
The  p re se n t sche me al lo ws re re g is tr an ts  mor e tim e th an  is ne ce ss ar y to  con­duct  th e  re quir ed  te st in g  an d puts  new re g is tr an ts  of  pr oduct s which  a re  id en ­ti ca l or  su bst an ti a ll y  si m il ar  to  pr ev io us ly  re gis te re d  pro du ct s a t a se riou s di sa dva nt ag e.  The  Agency is  now co ns id er in g a ch an ge  in  th is  tim e sc he du le  fo r su bm it ta l of  en vi ro nm en ta l ch em is try d a ta  to  pr ov id e fo r equit ab le  co ns id ­era ti on  of  a ll  pr od uc ts . W he ne ve r en vir onm en ta l ch em is try d a ta  a re  re qu ired  to  su pp or t re re g is tr a ti on  an d a re  not  su bm it te d  in a  tim el y fa sh io n,  th e  re gi s­tr a ti o n  of  th e  pe st ic id e pr odu ct  m us t be  de ni ed  or  ca nc eled , as  appro pri at e.
Mr. Moorhead. Would you find it a l ittle  ironic tha t the Envi ron­mental Protec tion Agency has decided to waive the requirement of data  on the environmental impact of pesticides ?
Mr. Zener. I  am not sure there  has been a waiver. I  jus t don’t know.[The information follows:]

O ur  pr oce du re s an d ba sic st andard  fo r w ai vi ng  an y d a ta  re quir em en t a re  set  fo rt h  in  Se ct ion 16 2.8(a)  (3 ) of  our re gu la ti ons fo r re g is tr a ti on , re re g is tr a ti on  and clas si fi ca tion  of  pe st ic id es  an d di sc us se d in  th e pr ea m bl e to  th e  re gu la tion s.  Br ief ly , al th ough we ha ve  a tt em pte d  to  co ns id er  al l pe st ic id es  in  deve loping  d a ta  re quir em en ts  we re al iz e th a t ou r re gula tions an d R egis tr a ti on  Guide lin es  may  no t ha ve ta ken  in to  ac co un t al l re le van t fa cto rs  fo r al l pe st ic id es . As th e di sc us sion  on  w ai ver s in  th e  pr ea m id e po in ts  ou t, “W ai ve r of  a d a ta  re quir e­m en t is  pe rm issa bl e on ly if  th e  A dm in is tr a to r det er m in es  (1 ) th a t th e  comp o­si tio n,  deg ra dab il ity , prop os ed  p a tt e rn s  of  us e or  o th er ch em ical  or  ph ys ical  p ro per ties of  th e  pe st ic id e,  re la ti ng  to  an  eval uation of  th e ef fe ct s on man  or  th e  en viron m en t a re  fu ndam en ta lly  d if fe re nt from  th e  pro per ties co ns idered  by th e Agency in  est ab li sh in g th e d a ta  re quir em en ts  of  th os e re gula tions or th e R eg is tr a ti on  Guide lin es , an d th er ef ore , (2)  th a t th e  d a ta  a re  no t ne ce ss ar y in ord er fo r him  to  de te rm in e w het her  su ch  spe cif ic pe st ic id e or  pro du ct  w ill  ca us e unre as onab le  ad ver se  ef fect s on man  or th e  en vi ro nm en t" . Sc ien tif ic ju dg m en t on th e d a ta  su pp lie d fo r a w ai ve r is  a t  th e  h e a rt  of  su ch  a det er m in at io n . Th e pert in en t po rt io ns of  th e  pre am bl e and  Se cti on  16 2.8( a)  (3)  a re  a tt ached  fo r fu r th e r det ai l.
In  ge ne ra l,  an  appli ca nt m us t in it ia te  th e w ai ver  proc es s by su bm it ting  a w ri tt en  st a te m en t of  h is  re as on s fo r re ques ting  a w ai ve r from  a d a ta  re quir e­men t. In  th e  ca se  of  ap pro val  of  a ne w re g is tr a ti on , if  a w ai ve r has  been gra nte d , th e  no tic e of  ap pr ov al  sh al l li s t an y d a ta  re quir em en t waive d an d st a te  th e  ba si s fo r th e  w aive r. In  th e  ca se  of  re re g is tr a ti ons,  th e A dm in is tr a to r ma y in it ia te  th e  w ai ver  by in dic at in g  th is  in h is  so li ci ta tion of  ap pl ic at io ns . Th e no tic e of  so li ci ta tion  sh al l li s t an y d a ta  re quir em en t w ai ve d and br iefly  st a te  th e  ba si s fo r th e  w aive r.



71These are the genera l stan dard s and procedures for  obtaining a waiv er of a data requirement. I have  previously  discussed the situa tion with regar d to waiver  of enviro nmental chemistry requirem ents for rereg istra tion.
[F ro m  th e Fed er al  R eg is te r,  Vol.  40 , No. 129, Ju ly  3, 197 5](b) Several commenters argued tha t the data requirem ents of these regula­tions and the Reg istratio n Guideline s, even taking  into account  the conditiona l nature of many of the dat a requirements, are inapp licable to certa in pesticides  or pesticide products and are not necessary for a determ ination of whether  such pesticide product wil l generally cause unreasonable  adverse effects  on man or the environment.  The Agency has attemp ted to consider all pesticid es in developing the data requirements. The Agency recognizes, however, tha t these* regulations and the Reg istratio n Guid eline s may not have taken into account all  relevant fact ors  for al l pesticides. Accordingly, the proposed regu latio ns at § 162.8(b) (1) (i) had provided for a waive r of data requirem ents upon petition of the appl icant. Th at provision has been modified and a new § 162.8(a) (3) has been included to specify the detailed procedures and basic stand ard to be ap-* plied by ER A for waive r of  a data requireme nt specified in these regu latio ns of the Registratio n Guid elines. Waiver  of a data requirement is permissible  only if  the Adm inistrat or determines (1) tha t the composition, deg radabil ity,  pro­posed pattern s of use or other chemical or phys ical properties  of the pesticide,  rela ting  to an evalu ation  of the effect on man or the environm ent, are fun da­mentally different from the properties considered by the Agency in establishing the data requirements of these regulation s or the Reg istratio n Guideline s, and therefo re (2) tha t the dat a are not necessary in order for  him to determine whether  such specific pesticid e or product will  generally cause unreasonable adverse effects on man or the environment. Gen erally, an appl icant must in iti ­ate the process and submit a written statem ent setting forth  his reasons for request ing a waiver  from a data  requirem ent. In the case of rereg istra tion,  however, the Adm inistrator may init iate  the waiver of a data requirement by so indicating  in his solic itatio n of appl icatio ns for reregistr ation . The  Adm inis tra­tor will  make a writte n finding  with respect to waiv er of a data  requirement. In the case of the appr oval of any appli catio n for which notice of application was published in the F eder al R egist er  pursuant to § 162 .6(b )(6), if  the Ad­minis trato r determin es to waiv e a dat a requirement, the notice of approval issued pursuant to §162.1 (d) (2) shal l lis t any data  requirement which has been waived and briefly state the basis for such waiv er. In the case of waive r of a data  requireme nt init iate d by the Adm inis trat or in the solic itatio n of applic ations for rere gistr ation , the notice of solic itatio n shall  lis t any dat a that  have  been waived  and briefly  state the basis for such waiver. Notic e to the public of the waiv er of a dat a requirement satisfies EP A's  responsibility under the Act , these regulation s, and the general  princip les of Adm inistrat ive Law  to set forth  the ratio nale  for any departure from its regulations.(c) A commenter requested tha t EP A require the applican t for  both new reg­istration and rereg istration to submit all  relevant information  ava ilab le from* scientific  literatu re and other sources on the poten tial adverse effects of a pesti­cide. In the proposed regu latio ns at § 162.6(c) (3) ( vi ii) , this provision by its terms applied only to rere gistr ation , altho ugh the Agency intended tha t the requirement apply to all  regis trati ons . Moreover,  we believe tha t this  provision more properly belongs in §162.8.* * * * * * * *(c) Fi ve  Ye ar Ca nce llat ion . (1) Gen era l. The  Adm inistrator sha ll issue a notice of intent  to cancel  the regis tratio n of a pesticide product five year s afte r the date of such registrat ion. The  regis tration shall be cancelle d unless the regis trant , or other interested person with the concurrence of the regi stra nt, re­quests that  the regis tratio n be continued in effect.  Such a request must be made by the regis trant, or other interes ted person with the concurrence of the regis­trant, by the date specified in the notice. The  Adm inistrat or shall  continue in effect a registration  only upon determ ination tha t the regis tratio n complies with all requirements of the Act  and the curre nt regulatio ns promulg ated there­under, inclu ding  all data requirements as specified in the Reg istratio n Guide ­lines for new regis tration.(2) “ Fe de ra l Re gis ter " Not ice.  The  Adm inistrat or sha ll publish in the F ed­era l R egi ste r notice tha t the regis tratio n wil l be cancelled if  the reg istr ant , or other interested person with the concurrence  of the registrant , does not request tha t the regis tration be contin ued in effect. Such notice shal l be published at



lea st 30 day s prior to the  exp irat ion  of the  five yea r period  and the  effective date of t he  cance llatio n notice. The Federal R egister no tice shall  sta te  th at  the notice of inten t to cancel is being issued  under the  autho rity  of section 6(a)  (1) of the  Act and  thi s subsection of Pa rt  162.
(3) Continued Sale and Use of Exist ing  Stocks. The  Adminis trat or may per­mit  the cont inued sale and use of exi sting stocks  of a pesticide cance lled pur ­sua nt to thi s subsection. Such cont inued sale and use shal l be subject to the conditions and  for such uses as the  Adminis tra tor  specifies. The Admin istrator  may only permit  such sale and use if he dete rmines th a t :(i) such sale  and use is not  inco nsis tent  with the  purposes of the  Act and the  regula tion s promulgated th ereu nd er ; and
(ii)  such sale and use will not have  unreasonable  adverse  effects on man or the  environment.

§ 162.7 Disposition of applications.
(a) General. All a pplicatio ns for  new rere gis tra tion, amended reg istratio n, or suppleme ntal reg istratio n, and all resubmissions of such applications, will be processed as described below.
(b) Notic e of Receipt of App licat ion for Registra tion. The Agency will acknowledge receipt of each appl icat ion for reg istr ation by return ing  to the app lica nt a notification of th e date  of  receipt by the  Agency.(c) Time for Action wi th Respect to Application . As expeditiously as possi­ble, the  Agency shal l approve or deny all app licat ions  for  reg istr atio n. Where practicable  the  Agency shall make its  dete rmination within 90 day s af ter the  date of rece ipt of the  application. Regis tra tion appl ications which require  con­sul tati on with other Federal  agencies, may tak e longer.(d) Approva l of regis tration. (1) Criteria for  Approval. The Admin istrator  shall  reg iste r a pesticide product or approve amended and suppleme ntal regis­tra tio n if he determines tha t, when considered  with  any res tric tions imp osed:(1) The  composition is such as to be effective for all  uses set for th on the label (see §§ 162.8 and 162.10) ;
(ii)  The prod uct is not misbranded as defined in section 2(q ) of the  Act, and its  labe ling complies with  the applicable  requ irem ents  of the  Act, § 162.10, and the  Regis tra tion Guideline s;
(iii)  The  test da ta and  othe r ma ter ial  requ ired  to be subm itted with the reg istr ation  application comply with the  requ irem ents  of the  Act, §162.8, and the da ta  requirements  of the  R egistra tion Guideline s;(iv) The  pesticide will perfo rm its  intended function withou t unreasonable adverse effects on the  environment and  when used in accordance  with  wide­spread and  commonly recognized practice will not generally cause unreasonable  adve rse effects on the  environment. The  cr ite ria  for dete rmining unreasonable adverse effects on th e environment are set for th in §162.11;(v) 2V tole ranc e or exemption from the tole rance requiremen t has  been ob­tained, as provided in sections 406, 408, or 409 of the Fed era l Food, Drug and Cosmetic Act (21 U.S.C. 316, 316a, and 318), if the  proposed labeling bears di­rectio ns for  use on food or if the  inte nde d use of the  pestic ide results or may reasonably  be expected  to resu lt, dire ctly  or indirectly , in residues of the  pesti ­cide becoming a  component of food ; and
(vi) The  product has been approved under the provis ions of the  Food, Drug and Cosmetic Act if the  product con tain s any drug claims on its  labeling in addition  to the pesticidal claims.
(2) Notice of Approval. The Adminis tra tor  shall  promptly publish  in the  Federal Register a notice  of approval of the  reg istr ation for any pesticide  product for which notice of appl icat ion was published under § 162.6(b) (6) for pestic ides having an activ e ingred ient not regi stered at  the  time of the  appl ica­tion or for  pesticides w ith a changed use pat tern.(e) Denial of Registrat ion.  (1) Notification.  The  Adminis tra tor  shal l deny reg istr ation if  the  pesticide product fai ls to meet any of the requ irem ents  of par agrap h (d) of this section or if the re is insufficient da ta to make the re­quired dete rmin ation . Prom ptly af te r making such a dete rmination, he shal l notify  the  app licant by certified le tte r of the  denial of reg istr ation and shall  set for th the  reaso ns and fac tua l basis for  the determinat ion and  the  conditions, if any, which must be satisfi ied in order for the  reg istr ation to lie approved.(2) Opportunity for  Rem edy by Appl icant, (i) The  app lica nt will have 30 days from the  date of rece ipt of the  certif ied let ter  to take the specified correc­tive action.



73(ii) The applican t may petit ion the Adm inistrat or to withd raw his  app lica ­tion. The Adm inistrato r may, in his discretion, deny any petition for withdraw al and proceed to issue notice of denial in accordance with paragraph (3) of this section.(3) “F ede ral  Re giste r'’ Publicat ion . I f  the appli cant  fa ils  to remedy the de­ficiency of his regis tratio n applicat ion,  the Adm inis trat or shal l promptly pub­lish in the F eder al R egist er  a notice of denial of regis tration. Such notice shal l set forth  the reasons and fac tu al basis for the deni al and shall  contai n the name and address of  the app licant, the product name, the name and percentage by weigh t of each active ingre dient in the product , the proposed patterns of use, and the proposed class ifica tion.(4) App eal  Righ ts . Within  30 days follo wing publication  of the denial in the F eder al R eg ist er , the applican t or any interes ted party with the written au­thori zatio n of the appl ican t may request a hearing  pursuant to section 6(b) of the Act  and Part 164 of these regula tions.(f) Dis pos itio n of  Ma ter ial  Sub mit ted  in Sup por t of Regis tra tion. The test data and other informatio n submitted in support of the regis tratio n appli catio n sha ll become a part  of the official file of the Agency  for  that  regis tratio n. E x­cept as provided by section 3(c)  (1) (D)  and section 10 of the Act , within 30 days  afte r the regis tratio n of a pesticide, the dat a called for in the regis tratio n statem ent together  with such other scientific  informa tion  as the Adm inistrato r deems releva nt to his decision sha ll be made ava ilab le for  public inspection.
§ 162.8 Da ta in supp ort of reg istr ation and clas sificat ion .(a) Gen eral. (1) The applican t shal l submit test data  and other infor matio n necessary to support all  claims made for the product and to establ ish tha t the product meets the requirem ents of section 162.7 of this Pa rt. In subm itting  re­quired data , the applican t must clear ly mark  any portion s there of which in his opinion are trade secrets or commercial or financia l info rma tion , pursu ant to Section  10 of the Act, and submit such marked materi al separately from other mat eral submitted with the appl ication.(2) The data  required by paragrap hs (b), (c ), and (d) of this  section shall  be submitted according to the specifications of the Reg istr atio n Guideline s. Nothing  included in or omitted from the Reg istratio n Guid elines, sha ll, how­ever, relieve the appl icant of  the responsibility to apply all releva nt ava ilab le knowledge  in desig ning tests and eva luat ing results .(3) An appl icant for regis trati on or rereg istra tion may submit written evi­dence tha t the composition, degrada bilit y, proposed patte rns of use and such other  chemical or phys ical properties of a specific pesticid e or product rela ting  to an evalu ation  of the effects  on man or the environment are fund ame ntall y differ ent from the fact ors  considered by the agency in the establishment  of the data requirements of the Reg istr atio n Guid elines and that  therefore some or all of  the data  requirem ents of the Reg istratio n Guid elines are inapp licable to the specific pesticide or product, provided however, tha t in the case of the reregis­trat ion of a pesticide, the Adm inistrat or may ini tia te a waive r of a data re­quirement of the Reg istr atio n Guid eline s in his solic itatio n of an application for reregistr ation . After consid ering the evidence submitted by the appl ican t, and such other informatio n as may be ava ilab le to him, the Adm inistrat or will  make a written  finding with respect to whether such properties  of the specific pesti­cide or product are fund ame ntal ly different from the fact ors considered by the Agency in establish ing the data requirements of the Regi stra tion  Guid elines. I f the Adm inistrat or determines that such properties of the specific pesticide or product  are fund ame ntal ly differ ent from the fact ors  considered by the Agency  lie may waive a dat a requirem ent specified in the Reg istratio n Guid eline s when he determines tha t the data so required is not necessary in order for him to determine whether  such specific pesticide or product will genera lly cause un­reasonable adverse  effects on man or the environm ent. In the case of  the ap­proval of any appli catio n for  new regis tratio n in which the Adm inistrato r has determined to waive  a data  requirement specified in the Reg istratio n Gui de­lines,  when he determines tha t the data  so required is not necessary in order for  him to determine whether such specific pesticide or product will  genera lly cause unreasonable adverse effects on man or the environment. In the case of the approval of any appli catio n for new regis tratio n in which  the Adm inistrator has  determined to waive  a dat a requirement specified in the Reg istratio n Gui de­lines,  the notice of approval issued pursuant to § 162.7(d) (2) sha ll list  any data requirem ent in the solic itatio n of applic ation for rere gistr ation , the notice of solic itatio n sha ll lis t any dat a requirement which  has been waive d and briefly



st at e th e basis  fo r such  wa ive r. As in fo rm at ion becomes avai lable con cer nin g 
prop er tie s of specific pes tic ides or prod uc ts which ar e fou nd to be fund am en ­
ta lly  dif fer en t fro m the  factor s con sid ere d by the Agency in es tabl ish ing the  
Re gi str at ion Guidel ines , cons ide rat ion  wil l be given to ap pr op riat e rev ision of 
the  Re gi str at ion Guidelines.

(4) The ap pl ican t shall  sub mi t any  fa ct ua l inform ati on  rega rd ing adv erse 
effe cts of the pesti cid e on the envir onme nt or  man which have  been ob tai ned by 
him or come to his  at tent ion inc luding, bu t no t lim ited to, publis hed  or  unpub­
lished  labo ra tory  stu dies  and accid ent experie nce .

(b)  Da ta Re qu ire men ts fo r Ne w Re gistr ati on . (1)  General. Unless  ad di tio na l 
dat a ar e requested  by th e Agency pu rs ua nt  to pa ra gr ap h (d)  of th is  Sect ion, or 
the  appl ica nt  sec ures a wa ive r of a da ta  requ ire men t pu rs ua nt  to pa ra gr ap h 
(a ) (3) of th is  sect ion,  pesticid e prod uc ts subje ct to new regi st ra tio n,  un der 
§ 162.6(b)  (2) sh al l be sup porte d by the  fol low ing  da ta  to de ter mi ne  th ei r use  
cla ss ifi ca tio n( s)  and regist rabi lit y.

(2)  Efficacy.  D at a ar e requ ire d to su bs ta nt ia te  efficacy cla ims ma de for the  
pesticid e pro duct.  Eviden ce of  product efficacy wi ll be demon str ate d thr ou gh  
labo ra tory  an d/o r fiel d-test ing  procedure s wh ich  sim ulate ac tu al  use  con ditions . 
Ac tua l te st  p rocedures  w ill va ry  accor din g to  th e ch ar ac te ri st ic s of the chemical, 
the typ e of form ulati on , the ta rg et  pes t, th e use  pa tte rn s,  and the me tho ds and 
tim e of app lic ati on . Inform at ion shall  be subm itt ed  by th e appl ica nt  as  specified 
in th e Reg ist ra tio n Guidel ines  to in cl ud e:

(i)  D at a to supp or t the min imum effectiv e dosage  and effective dosage  range.
(i i) Descrip tio n of appl ica tio n techniqu es,  inc lud ing  equ ipm ent  used in ap ­

plic ation , method, tim ing  a nd  sit e of appli ca tio n.
(ii i) Ev alua tio n of the ac tio n of th e prod uc t in des troyin g, rep ell ing  or miti ­

ga tin g a p e s t; ac ce ler ati ng  or re ta rd in g th e ra te  of gro wth or othe rw ise  al te r­
ing  the beh av ior  of p la n ts ; de fo lia tin g p la n ts ; or in ju ring  pl an t par ts  fo r the  
pur pose of a cc elerat ing the  dr ying  o f p la nt  tiss ue.

(iv ) Me asu rem ent of tox ic effects to pl an ts  or  an im als  th a t ar e ho st to the  
pes t, as  ap pr op ria te .

Mr. Moorhead. GAO reports that you have. Tha t is one of the 
reasons why I think  that  this letter  of Mr. Aim is tota lly inadequate.

Do you have any questions, Mr. Gude ?
Mr. Gude. No questions.
Mr. Moorhead. Mr. Fountain ?
Mr. F ountain. No questions, Mr. Chairman.
Mr. Moorhead. I think  th at should conclude our hearing .
I presume you would be willing to answer any questions the sub­

committee migh t wish to submit to you in writing ?
Mr. Zener. Certainly.
[The questions and answers follow:]

Question. 1. Why  were EP A’s n at io na l in te rim  pr im ary dr inking  w ater  regu ­
la tio ns  no t publi she d with in  the tim e requ ire d by sect ion  141 2(a ) of  th e Safe 
Drin kin g W ater  Act?

Answer. Th e In te rim  Pr im ary Drin king  W ater  Re gu lat ion s we re prop osed  
in th e Federal Reg is ter on Ma rch  14, 1975 as req uir ed . Subseque ntly , EPA  
conducted  fo ur  pub lic he ar ings  across th e Na tio n to solic it com ments. EP A re ­
ceived several  thou sand  pag es of com ments  from the State s, envir onme nta lis ts,  
ot he r Fe de ra l Agenc ies, an d th e public. In  accorda nce with  EP A's reg ula tor y 
dev elopment  proc ess,  it  wa s nec ess ary  to  cat ego rize, evalu ate , and resolve each  
comment. Thi s per iod  for com ment ev alua tio n and  res olu tio n requ ire d more 
th an  the 90 da ys  allo wed  by sec tion  1412(a)  of the  Safe Drin kin g W ater  Act. 
EPA delaye d th e prom ulg ati on  of the se regu la tio ns  fo r a few  mo nth s to obtain  
th e benefit s of pub lic involv em ent in th e tec hnica l, prog rammati c rev iew  of 
the se regu lat ion s. lEP A pro mu lga ted  th e In te rim  Pr im ary Drin king  Wate r 
Re gu lat ion s on Dec emb er 24, 1975. Ad di tio na l rev isions inc lud ing  radioa ct iv ity  
ha ve  been deve loped, and regu la tio ns  fo r ot he r che mical s ar e being con sidered 
(e.g., Aldrin, Dield ran , DDT , Ch lordan e, He pta chlor , Hep tac hlor  epoxide/T" 
Revisions  of the  In terim  Re gu lat ion s wil l becom e eff ectiv e in Ju ne  1977. [

Quest ion  2. Why did  no t tho se in te rim  stan da rd s impose lim ita tio ns  on know n 
can cer -ca using che mical s such  a s Aldrin an d Dield rin  ?
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Ans wer . The  I n te ri m  P ri m ary  D rinkin g W ate r R eg ula ti ons in cl ud ed  m ax im um  
conta m in an t leve ls  fo r pe st ic id es  ba se d up on  re ce nt  d a ta  on th e ef fect s of  ac ute  
and ch ro ni c ex po su re  to  bo th  or ga no -c hl or in e an d ch lo ro ph en ox y pe st ic id es . The  
li st , ho wev er , di d not  in cl ud e a ld ri n  or  d ie ld ri n.  EPA  be lie ve s th a t it  is no t 
po ss ible to  est ab li sh  a “s a fe ” leve l fo r su bs ta nce s su sp ec ted of  be ing ca rc in o­
ge nic and th a t m ax im um  con ta m in ant leve ls  fo r th es e su bs ta nc es  m us t be ba sed 
up on  th e ir  pr es en ce  in  d ri nk in g  w ate r an d abil it y  to  tr e a t an d to  det ec t th es e 
su bs tanc es . The  Agenc y is  aw ait in g  th e re su lt s of  an  in te nsi ve nat io nw id e su r­
vey to  de te rm in e th e ex te n t of  co nta m in at io n  of  th e  dri nkin g w ate r by th es e 
pers is te n t pe st ic id es . Bas ed  up on  fin ding s of  th e  leve ls  curr en tl y  pre se nt in  
d ri nkin g w ate r an d th e pro je ct ed  leve ls  whe n th e  1975 ba n on th e  ch em ic al s 
a re  eff ec tiv e, EPA  w ill  es ta b li sh  leve ls  fo r th es e pe st ic id es  as  appro pri at e.  

e  Que st io n 3. Why  has no t th e  EPA  es ta bli sh ed  pri m ary  lim it ati ons on re si due s
of  H ep ta ch lo r or  C hl ord an e ev en  th ou gh  th ey  hav e be en  id en tif ied as  a ca nc er  
hazard  to  m an ?

An sw er . M ax im um  con ta m in an t leve ls  fo r hep ta ch lo r an d ch lo rd an e w er e 
prop os ed  in  th e  In te ri m  P ri m ary  D rinkin g W ate r R eg ula tion s ba se d on ch ro ni c 

.  to xi ci ty . At  th a t tim e,  th es e su bst an ce s had  not  been  id en tif ied as po te n ti a l
ca rc in og en s. W hi le  th e  In te ri m  P ri m ary  D rinkin g W ate r R eg ula tion s were 
be ing pr om ul ga te d,  ca nce ll at io n and su sp en sion  heari ngs on th es e pe st ic id es  
w er e be ing co nd uc ted.  T her ef ore , th ey  w er e de le te d fr om  th e li st  of  pe st ic id e 
m ax im um  co nta m in ant leve ls  w ith  th e unders ta ndin g  th a t th is  de cis ion may  be 
re co ns ider ed . ( Su bs eq ue nt ly  th ey  ha ve  been  det er m in ed  as  po te n ti a l ca rc in og en s 
an d use has been  pro hib it ed  by EPA .) EPA  is  re -e xa m in in g avai la ble  d a ta  in  
an  ef fo rt  to  es ta bli sh  m ax im um  conta m in an t leve ls  ba se d up on  ca rc in og en ic ity.

Que sti on  4- Why  ha ve  no  in te ri m  li m it ati ons been  se t in th e d ri nk in g  w ate r 
st andard s fo r vi ny l ch lo ride , as be stos , ch lo ro fo rm , ca rb on  te tr ach lo ri de, benzene, 
an d tr ic hl or oe th yl en e?

An sw er . In  ac co rd an ce  w it h  th e  le gis la tive in te n t ex pr es se d in  th e  Hou se  R e­
port  on th e Saf e D rinkin g W ate r Act, th e  In te ri m  P ri m ary  D ri nk in g  W ate r 
R eg ul at io ns  w er e ba se d up on  an  update  an d revi sion  of  th e 1962 S ta ndar ds.  
Con se qu en tly , in te ri m  li m it a ti ons fo r vi ny l ch lo ride , as be stos , ch lo ro fo rm , c a r­
bon te tr ach lo ri de, be nzene, an d tr ic hlo ro et hyle ne w er e not includ ed .

The  es ta bl is hm en t of  li m it a ti ons on su bs ta nc es  in  dri nk in g  w ate r re quir es  
th e  det er m in at io n  of  hea lt h  ef fect lev els , th e  ex is te nc e of  m on itoring  te ch ni qu es  
an d a kn ow ledg e of  th e  pr ev al en ce  of  th e  su bs ta nce s in  dri nkin g w at er . In  
th e  ca se  of  as be stos , th e hea lt h  ef fects  of  in ges te d as be st os  hav e no t been  de ­
te rm in ed  an d th e pre se nt m onitor in g te ch ni qu es  a re  co st ly , tim e co ns um ing an d 
of  qu es tion ab le  ac cu ra cy . In  re la ti on  to  a nu m be r of  spe cif ic or ga ni c co nta m i­
nan ts , add it io nal m on itori ng  is  und er w ay  in  th e  112 ci ti es  N at io nal  O rg an ic  
M on itor in g Su rv ey  to  det er m in e th e  ex te n t of  d is tr ib u ti on  in  d ri nkin g w ate r 
an d so ur ce s an d co nt ro l metho ds .

G en er al  m on itor in g te ch niq ue s fo r th e  or gan ic  ch em ic al s th a t may  se rv e as  
in d ic ato rs  of  or ga ni c po ll u ta n ts  a re  under  ac tive de ve lopm en t. EPA  has a 
m ajo r re se ar ch  pr ogr am  under w ay  to  der iv e in fo rm at io n on oc cu rren ce , mon i­
to ri ng  te ch ni qu es  an d tr ea tm en t po ss ib il it ie s to  en ab le  th e  de ve lopm en t of  ap- 

* p ro pri a te  re gu la tion s.
Bas ed  up on  stud y re su lt s an d re se ar ch  de ve lopm en ts , m ajo r re gula tions fo r 

or ga ni cs  will  be e it her pro m ulg at ed  as  an  ad dit io n  to  th e  In te ri m  P ri m ary  
D rinkin g W ate r R eg ula tions or  in  th e  Rev ised  D ri nk in g  W ate r Reg ul at io ns .

Que sti on  5. W hat is  th e vi ew  of  EPA  as to  th e  fe as ib il it y  of  ca rb on  fi lt ra ti on  
“ te ch ni qu es  to  de al  w ith po ll u ta n ts  an d conta m in ants  in  d ri nkin g w ate r?

An sw er . Carbo n fi lt ra ti on  te ch ni qu es  w il l ul av  a pr om in en t ro le  fo r re m ov al  
of  cert a in  co nta m in ants  in  d ri nk in g  w at er . (C arbo n is  a se lect ive ad so rb en t fo r 
ch em ic al s bu t, ho wev er , has a lim ited  ca pa ci ty  re qu ir in g  re gen er at io n a t fa ir ly  
fr equent in te rv a ls JE P A  is  ac tive ly  ex pl or in g al l of  th e  im pl ic at io ns  of  th e  us e 
of  g ra n u la r ac ti v a te d  ca rb on  in cl ud in g co sts , av ai la bil it y , oper at in g  qu es tio ns , 
re ge ner at io n  freq ue nc y,  and  ef fe ct iv en es s fo r re m ov al  of  specifi c su bs tanc es . 
Sev er al  la rg e- sc al e dem onst ra tion  pro je ct s pl us  ex te nsi ve  la bora to ry  st udie s 
a re  un de rw ay . In  th e  in te ri m , w ith  re sp ec t to  ch lo ro fo rm  an d re la te d  com­
po un ds , prom ise has been sh ow n by a  mod ifi ca tio n in  ch lo ri ne ap plica tion which  
re du ce s th e fo rm at io n of  c h lo ri nate d  or ga ni c ch em icals.

Que sti on  6. W hy  wer e re p re se n ta ti ves of  th e  EPA  w il ling  to  di sc us s th e  li st  
of  102 pe st ic id es  which  em er ge d from  an  in it ia l sc re en in g of  re gis te re d  pe st ic id es  
w ith  re port ers  from  th e  W al l S tr ee t Jo u rn al bu t w er e not w ill in g to  re le as e th e 
li st  to  th e  pu bl ic  or to  in fo rm  co ng re ss io na l co m m it te es  of  it s ex is te nc e or  to  
per m it  th e  Age nc y’s le gal  en fo rc em en t st aff  to  ex am in e it ?



Answer. As  Mr.  Tra in noted in his lett er of Febr uary  26 to Cha irm an Moor­head, we had not published the list because of its  prelim inary natu re and the possibil ity of misunderstanding it. However, since Attor neys  Howard, Sizemore, and Re uk auf specifically indica ted this lis t as a cause of their  resignation , we fel t that  discussing the list  with the press to some exten t would help prevent needless misund erstand ings and concern. Complete silence on the issue would have been seriously misleading as the lis t its elf  was a first step in a complex process which  relies heavil y on ful l public parti cipat ion for its success. And, in fac t, the lis t, with a ful l expla natio n of its nature and purpose, was first re­leased to thi s Committee .
Que stion 7. Does the E PA  believe tha t a cancer haza rd must be proved to be associated with a pesticide before it may take  measures to ban such pesticide?Answer . No,VTF is not necessary to prove the carcin ogeni city of a part icular pesticide before the Agency can take adm inist rativ e actions  against  the con­tinued regis tratio n of the pesticide. Section 6 of F IF R A  autho rizes the Ad­mini strat or to issue a notice of intent  to cancel if  it appea rs “ that  a pesticide— or its labe ling  . . . does not comply with  the provisions of the Act, or when used in accorda nce with widespread and commonly recognized practice, generally causes unreason able adverse effects on the environ ment.” J|Cnreasonable adverse effects are “ any unreasonable risk to man or the environment,  tak ing  into ac­count the economic, social, and environmental costs and benefits of  the use of any pestic ide.”  Thus , for example, Adm inistrat or Tra in issued a notice of intent to cancel for  chlordane and heptachlor because their continued regis tration and use appeared “ to pose a substantial question of saf ety ” based on evidence in­dica ting , but not proving, carcinogenicit y. (The hearing s which may result from~snch a notice provide the opportunity to gathe r all  pertinent evidence and to fur the r define the risks involved with con­tinued use as well as the benefits. Furth er, in cance llation proceedings the Agency  does not have the burden of proving the haza rd of a pes tici de; rather  F IF R A  and case law place the burden of demonstrating the safety of a suspect pesticide on the registrant.In addition,  carcin ogenicity is not the  only criterion for tak ing  adm inistra­tive actions against  continued regis tratio n of a product.  The crit eria  for de­termining whether a rebut table presumption against regis tratio n or rereg istra ­tion has arisen (see question 3 for details  on rebuttable presumption) include both acute  and chronic haza rds. These ar e:  1) acute haza rd to man and domes­tic anim als ; 2) acute hazard to wild lif e;  3) inductio n of oncogenic or mutagenic effects in experimental mamma lian species or in man ; 4) any other chronic or delayed toxic effects in test anima ls at  any dosage up to a level subst antial ly highe r than  tha t to which humans may be exposed; 5) reasonable anticip ation of signif icant  local,  region al, or nati onal population  reduction in nontarget species or fat ali ty  to endangered spe cies ; and 6) lack  of emergency treatments such as ant idot al, pall iati ve or first aid treatments for amelioration of toxic effects in man result ing from a single exposure. Thus, the Agency can take action aga inst  a pesticide whenever any one o f these crit eria  is met or exceeded.
Que stion 8. Wh at actions  does the EPA  propose to take  with respect to the 102 pesticid es identified in the preliminary screening and on w hat time schedule?Answer . As the Febr uary  26 letter  to Cha irman Moorhead indicated, a copy of which is attached  for the hearing record, these 102 pesticides  represent the completion of the first step in iden tify ing  and processing those pesticides  which trigg er the rebuttable presumption crit eria . The rebuttable presumption cri­teria  are those levels of certa in stand ard indic ators  of adverse effects at which, in the Age ncy’s judgm ent, prima fac ie evidence of potential ly unreasonable  risk has  been shown. The second step is to veri fy through extens ive scientific review the test data  which ini tia lly  placed the pesticides in question on the list.  A  schedule  is being developed for  the order in which data  on each of these pesticides  wil l be verified. I f  the data are verified for a par ticu lar  pesticide, the third  step is to noti fy the affecte d registran ts tha t the rebut table presump­tion cri ter ia have been trigge red. At  the same time, notice of the rebuttable presumption wil l be publ ished in the Federal  Regis ter  solic iting  public comment and other relevant infor mation. Al l notices of rebuttable presumption will be issued by Febr uary  15, 1977, to allow  time for final action on all pesticides which triggered the crit eria  by Octobe r 21, 1977, the statut ory deadline . Four th, within  45 days, or at most 105 days  (i f the registrant seeks and receives an extension ) of receipt of the notice, regis trant s and all interested parties may submit evidence to rebut the presumption of unreasonable risk, inclu ding both risk and benefit information. The fift h and final step is the determination as
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to  w het her  or  no t th e  pro duct  may  he re gis te re d  on th e  ba si s of  a th or ou gh  
ri sk /h en ef lt  an aly si s by EPA . I f  a de cision  to  in it ia te  ca nce ll at io n is  ma de , 
ex te rn al re vi ew  by th e  D epar tm en t of  A gri cu lt u re  an d th e  Sc ien tif ic Adv iso ry  
Pan el  as  re quir ed  by th e  1975 am en dm en ts  to  F IF R A  will  be so ug ht . I t  may  
ta ke as  m an y as 240 day s from  th e is su an ce  of  n ot if ic at io n of  re bu tt ab le  pr es um - 
tio n. to co mplete th e  proc es s.

lO ver 60% of  th e 102 co mpo un ds  ha ve  a lr eady  be en  th e  su bje ct  of  sign ifi ca nt  
sc ient ifi c revi ew , th ro ugh  ca nce llat io n and su sp en sion  he ar in gs , in te rn a l re ­
vie ws , in fo rm at io n gath eri ng  hea ri ngs , an d m on itor in g pr og ra m s.  The se  
in cl ud e 24 ar se ni ca ls , 23 m er cu ri al s,  7 EB DC co mpo un ds , 7 ca dm iu m  com­
poun ds , 6 co mpo un ds  co nta in in g  diox in , ch lo rd an e an d m ire x.  Mos t m er cu ry  
pr odu ct s w er e re ce nt ly  ca nc el ed  by Mr . T ra in , an d mos t ch lo rd an e pro du ct s 
w er e su sp en de d in Dec em be r 1975. The  co mpo un ds  no t al re ad y ca nc eled  will  
move in to  th e spec ia l pe st ic id e revi ew  pr oc es s a t appro pri a te  ph as es  w ith  muc h 
in fo rm at io n alr ea dy a t our  di sp os al . T h is  leav es  on ly 33 of  th e  102 co mpo un ds  
which  will  ne ed  to  proc ee d co mplete ly  th ro ugh th e  five  st ep s de sc ribe d above. { 

Enc losu re .

U.S.  E nv iro nm enta l P rotection Agen cy .
W as hi ng to n,  D.C., Feb ru ary  26, 7976.

Ho n. W il li am  S. Moorhead ,
Cha irm an , Con se rv at ion,  Ene rg y,  an d N atu ra l 

Res ou rc es  Su bc om m it te e,
Com m it te e on G ov er nm en t Op erat ions ,
Hou se  of  R ep re se nt at iv es ,
W as hing ton,  D.C .

D ear Mr. C ha ir man  : T hank  you fo r you r le tt e r of  F ebru ary  13 re ques ting  
a li st  of  th e  100 al le ge d pe st ic id e ca rc in og en s ci te d in  te st im on y be fo re  you r 
Com m itt ee  by fo rm er  Ag ency at to rn ey s.

At  th e  s ta rt , I wou ld  like  to  em ph as ize th a t EPA  has no t de ve lope d a li st  
which  has  been  defin ed  as  an  en um er at io n  of  ca rc in og en s.  W hat  we  ha ve  been  
co mp iling , in ac co rd an ce  w ith  th e m an date s of  th e ne w pe st ic id es  law , is  a li st  
of  co mpo un ds  which  w ill  re quir e th or ou gh  ev al uation  p ri o r to  re re g is tr a ti on . 
Up  to  now , we  ha ve  re fr a in ed  from  pub lish in g th e  li st  be ca us e of  it s pr el im i­
na ry  n a tu re  an d th e m is under st an din g we fe lt  m ig ht  ari se  as  a re su lt  of  it s  
pu bl ic at io n.  We feel  now,  as  a re su lt  of  th e te st im on y be fo re  you r Com m itt ee  
an d th e re ce nt pr es s co ve rage , ho wev er , th a t even  g re a te r m is under st an din g 
is  in ev itab le  if  we  do no t pu bl ish th e  li st . I ha ve  th ere fo re  d ir ec te d  th e  pu bl ic  
re le as e of  th e  lis t, and I a tt ach  it  fo r you r in fo rm at io n. I wou ld  like  to  de vo te  
th e re st  of  th is  le tt e r to  pr ov id in g a mor e th or ou gh  expla nation  of  w hat  th e  
li st  is, an d is no t.

As you know , ac co rd in g to  th e re ce nt F IF R A  am en dm en ts , al l pe st ic id e 
pr od uc ts  which  ha ve  been  pr ev io us ly  re gis te re d  m us t be re re gis te re d  by th is  
Agenc y by Octo be r 21, 1977. Eac h pe st ic id e pro duct  m ust  be re vi ew ed  an d a 
det er m in at io n m ad e as to w het her  or  no t to  re g is te r it  fo r a p a rt ic u la r use , 
an d w het her  th is  use sh ou ld  be clas si fied  as gen er al  or re st ri c te d . T his  re ­
re g is tr a ti on  pr oc es s is  to  be co nd uc te d in  ac co rd an ce  w ith th e ne w re gula tions 
fo r th e  re g is tr a ti on , re re g is tr a ti on  an d cl as si fi ca tion  of  pe st ic id es  unde r Se cti on  
3 of th e F IF R A  (40  F R  2S242, Ju ly  3, 1975), wh ich  became effecti ve  on 
Aug us t 4, 1975. In  th es e re gu la tion s,  a sy st em at ic  m ea ns  w as  se t fo rt h  fo r 
ac hi ev in g ra pid  an d eff icient re re g is tr a ti on  of  th es e 35,000 or  so pe st ic id e pro d­
uc ts,  which  in co rp ora te  ap pro xim at el y 1400 ac tive in gr ed ie nt s.  Spe cifi c pla ns 
an d im pl em en ta tion  sc he du le s ha ve  al so  been de ve lope d so as  to  min im ize re ­
re g is tr a ti on  pr ob lems an d de lays .

One po in t a t which  we ha ve  att em pte d to  simpl ify  th is  re re g is tr a ti on  proc es s 
is in  th e co ns id er at io n of  un re as onab le  ad ve rs e eff ec ts,  a key el em en t in ev ery 
re g is tr a ti on  decis ion under th e  am en de d FIF R A . A fu ll,  fo rm al  ev al uation  of 
th e re la ti ve co st s an d be ne fit s of  ea ch  us e of  ea ch  pe st ic id e pro du ct  wou ld  be 
ex trem el y co stl y to  per fo rm  an d pra ct ic al ly  im po ss ib le  whe n co ns id er ed  in  
ligh t of adm in is tr a ti ve  co nst ra in ts , an d it  fu rt herm ore  wou ld  be un ne ce ss ar y 
in  mo st ca ses. We  hav e th us at te m pte d  to  fo llo w a mor e ra ti onal an d pra ct ic al  
co ur se  by se tt in g  fo rt h  a m ea ns  fo r id en ti fy in g th os e pe st ic id es  which  m ig ht  
ne ce ss itat e a mor e th oro ug h ri sk /b enefi t an aly si s as  p a rt  of th e  re g is tr a ti on  
pro cess.  Sp ecifically , th e  re gula tions pre se nt c ri te ri a  which  re pre se nt th e  Agen­
cy ’s ju dg m en t of  th e  leve ls  a t which  cert a in  st an d ard  in d ic ato rs  of  ad ve rs e 
ef fect s a re  co ns id er ed  to  show  pr im a fa ci e  ev iden ce  of  pote ntial ly  unre as onab le
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risk. It  is important to real ize that  these cr ite ria  represent  a screening mecha­nism only, and  thus  can give rise  only to a presumption of unreason able  risk, and not a final dete rmin ation . This  presumption is, by definition,  rebuttable.The  reg ist ran t, users, and the  public ar e given every opportunity  to demon­st ra te  th at  the  risk  is not as sub stantial as originally  presumed, th at  it may be reduced  thro ugh  label ing or othe r use rest rict ions, or that  the  benefits of the  product outweigh the  risk s involved in its  use, and thu s th at  the  product should be regi stere d. The public natur e of thi s process also assures th at  data which may suppor t the  ini tia l presumption will be obtained as well.For  the  orde rly implementation  of these rebuttabl e presumption provisions, a new orga niza tion  uni t has  been esta blished—the Office of Special Pestic ide Reviews. This un it is responsible for identifying and process ing reb uttabl e pre­sumption cases, a procedure which involves five basic steps. The firs t step is a Bprel iminary review of our da ta files and  the  rele van t lit erature to determine  which pesticides, if any, may trigger  the rebuttabl e presumption cri ter ia.  Sec­ond, if a pesticide  does trig ger  any of the  rebuttabl e presumption cri ter ia,  an extensive scientific  review is conducted to assess the  validity  of the  tes t data which has  placed  the  pestic ide in question. Thi rd, upon the  complet ion of this »review and a dete rmination th at  the  reb uttabl e presumption has  been verified, the  affected registr an t will be notified as  to the resu lts. Concurrently,  a notice will be publi shed in the  Federal Reg iste r sta tin g the  existence of a rebutta ble  presumption and  solicit ing from the  public  any info rmation it may wish to submit in reg ard  to the pesticide . Fou rth , the  registr an t and all  inte rested par tie s may submit evidence to rebut the presumption of the  pesticide's hazard,  inclu ding any info rmation regarding risks or benefits accruing from its  use.The  final step is a dete rmination as to whethe r or not the prod uct may be regis tered , which  is only to be decided af te r a thorough risk /benef it ana lysis by the  EPA, as well as a cons idera tion of the  recom mendations  of the  Departm ent of Agr icul ture  and the  Scientific Advisory Pane l as requ ired  by the 1975 amen dmen ts to the FIFRA.
As you can see, this procedure provides for a comprehensive review and evaluat ion of any pesticide which may trig ger  the  reb uttabl e presum ption cri ter ia.  We have  ju st  issued a notice in the  Federal Register, a copy of which is enclosed, to fu rth er  explain thi s pa rt  of the  reregistr ation  process. As you will note, af te r a prel iminary  screening , each pestic ide will be placed  in one of five catego ries: (1) those which do not trig ger  a reb uttabl e presumption and  for  which sufficient da ta are  ava ilab le for rereg ist rat ion ; (2) those which do not trig ger  a rebuttable presumption but  which must  complete long-term testing require ments ; (3) those which do not  trigger  a rebuttabl e presump­tion but  which  mus t complete  sho rt-term  tes ting req uirement s; (4) those which do trig ger a rebutta ble  presum ptio n; and  (5) those  which have  not yet been adequa tely  reviewed for placement  in one of the above categor ies.The lis t you have requested  rep resents the  result s of our screening of regis­tra tio ns  to determine which compounds—on the basis of existing registratio n or tole ranc e data, unverified stud ies which have  appeared  in the scientific litera tur e, or chemical sim ilar ity to canceled pesticides—may, upon review, trig ger  a reb uttable presum ption.  I want to stre ss th at  these  pesticides  are  1

only can did ate s for rebuttable presumption, and th at  it is only af te r a furth er asses smen t of the da ta that  any decisions in the ir regard  can be made. As the review of each pesticide is completed, the  app rop ria te notices to the  reg istr ant and the Fede ral Reg ister will be issued as planned . I cannot overemphasize the  tenu ous  na ture  of the  atta che d work ing list, especial ly in view of press accounts which  have  described it. To cha rac ter ize  these  chemicals as a “list  of carc inogens’’ or even as a lis t of unduly hazardo us pesticides would be pre ­mature,  and  would ignore the  carefu lly constructed  evaluat ion and  balancing process developed in the  FIF RA  and  the  Section 3 regulations.As soon as the  Committee's calend ar permits, the  Agency will cer tain ly be willing to app ear  to discuss fu rth er  the  charges  made in earlier testimony.Our Office of Legis lation will make  the  app rop ria te arrang ement s whenever you are  prepared to receive us. Plea se let me know if the re is any othe r info rma tion  we can provide  a t thi s time.
Sincerely yours,

Russell E. Train,
Adm inis trator.Enclosures.

(See p. 87.)



79

Question 9. Why were Attorneys Howard, Sizemore, and Reukauf not per­
mitted to see the li st of 102 pesticides?

Answer. To the best of our knowledge, Attorneys Howard, Sizemore, and 
Reukauf did not request to see the list. If a member of our staff did refuse 
such a request, we would have expected the attorneys to contact Mr. Edwin L. 
Johnson, the Deputy Assistant Administrator  for Pesticide Programs, for his 
assistance in reviewing the list. However, because Mr. Johnson was not con­
tacted by the attorneys about such a problem, we do not believe they made a 
specific request to see the list.

Question 10. Do you believe th at the withholding of the  list of 102 pesticides 
from the public and the Congress was consistent with the Administrator's 
instruction of October 10, 1975, tha t . the Agency should carry out a more 
open evaluation of risks and benefits . . . ?”

Answer. The list was not “withheld.” Rather , it was not published as it was 
simply an internal working document. The Administrator’s instruction of 
October 10 describes this  open evaluation as a process in which, “by involving 

w interested parties and by soliciting external scientific and technical review
of our data and analysis [emphasis added], as appropria te, we can insure tha t 
decisions continue to be based on the objective evaluation of all available
data .”

That  is, the open review and evaluation are to be carried out on a body of 
data  which the Agency has initially assembled and organized in light of the 
rebuttable presumption criter ia. Any final decision is reached only after this 
outside evaluation has been made. Just  as we have organized and summarized 
a large amount of information to provide coherent, understandable, and useful 
answers to these questions, so too, the first steps of the rebuttable presumption 
process (which I will describe in detail later) , represent a preliminary organi­
zation and summation of data  in order to facilit ate, not frus trate, an open 
review and evaluation. A final decision on the continued regist ration  of any 
one of these 102 pesticides comes only afte r public review.

It  is also important to note tha t we have a public responsibility not only to 
share information with interested parties,  but also to ensure tha t the informa­
tion disseminated is accurate and validated. To issue a preliminary screening 
list before we have done our necessary homework would, in our opinion, be 
irresponsible, and only give rise to alarm  where none is warran ted. That  is 
why the public involvement step comes after validation, so that the public 
will not waste valuable resources or cease using worthwhile products on the 
basis of sketchy, or even wrong, information. Releasing solid, validated in­
formation is clearly in the public interest; releasing preliminary indications  
is, in our opinion, not.

Question 11. Why did the EPA fail to set standards or limits for toxic 
chemicals as a par t of the pretreatment standards for discharges into munici­
pal systems under the Federal  Water Pollution Control Act?

Answer. The Agency believed tha t toxic pollutant pretreatment standards 
could not be promulgated until the direct discharge standards for the same

• pollutants were developed. Pretreatment and direct discharge standards must 
I»e consistent, one to the other. The difficulties associated with the develop­
ment of s tandards  for toxic pollutants are more fully discussed in the response 
to question 14.

Question 12. What action is EPA taking  or proposing to take to remedy
• this deficiency?

Answer. Pretreatment standards  for toxic chemicals pursuant to § 307(b) of 
the Act for the substances designated and addressed pursuant to § 307(a) of 
the Act are being draf ted current ly and will be promulgated at or about the 
same time tha t proposed direct discharge regulations are promulgated.

Question 13. When does the EPA plan to promulgate such pretreatment 
standards?

Answer. The toxic pollutant pretreatment effluent standards are undergoing 
review and development within the Agency prior to interagency review. These 
standards are for the pollu tants designated as toxic under § 307(a) of the Act 
and are in support of the direct discharge standards. It  is antic ipated  tha t 
these standards will be published either concurrently  with the direct discharge 
standards  or shortly there after, and tha t this will take  place for six designated 
toxic pollutants by midsummer, 1976.

Qjicstion lli. Why has the EPA failed to establish toxic effluent standards 
under  section 307 of the  Federal Water  Pollution Control Act?
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Answer. On July 6, 1973, the  Agency published in the  Federal Reg iste r a pro­posed list  of nine  toxic pol lutant s pursu ant to section 30 7(a) (1) of the  Act, 38 FR  18044. The nine substances  were: ald rin /di eld rin , benzidine, cadmium, cyanide , DDT (DDD, DDE), endrin, mercury, polychlorinated biphenyls, and toxaphene. Following receip t of public comment, the list  was prom ulgated on September 7, 1973, together with  a discuss ion of the Agency’s selection cri ter ia and a response to comments received on the  proposed list, 38 FR 24342 et seq. The promulgated list  consisted of the same nine substances  previously proposed.On December 27, 1973, the  Agency published proposed toxic  pol lutant  effluent standard s for each of these nine substances, toge ther  with  a summary of the fac tors considered  in setti ng the  standard s, and  a list  of poin t source categories  of discharges proposed for coverage, 38 FR 353S8 et seq. As reci ted in that  notice  of proposed rulemaking, the  sta ndard s proposed therein were  developed und er severe time  con strain ts imposed by court orde r in response to litigation commenced by the  Na tural Resources Defense Council, NRDC  v. Fri, Civ, Action No. 849-43 (D.D.C., June  19, 1973, as modified), with  the result  that  the  Agency had  not had time to develop da ta in cer tain areas. In accordance with  section 30 7( a) (2 ) of the  Act, a form al rulemaking hearing  on the  pro­posed sta ndard s was scheduled.
A prehea ring conference was held on Janu ary 25, 1974, followed by a 30-day evidenti ary hea ring during April  and May. Thi rty-eigh t object ing par tie s pa r­ticip ated , most of whom where rep resentativ es of indust ries  or indust ry asso­ciat ions who would be affected by the  proposed stan dards. During these hear­ings indust ry objec tors intro duce d evidence which highlighted the fol low ing :(1) Questions were raised as to whether the technology exis ted to monitor and detect the presence of some of the  toxic  pol lutant s in effluents at the low levels of conc entration prescr ibed in the  proposed  standard s with any degree of accuracy or reliabil ity.
(2) The proposed  standard s were based in pa rt upon cer tain  hydrological  cons ideration s, including the  flow ra te  and  volume of rivers, and the  propensity of a po llu tan t to disperse following discharge and become less concentrated in the  are a in the  immediate  v icinity  of the discharge (substant ial ly the  equiva­len t of a “mixing zone" ). It  was argued  th at  these assum ptions were over­simplified, and  evidence was presented indicating  th at  att empts  in the  proposed sta ndard s to presc ribe diffe rent  discharge levels based upon flow rates and volume of the receiving wa ter s could resu lt in unreal istic and un fair discr imi­nat ion among  dischargers, as well as ma jor  adminis tra tive problems. No evi­dence was  submited to indicate a reasonable altern ative  approach.(3) The sta ndard s for each substance included a provision  for  allowable dis­charges based  upon a conservative seven day “low flow’’ of the wa ter  body for a recu rrence frequency of ten years . The  low flow for an estu ary  was  defined in section 129.01(c) of the proposed sta ndard s as the low flow for  i ts trib uta ries , with the  res ult  that  allowable discharge for industries  located on them could be unduly rest rict ive . The Agency staff offered new hydrodynamic da ta  lat e in the  hea ring  in response to thi s problem, but  thi s evidence was  excluded from the  record by the  Adm inis trat ive Law Jud ge as beyond the  scope of rebutta l. With  respect to this la tte r evidenti ary problem, the  Agency is amending its rules of prac tice,  40 CFR Pa rt  104, to prevent the recu rrence of such an im­pedim ent to the  full development of the  rulemaking record, 41 FR 1765 (Jan u­ary 12, 1976).
(4) Many ind ust ries presented evidence to show th at  the technology avail able  to them either could not achieve the  proposed effluent l imi tation levels, or could not be ins tall ed within the  one-year  compl iance time contained in the  sta tut e (cf §307(a) (6) and 30 7(d) ). Othe r ind ust ries presented evidence to show that  even where  such contro l technology might be available, it could only be in­stall ed at  very sub stantial expense. Fu rth er  evidence was introduced to show th at  prom ulga tion of the proposed sta ndard s would force larg e segments of major American indust ries  to shut  down. No evidence was ava ilab le in the  rec­ord by which to tes t the val idity or stre ngth of these claims.In addi tion, the re were some gaps in the Agency's da ta concerning the  iden ti­fication and  extent  of point source discharge of the  substances. This in turn affected the  Agency’s abi lity  to prom ulga te standard s for the  range of point sources proposed for coverage.
Following the  completion of these  hearings, which had  proceeded within the extremely  sho rt 6-month time  fram e following proposal of sta nd ards  as pre­scribed in section  307(a) (2), the Agency concluded th at  because of the  prob­lems and  da ta  gaps in the  hearing  record referred to above it could not  promul-



gat e re sp on sibl e and de fe ns ib le  st an d ard s ba se d up on  th a t re co rd . Thi s is  no t 
to  say th a t th e eff lue nt st an d a rd s  origi na lly pr op os ed  by EPA  are  in de fe ns ib le , 
bu t ra th e r to  em ph as ize th a t a t th e  tim e of  th e  hea ri ng  on th os e prop os ed  
st andard s,  th e  Agenc y did no t hav e av ai la ble  to  it  th e  ne ce ss ar y d a ta  to  fu lly  
su bsta n ti a te  th e  prop os ed  st an d a rd s or  to  re sp on d ef fecti ve ly  to  th e  prob lems 
ra is ed  by th e  ob ject or s.  The  s ta tu s  of  th e heari ng  re co rd  is  cr it ic al , be ca us e 
under  sect ions  30 7( a)  (2 ) an d (3 ) it  is th e sol e ba si s fo r th e  pro m ul ga tion  of  
fin al st andard s,  an d th e  hea ri ng  reco rd  on th e  pr op os ed  to xi c st andard s re ve al ed  
th a t th os e st andard s co uld no t be  de fe nd ed  ba se d on it s co nt en ts .

At th e  same tim e th e Agency w as  deep ly  co nc erne d w ith th e  fa c t th a t it  w as  
th en  be hind  th e tim e sche du le  which  Con gr es s pr es cr ib ed  fo r th e  se tt in g  of  
st andard s un der  se ct ion 307(a ),  an d th a t to  ta ke  th e tim e to  ga th er ad d it io nal 
d a ta  wou ld ca us e th e Agenc y to  fa ll  fa r th e r be hi nd  th a t tim et ab le . T he re su lt  
w as  one appar en tly  no t an ti c ip a te d  by Con gr es s a t th e  tim e sect ion 307 (a ) 
w as  dra ft ed , na mely,  th a t th e hea ri ng  reco rd , th ou gh  vo luminou s, m ig ht  no t 
co nta in  sufficie nt ev iden ce  up on  which  de fe ns ib le  st an d ard s co uld be pro m ul ­
ga te d.  The  prop os ed  st andard s co uld no t be de fe nd ed  on th e  reco rd , an d no 
spe cif ic mod ifi ca tio n could  be “jus ti fi ed  ba se d up on  a pr ep on de ra nc e of  ev iden ce  
ad du ce d a t th e hea ri ngs” (S ec tion  3 07(a ) (2 ) ) .

Fac ed  w ith th e ch oice  be tw ee n (a ) pr om ulg at in g st andard s on an  insu ffi cie nt  
re co rd  which  w er e su bje ct  to  al m os t cert a in  ch al le ng e in court  w ith th e  lik ely  
re su lt  of  p ro tr ac te d  li ti gat io n  fo llo wed  by a re m an d,  or  (b ) ta k in g  th e  tim e 
to  ga th e r ad dit io nal  d a ta  to  fill th e ga ps  an d mak e a fr es h prop os al , th e  Agenc y 
has el ec te d th e  la tt e r  co ur se  as th e  more resp on sib le . The  Agenc y be lie ve s th a t 
th e  pu rp os e of  th e  Act is  b e tt e r se rv ed  by pr op os ing re sp on sibl e an d de fe ns ib le  
st andard s,  th ou gh  la te , th an  by ru sh in g to  m ee t a tim et ab le  which  ex pe rien ce  
has  sh ow n to  be too  op tim is tic .

Que st io n 15. W hat ac tion s is  EPA  ta k in g  or pr op os ing to  ta ke  to  pro m ulg at e 
th es e re quir em en ts  of  th e  1972 am en dm en ts  to  th e  F edera l W ate r Pol lu tion 
C on trol  Act?

Ans wer . Sinc e th e  1974 heari ng  a nu m be r of  m ea su re s hav e been  ta ken  by th e 
Ag enc y to  remed y th e  pr ob le m s el ic ited  a t th e hea ri ng  and to  pr ov id e th e  d a ta  
ba se  ne ce ss ar y fo r st andard s under sect ion 307 (a ).  The  re su lt s of  th es e ef fo rts , 
in so fa r as th ey  re la te  to  th e fo u r su bs ta nc es  fo r which  st an d ard s a re  prop os ed  
a t th is  tim e,  are  di sc us se d mor e fu lly below. The  pri nci pal  a re as of  d a ta  g a th er­
in g a re  br ief ly  id en ti fied  as  fo ll ow s:

F ir st , th e  Agenc y has su bst an ti a ll y  ex pa nd ed  it s  d a ta  ba se  w ith  re sp ec t to  
th e to xi ci ty  an d en vi ro nm en ta l be ha vi or  an d ef fect s of  th e  su bs tanc es . T his  is  
in ac co rd  w ith  th e la ng ua ge  of  sect ion 307 (a ) which  re quir es th e A dm in is tr at or,  
bo th  in th e se lecti on  of  su bst an ce s and in  th e pu bl ic at io n of  st andard s,  to  con­
si de r “t he to xi ci ty  of  th e po ll u ta n t,  it s pe rs is te nc e,  deg ra dab il ity , th e  usu al of 
po te n ti a l pres en ce  of  th e af fe cted  org an is m s in an y w at er s,  th e  im po rt an ce  of  th e 
af fected  or ga ni sm s an d th e n a tu re  an d ex te nt of  th e  eff ec t of th e  toxi c po ll u ta n t 
on su ch  or ga ni sm s.  . . .”

The d a ta  incl ud e hum an  h ea lt h  ef fect s to  th e  ex te n t av ai la bl e.  A lth ou gh  hu­
man  be ings  are  no t enum er at ed  in  se ct ion 30 7( a)  am on g th e  or ga ni sm s so ug ht  to  
be pro te ct ed  th er eu nder , o th er  se ct ions  of  th e  Ac t as  well  as  th e  le gi sl at iv e h is ­
to ry  m ak e it  c le ar th a t Con gr es s in te nd ed  hu m an  healt h  ef fect s to  be  co ns id er ed  
unde r sect ion 307 (a ).  Se cti on  402(k ),  dea ling  w ith im pl em en ta tion  of  li m it a ­
ti ons an d st andard s th ro ugh th e  N at io nal  P o ll u ta n t D is ch ar ge E lim in at io n  Sy s­
tem (N PD ES) per m it  pr og ra m , ac co rd s sp ec ia l w eigh t to  “any  st andard  im ­
posed  under  sect ion 307 fo r a to xi c po ll u ta n t in ju ri ous to  hu m an  h ea lt h .” The  
de fin iti on  of  “to xi c po ll u ta n t"  in  sect ion 50 2(13 ) de sc ribe s a nu m be r of  il lu s­
tr a ti v e  healt h  ef fect s of  co nc ern in hu m an  as  wel l as  aq uati c  or ga ni sm s,  an d ex ­
pr es se s co nc ern w ith  “in ge st io n th ro ugh  foo d chain s” of  toxi c pollu ta nts . Man 
as  a co ns um er  of  fish  an d o th er aq uati c  or ga ni sm s,  oc cu pies  a cri ti ca l po si tio n 
in su ch  food ch ai ns , an d is  th er eb y dir ec tly ex po sed to  an y toxi c po ll u ta n t 
pr es en t in such  or ga ni sm s.  H e may  also  be ex po sed th ro ugh inge st io n of  or  
co nta ct w ith th e w a te r it se lf  in  which  such  po ll u ta n ts  a re  or  may  be pr es en t.

The  le gi sl at iv e h is to ry  of  th e  Ac t fu rt h e r in dic at es  th a t one of  it s fu ndam enta l 
ob ject iv es  w as  pro te ct io n of  hu m an  hea lth . The  fo llo wing la ng ua ge  ap pears  in  
th e Rep or t of  th e  Sen at e Com m itt ee  on Pub lic W or ks  di sc us sing  th e de fini tio n 
of  “t ox ic  po ll u ta n t” in  sect ion 50 2(13 ) re fe rr ed  to  ab ov e:  “A de fin iti on  of  to xi c 
su bs ta nc es  is pr ov id ed  to  ass is t th e  A dm in is tr a to r in  im pl em en ting  his  au th o ri ty  
under  se ct ion 307 to  re gula te  toxi c di sc ha rg es . The  de fini tio n pr ov id es  a be nc h­
m ar k fo r ev alu ating  th os e po ll u ta n ts  which  in  cert a in  co nce ntr at io ns  wou ld 
ha ve a part ic u la rl y  ad ver se  i m pac t on hum an s as wel l as  o th er fo rm s of  li fe .” S.



Rep t. No. 92-41 4, 92nd  Cong.,  1s t Sess ., Octob er  28, 1971, p. 77, re pri n te d  in “A L eg is la tive  H is to ry  of  th e W ate r Pol lu tion  C on trol  Ac t Amen dm en ts  of  1972” (h e re in aft e r ci te d a s  “Legis . H is t. ” ) a t p. 1495.
The  R ep or t th en  proc ee ds  to  de sc ribe  som e of  th e  fe a tu re s of  a toxi c po ll u ta n t which  th e Com m it tee ex pe cted  th e A dm in is tr a to r to  co ns id er  in th e  ex er ci se  of hi s au th o ri ty  under sect ion 307 includ ing,  am on g ot he rs , “t he se riou sn es s an d ir ­

re ve rs ib il ity of  an y ef fects  on man  or th e  en viron m en t th a t m ig ht  occ ur” an d “th e po ss ib ili ty  fo r in co rp or at io n in to  biolog ical  org an is m s an d m an  in  co n­
cen tr ati ons which  th e la te st  sc ient ifi c kn ow ledg e su gg es t w ill  pr od uc e eff ec ts on m an  an d or ga nis m s, ” S. Rep t.,  92-414  a t p. 78 ; Legis . H is t, a t p. 1496. Th e pu bl ic  hea lt h  co nc er n is  als o re flec ted in th e  R ep ort  a t p. 3- 4,  Le gis . H is t, a t p. 1421-2.

Sec ond , th e  Agency has  give n fu rt h e r a tt en ti on  to  m ea su ring  an d m onitor­in g tec hn olog y ca pa bil ity  in  co ns id er in g ne w st andard s.  T hird,  it  has re co n­
side re d it s hy dr ol og ic al  as su mpt io ns . F ourt h , th e  A gen cy has  g at her ed  addit io nal  d a ta  an d has re as se ss ed  it s pr ev io us ly  ac cu m ula te d  d a ta  w ith re sp ec t to  dis ­
ch ar ge of  p a rt ic u la r po llu ta nts  by p a rt ic u la r in dust ri a l po in t so ur ce s ca tego rie s.In  ad di tion , th ou gh  no t spec ifi ca lly  re quir ed  to  do so under  th e la ng ua ge  of  
sect ion 307 (a ),  th e  Agency has  gat her ed  d a ta  on av ai la bl e co nt ro l tec hn olog ies 
as  wel l as on th e  eco nomic im pa ct  of  th e  im po si tion  of  su ch  co nt ro ls . Secti on  
30 7( a)  is, by it s  te rm s,  co nc erne d pri m ar il y  w ith pr ot ec tion i of en viron m en ta l hea lth,  in cl ud in g th a t of  aq uati c  or ga ni sm s,  hu m an s,  an d o th er s al on g th e food ch ai n (c. f. se ct ion 502(1 3)) . T hu s th e  Agency co uld se t st andard s on  th e  au ­
th o ri ty  of  th is  sect ion w ithout re gar d  to  tech no logy  const ra in ts  or econom ic im pa ct . How ev er , th e s ta tu te  do es  no t pr ec lu de co ns id er at io n of  such  fa ct or s,  an d in  li ght of  th e  cl aim s ra is ed  by in dust ry  ob je ct or s a t th e  pr ev io us  hea ri ngs th e  Agenc y has co nc lude d th a t th e in te re st s of  re sp on sibl e ru le m ak in g a re  be st se rv ed  by givi ng  a t le ast  som e co ns id er at io n to  te ch no lo gi ca l fa c to rs  an d th e lik ely im pa ct , if  an y,  of  th e prop os ed  re gula tions on th e nati onal eco nomy . Thi s ap pr oa ch  has rece iv ed  j ud ic ia l ap pro va l in  o th er co nt ex ts .

C on side ra tion  of  tech no lo gi ca l fa ct or s,  an d by im pl ic at io n econom ic im pa ct , appea rs  in  th e  le gi sl at iv e h is to ry  of  th e  A ct  w ith re fe re nc e to  sect ion 30 7( a) (5 ),  which  re quir es th e  A dm in is tr at or to  “d esi gnat e th e ca te go ry  or ca te gori es  of 
so ur ce s to  which  th e effluen t st andard , o r pr oh ib it io n sh al l ap pl y. ” Co ng res s cl ea rly  ex pe ct ed  di ff er en t leve ls  of  st an d a rd s fo r di ff er en t ca te gori es  of  in dus­tr ia l sources.

Se cti on  30 7(a ) (5 ),  as  ex pl ai ne d in th e Com m itt ee  re port s,  au th ori zes EPA  to es ta bl is h to xi c st andard s a t di ff er en t leve ls  fo r di ff er en t ca te go ries  of  po int source s. T he on ly ba si s fo r est ab li sh in g dif fe re nt  leve ls  fo r di ff er en t po int so ur ce  ca te gori es  wo uld appear to be te ch no lo gi ca l or econom ic di fferen ce s in th e  va ri ou s co nt ro l te ch ni qu es  inv olv ed . I f  th e st andard s w er e to  be ba se d sol ely  on healt h  or  en vi ro nm en ta l ef fect s th e re  wou ld be no ba si s fo r di st in gui sh in g am on g po in t so ur ce  c ateg or ie s.
A fu rt h e r in di ca tion  th a t th e  A dm in is tr a to r is  al lowed  to  giv e som e co ns id er a­tion  to  su ch  fa c to rs  ca n be in fe rr ed  fr om  th e la ng ua ge  of  se ct ions  3 0 7 (a )( 1 ) an d (2 ).  The se  se ct ions  re quir e th a t,  bo th  in pu bl is hi ng  a li st  of to xi c pollu ta nts  an d in de ve lopi ng  effluen t st andard s fo r th em , th e  A dm in is tr a to r sh al l ta ke  in to  ac co un t “ th e im po rtan ce  of  th e  af fe cted  or ga ni sm s. ” Th e s ta tu te  do es  no t say  in  re la tion  to  w ha t th e im po rt an ce  is  to  be co ns idered . Ho we ver, if  th e im po r­ta nce  of th e af fected  or ga ni sm s is to  be give n a m ea ni ng fu l ro le  in det er m in in g 

th e  st ring en cy  of  th e st andard s,  it  is  a re as ona ble  in fe re nc e th a t Con gr es s ha d in mind a co ns id er at io n of  th e ir  im po rt an ce  in  re la ti on  to  oth er  im port an t soc ial  an d econom ic va lues .
Bas ed  up on  th e  fo rego ing co ns id er at io ns , th e Agenc y has co nc lude d th a t it  is au th ori ze d to  give  a t le as t som e co ns id er at io n to  th e econom ic im pa ct , in cl ud in g th e av ai la b il it y  of  c on trol  tec hn olog y,  in  se tt in g  st andard s under sect ion 307(a ),  even  th ou gh  such  fa ct ors  m us t al w ay s be give n less  w eigh t th an  th e en vi ro n­m en ta l an d pu bl ic  hea lt h  fa c to rs  fo r whi ch  th e st andard s mus t, under secti on  30 7( a)  (4 ),  pr ov id e “a n am pl e m ar gi n of  s af et y. "
A par t fr om  th e  Ac t it se lf , eco nomic im pac t m us t be  co ns id er ed  by th e  Agency und er  E xe cu tive  O rd er  No. 11821, 39 F.  It. 41501 (s ig ne d Nov em be r 27. 1974). T his  or de r an d th e im ple m en ta tion  gu id el in es  issu ed  by th e Office of  M an ag e­m en t an d Bud ge t, OMB C ir cu la r A-107, re quir e fe dera l ag en cies , includ ing EP A,  to  as se ss  th e econo mic an d in fl at io n im pa ct  of  pr op os ed  re gula tions an d st andard s an d m ak e a det er m in at io n as  to w het her  or  no t th e  pr op os al  is lik ely  to  ha ve  a sign if ic an t im pac t on in flat io n.  I f  it  is  co nc lude d th a t su ch  im pa ct  is lik ely , an  In fl at io n Im pac t S ta te m en t ( I IS )  m us t l>e pr ep ar ed  by  th e Agency



which  ev al ua te s,  am on g o th er th in gs , th e  pr ob ab le  ef fect s of  th e  re gula tions 
on co sts , pr od uct iv ity,  co m pe ti tion , an d su pp lies  of  goods an d se rv ice s. In  com­
pl ia nc e w ith th is  E xec ut iv e O rd er , it  is th e  Age nc y's pra ct ic e to  m ak e su f­
ficie nt  exam in at io n an d as se ss m en t of  th e lik ely econom ic im pa ct  of  it s  re gu la ­
tion s to  de te rm in e w heth er or no t an  II S  is re quir ed , an d to  p re pare  such  a 
st a te m ent in a ll  ca se s w her e it  is  re qu ir ed . Su ch  an  as se ss m en t has been mad e 
in  co nn ec tio n w ith  th e pre se n t prop os ed  ru le m ak in g.

Qu estio n 16. W hen do es  E l’A prop os e to  pro m ulg at e st an d ard s under  se ct ion 
307?

An sw er . The  EPA  has pr oc ee de d to  th e  po in t of in te ra gen cy  re vi ew  fo r th e 
d ir ect d is ch ar ge toxi c po ll u ta n t eff lue nt st an d a rd s fo r fo ur of  th e su bs ta nc es  
(p es tic id es ) w ith prop os ed  ru le m ak in g ex pe ct ed  in  mid su m mer , 1976. A dd iti on al  
prop os ed  ru le m ak in g ef fo rt s fo r be nz id in e and PC B 's  a re  ex pe ct ed  sh or tly  
th ere aft er.

Pro po sa l of  p re tr ea tm en t re gu la ti ons is  ex pe ct ed  co nt em po ra ne ou sly w ith  th e 
d ir ect d is ch ar ge  st an d a rd s  o r sh ort ly  th ere aft e r.

Que st io ns  77 an d 18. Why  ha s th e E l’A fa il ed  to  pu bl ish a fin al li st  of  hazard ­
ou s po ll u ta n ts  under  se ct io n 311 of  th e  F edera l W ate r Pol lu tion C on trol  Act?  
H as  no t th e  EP A been ch ar ged  w ith th is  dut y under se ct ion 311 sin ce  1970?

An sw er . U nd er  se ct ion 12 of  th e  1970 Act. th e P re si den t w as  au th ori zed  to  
de si gn at e a  li st  of  hazard ous su bs tanc es . A ft er  such  a de sign at io n,  th e  P re si den t 
wou ld be em po wered  to  ta k e  m it ig a ti ng  ac tion s to  remov e dis ch ar ged  su b­
stan ce s.  No li ab il it y  or  penalt y  pr ov is io ns  w er e es ta bli sh ed  in  sect ion 12 of  th e  
1970 Act.

Th e au th o ri ty  to  desi gnat e haz ard ous su bs ta nc es  w as  tr an sfe rr ed  to  EPA  
sh or tly  a ft e r fo rm at io n of  th e  Ag enc y in  Dec em be r of 1970. E l’A soon laun ch ed  
se ve ra l con tr ac t an d in -h ou se  st udie s ai m ed  a t de fining  th e  hazard ous su b­
st an ce  prob lem an d pr ov id in g a ba si s fo r th e ir  des ig na tion . D uri ng th e  su m m er  
of  1972, a prop os ed  de si gn at io n li st  w as  d ra ft ed  an d in fin al st ag es  of  revi ew . 
At  th is  tim e,  ho wev er , it  be ca me appare n t th a t sign if ic an t am en dm en ts  in  th e 
fo rm  of  §311 w er e im m in en t. Bec au se  th es e am en dm en ts  wou ld  re quir e  addi­
ti on al  re gula tions to  im pl em en t th e  h az ard ous su bst an ce  pr og ra m , it  w as  de cid ed  
to  de lay pr op os al  of  th e  de si gn at io n u n ti l th e  fa te  of  th e bi ll be ca me know n. 
Pas sa ge of  th e  F edera l W ate r Pol lu tion Con trol  Act A m en dm en ts  of  1972 
cr eate d  §311 an d ad de d,  am on g o th er  th in gs , th e  fo llo wing ne w pr ov is io ns  fo r 
th e  co nt ro l of  hazard ous su bst an ce s:  (1 ) T h a t a det er m in ati on  of  ac tu a l re ­
mov ab ili ty  m us t ac co m pa ny  th e  de si gn at io n of  haz ard ous su bst ances;  (2 ) th a t 
a det er m in at io n  of  th e harm fu l quanti ty  of  ea ch  hazard ous su bst an ce  m us t be 
mad e be fo re  m an dato ry  re por ting , re m ov al  li ab il it ie s,  an d civi l penalt ie s w er e 
ac ti v a te d ; (3 ) th a t a det erm in ati on  of  un it s of  m ea su re m en t an d pen al ty  ra te s 
be mad e w ith in  six  m on th s of  an y de si gn at io n of  no nr em ov ab le  hazard ous su b­
st ances;  (4 ) th a t a civi l pen al ty  co uld be as se ssed  fo r th e  d is ch ar ge  of  nonr e­
mov ab le  su bst ances;  (5 ) th a t d is charg ers  of  re m ov ab le  hazar dous su bs ta nc es  
could  be he ld  liab le  fo r re m ov al  cost s;  (6 ) th a t a cri m in al  pen al ty  co uld be 
levied  fo r fa il u re  to  no ti fy  th e Fed er al  go ve rn m en t of  a haz ard ous su bs ta nc e 
d is ch ar ge  in  ex ce ss  of  th e  harm fu l q u a n ti ty ; and (7 ) th a t pre ve nt io n an d re ­
mo va l re gu la ti ons a re  re quir ed .

Thu s, in o rd er  to  ta k e  th e  fi rs t st ep  in  im pl em en ting  §311, it  w as  ne ce ss ar y to  
pr om ul gat e re gula ti ons w hic h : (1 ) des ig nat ed  haz ard ous su bst ances;  (2 ) de ­
te rm in ed  th e ir  ac tu a l re m ovabil it y ; (3)  es ta bli sh ed  th e harm fu l quan ti ty  of  
ea ch  su bst ance; an d (4 ) de te rm in ed  pen al ty  ra te s fo r no nr em ov ab le  su bst an ce s 
e it her co ncu rr en tly or  w it h in  a sh ort  tim e pe rio d.

The  c om plex  in te rr e la ti onsh ip s an d re quir em en ts  of  th es e fo ur key re gula tions 
ra is ed  se ve ra l te ch ni ca l and  adm in is tr a ti ve  qu es tion s.  On e of th es e is th a t re ­
mov ab ili ty  m us t be det er m in ed  fo r m ate ri a ls  w here as ex pe rien ce  has show n th a t 
th e  chara c te ri st ic s of th e  w ate r body re ce iv in g th e d is ch ar ge  is  th e co nt ro ll in g 
fa c to r d ic ta ti ng  th e  re m ovab il ity of  th e  ch em ical . As  an  ex am pl e,  ev en  ve ry  
so luble ch em ic al s ca n be remov ed  from  w ate r by ch em ical  or ph ys ic al  m ea ns  if  
th e  re ce iv ing w a te r is  a co nta in ed  body su ch  as  a sm al l lake . On th e o th er ha nd , 
v ir tu a ll y  no  su bs ta nc e ca n be remov ed  ef fecti ve ly  from  a ra pid ly  flo wi ng  rive r.

A no th er  a re a  of  te ch nic al  co nc ern is  th e  det er m in at io n  of  th e  harm fu l 
quan ti ty . T his  det erm in ati on  m us t also  be m ad e on th e pro per ties of  th e su b­
stan ce . Ag ain , th e te ch ni ca l re ali ty  is  th a t th e  po te n ti a l fo r ac tu a l har m  is  
of te n d ic ta te d  by th e siz e an d ch ara c te r of  th e re ce iv in g w at er . An att em pt w as  
mad e to  est ab li sh  var io us harm fu l quan ti ti es which  de pe nd ed  on th e  siz e an d 
chara c te r of  w ate r bodie s. F or ex am pl e,  th e  harm fu l quan ti ty  wou ld  be  di ff er en t 
fo r a sm al l st re am  th a n  fo r a la rg e ri ver , lake , est uary , or of fsho re  w ate rs .



The problem encountered in this approach is tha t the harmful quant ity triggers mandatory reporting and criminal penalties for failure to do so. T ransportation sources such as trucks  and railroads would experience discharges to a myriad of different types of water  bodies. It would be very difficult for them to know when a report is required. Operators are ill-equipped to different iate between large, medium and small streams, lakes, or estuaries. There are technical dif­ficulties in defining where a river ends and an estuary  begins, or which quantity applies when the  discharge is to a tr ibutary to a lake. Because criminal penalties are possible, the reportable discharge (harmful quantity) for transportat ion sources should be simple, clear, and applicable to all water  bodies. Derivation of a harmful quant ity for fixed facilities  meets similar but less complex prob­lems. Because the receiving water is known, it could be argued tha t the harm­ful quantity  should be individually tailored for every facility by considering the flow and biological character , as well as the size of each receiving water body. However, such an approach is not amenable to a single national regulation.
In regard to the penalty rate, it is recognized tha t the rate  applies to sub­stances themselves rath er than sources or circumstances of discharges. The sources of hazardous substances d ischarges range from gallon-size containers to tank  trucks  to massive tank  ships and barges. A penalty rate  which would result  in a significant level of penalty for discharges equal to the volume of a tank truck would yield penalties exceeding the $5 million limit for the dis­charge of volumes equal to those of the average barge. Conversely, a penalty rate which would yield a penalty of $5 million for the discharge of a volume equal to tha t of the average barge of the  most toxic chemical would result in insignificant penalties for tank-truck-sized discharges.The solutions to these and o ther complex problems in implementing §311 were not easy matter s. The decisions leading to the publication of proposed rules on December 30, 1975, were backed by detai led technical studies, coordination within EPA and with other Federal agencies, as well as the interested public. As a re­sult of the proposed rules, 144 written comments were received and reviewed. Although some problem areas  yet remain, final promulgation of the four key regulations is anticipated in the next  few months.Question 19. Has the EPA recommended tha t §311 be changed because it is not implementable?
Answer. Administrator Tra in’s testimony on II.R. 9560 supported the proposed amendments to §311 on the  basis t hat they would alleviate some of the remain­ing problems re lated to hazardous  substances discharges and quite possibly lead to a more defensible set of regulations.
We believe §311 can be implemented in the manner proposed in EPA’s four regulations on December 30, 1975. However, it must be recognized tha t legal challenges will almost certainly be made to those regulations. If those challenges are successful, we may find i t necessary to actively seek amendments to § 311.Quest ion 20. Do you believe another agency could more expeditiously carry out the requirements of section 311 ?
Answer. In view of the vast amount of background already established by the EPA, the publication of proposed rules, and the anticipated final rule promulgation in the near future,  we believe it would be unwise to tran sfer au­thority  for section 311 at  the  present time.
Question 21. Why did the EPA exclude from its proposed list  of pollutants under section 311 cancer-causing pollutants?Answer. Carcinogenesis, mutagenesis, teratogenesis, and other long-term chronic toxic effects were considered as possible crite ria for the selection of hazardous substances under section 311. These effects were not included in the derivation of the initi al list of hazardous substances proposed on December 30, 1975, because the priori tj' problem to be addressed by section 311 was t hat  of the non-routine, non-continuous, spill-type discharge. Data  dealing with chronic effects tradi tiona lly have been developed by exposing test animals  to the ma­teria l for long periods of time. Few, i f any, data  are available which document the expression of cancer as a result of a single exposure to a chemical. It was our belief tha t basing the initial  list on acute toxicity data, which are generally available and accepted, would place the rules on a more firm and readily avail­able basis.
It is our inten t to expand the initi al list as data and resources permit. We will continue to examine data relative to cancer and other chronic effects. When adequate supporting documentation is developed, EPA will expand the selection crite ria and the application of section 311.
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Question 22. What program does EPA have underway to identify and set 
standards for toxic emissions under the Clean Air Act?

Answer. A formal procedure exists within EPA for selection, review and 
assessment of candidate toxic mater ials as well as the scheduled review of 
crite ria for existing air  quality  standards. Under this procedure: candidate air  
pollutan ts are selected by the National Academy of Sciences and EPA experts ; 
scientific background documents are prepared by EPA staff, the National Acad­
emy of Sciences and EPA con trac tors; public critique  is received by experts 
outside the Agency via EPA’s Science Advisory Bo ard ; finally a recommenda­
tion on the need for and natu re of regulatory action is made. If regulatory ac­
tion is determined necessary, appropriate standards for  each pollutant are estab­
lished ; alternatives provided under the Clean Air Act include hazardous air 

#  pollutan t standards, national ambient air quality  standards or standards of
performance for new sources.

Question 23. Is EPA satisfied tha t only beryllium, mercury, asbestos and pos­
sibly vinyl chloride are the only toxic emissions t ha t need to be regulated under 
the Clean Air Act?

« Answer. Beryllium, asbestos and mercury are curren tly regulated  under na­
tional emission standards for hazardous air  pollutants , while regulations for 
controlling vinyl chloride as a hazardous air pollutant have been proposed. Con­
sequently, we assume tha t the term “toxic emissions” as used above is synony­
mous with “hazardous emissions” under the Clean Air Act. These four pollutants 
are the only ones identified to date for which the health  effects were determined 
to be sufficiently severe and the data  base adequate to support thei r regulation 
as hazardous air  pollutants . A number of o ther potentia l air  pollu tants are cur ­
rently under study within EP A; an example list is enclosed. Should any of these  
pollutants be found to cause adverse human health  effects at ambient concen­
trations , EPA will tak e appropriate action.

Enclosure.

A ir  P oll uta nt A s se s sm e n t  R epor ts  C urren tl y  B ein g  P rep ared  W it h in  Of fic e  
of A ir  Qu a lit y  P la n n in g  an d Sta nd ar ds

po ll uta nts

Acetylene Formaldehyde
Acrylonitrile Maleic anhydride
Acetone Methyl alcohol
Adipic acid Methyl methacrylate
Benzene Nitrobenzene
Carbon tet rachlor ide O-xylene (1,3 dimethylbenzene)
Cresols Perchloroethylene
Cyclohexanone Phthalic anhydride
Dimethyl terepl itlialate Toluene
Ethylene dibromide Trichloroethylene
Ethylene dichloride Vinylidene chloride

Question 24- What actions is the EPA taking  in response to the recommenda­
tions in the GAO report  of December 4, 1975?

Answer. We are in the process of preparing a letter to Chairman Brooks 
which will detail  our response to tlie GAO report. As soon as this letter has 
been sent to Chairman Brooks, we will be pleased to forward  a copy to Chai r­
man Moorhead as well.

Question 25. What is the scope of EPA’s research effort in the area of setting 
standards for toxic emissions under the Clean Air Act?

Answer. To support the EPA’s standard  setting  process under the regulatory 
authority  of the Clean Air Act as amended, the  EPA conducts a multidisciplinary 
research program to develop the adequate scientific data  base on a variety  of 
toxic atmospheric pollu tants tha t potentiate harmful health  and welfare 
effects. In  order to develop the necessary scientific information, the research pro­
gram is oriented toward identifying the effects of toxic substances once they 
are released to the atmosphere, developing methods to measure and charac terize 
the toxic emissions at  the source and in the ambient air and developing control 
technologies to minimize thei r release into the air. A considerable amount of 
EPA’s research effort addresses pollu tants emitted from mobile and stationary 
sources. For example, in the area  of mobile sources, the research effort focuses 
on pollutants such as sulfuric acid, hydrogen cyanide, nitrosamines, hydrogen sul-
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fide, polynuclear aromatics, heavy metals, organics, emitted from cata lyst and 
non-catalyst equipped vehicles.

In the stationary  source area, research is conducted to support regulations 
under New Source Performance Standards and national emissions for Hazardous 
Air Pollutants. The major statio nary source pollutants studied include asbestos, 
beryllium and mercury, vinyl chloride and other chlorinated hydrocarbons, and 
heavy metals.

To accelerate EPA’s curren t research program and to initia te new studies 
in the area of carcinogen research, EPA received incremental FY-76 funds to 
determine the concentrations, sources and health  effects associated with poten­
tial carcinogens found in selected urban atmospheres.

Question 26. What is the EPA’s response to criticism from the agricul tural 
community tha t the Agency’s nine “principles of carcinogenicity” do not have 
an adequate scientific basis? Is further work underway to improve the reli­
ability of these principles?

Answer. Dr. Roy E. Albert, Deputy Assistan t Adminis trator for Health and 
Ecological Effects, has written a lette r of April 2 to Mr. C. E. Howes, P resident 
of the Council for Agricultural Science and Techniques (CAS T), discussing the 
CAST task force’s report on the nine “principles of carcinogenicity” and describ­
ing the Agency’s current views on the regulation of carcinogens. A copy of this 
lette r is attached to provide the committee with our response to the criticism 
raised by the CAST task force.

Dr. Albert also heads the Cancer Assessment Group (CAG). The CAG is de­
veloping procedures for evaluating and describing risks and subsequently to re­
view the health  aspects of all cancer decisions in the Agency. These risk assess­
ment procedures are being presented to other Federal agencies, such as HEW 
(NIH, NIEIIS and FDA) as well as outside scientists for review. These proce­
dures will give EPA an agreed-upon methodology to deal with carcinogens and 
other chronic pollutants.
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MASTER SHEET
REREGISTRATION CATEGORY IV ALPHABETICAL

ss PM#
COMMON
NAMES

CHEMICAL AND 
BIOLOGICAL NAMES

0 1 3601 32 Ammonium
a r s e n i t e

0646 0 1 99 A n il ln o c a d m lu m
d l l a c t a t e

0 0 6801 23 A r s e n ic  a c id ;  
O r t h o a r s e n ic  a c id

0 0 6 8 0 2 12 A r s e n ic  p e n t o x ld e

0 0 6 9 0 1 12 A r s e n ic  s u l f i d e

0 0 7 0 0 1 23 A r s e n ic  t r i o x l d e

0 0 8 8 0 1 B e n z e n e , B e n z o l

0 0 8 9 0 1 15 BHC B en zen e  h ex ­
a c h l o r i d e ,  
o t h e r  is o m e r s

0 6 2 5 0 1 13 2 - ( p - t e r t - B u t -  
y l p h e n o x y ) - l -  
m e t h y le t h y l  2 -  
c h l o r o e t h y l  s u l ­
f i t e

0 1 2 5 0 1 23 C a c o d y l ic
a c id

D l m e t h y la r s ln l c
a c id

TRADE AND
OTHER NAMES USES

REASON
IN IV

C an ce r D e c i s io n
u n d er g o in g

C an cer;
T e s t i c u ­
l a r
a tr o p h y

H,X C an ce r D e c i s io n
u n d e r g o in g

C an ce r D e c i s io n
u n d e r g o in g

R C an ce r D e c i s io n
u n d e r g o in g

R C an ce r D e c i s io n
u n d e r g o in g

I

I C an ce r
H ea r in g  
und er w ay -  
a w a i t in g  
r e s u l t s  o f  
s tu d y  (F e d .  
R eg . N o t i c e  
p r e p a r e d  
l a s t  y e a r  -  
n o t  r e le a s e <

A r a m lt e ,
A r a c ld e

I C an ce r

S i l v i s a r  510 H.X C an ce r D e c i s io n
U n d erg o in g

«
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012502 23 Cacodyllc
acid,
sodium
salt

Dimethyl- 
arsenlc acid, 
sodium salt

Cancer Decision
underway

021005 21 Cadmium-calcium- 
copper-zinc-sul- 
fate-chromate 
complex

F Cancer Testicular
atrophy

012901 21 Cadmium carbonate F Cancer Testicular
atrophy

012902 21 Cadmium chloride F Cancer Testicular
atrophy

012903 21 Cadmium sebacate F Cancer Testicular
atrophy

012904 21 Cadmium succinate F Cancer Testicular
atrophy

012905 21 Cadmium sulfate F Cancer Testicular
atrophy

013806 23 Cadmium acid 
methanearsonate Cancer Decision

undergoing
013501 12 Calcium arsenate; 

Tricalcium arsen­
ate

Cancer Decision
undergoing

013602 12 Calcium arsenite;
Monocalcium
m-arsenite

Cancer Decision
undergoing

014501 21 Calcium ethyl-
enebisdithio-
carbamate

Dithane-
calcium

F Thyroid
cancer

013801 12 Calcium propane- 
arsonate Cancer Decision

undergoing
016501 11 Carbon

tetrachloride
I Cancer

079301 21 Chloranil Tetrachloro-p-
benzoqulnone

Spergon F Possible
carcinogen
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«

«

<

05 82 01 15 Chl or da ne 60Z O c ta c h lo r o -4 , 
7 -m eth a n o te tr a ­
h ydroin d ane and
40Z r e la te d  com­
po un ds

O rt ho-
k lo r

I Can cer H ea ring
in
p ro g ress

02 88 01 13 C h lo ro-
b e n z i la t e

E th y l 4 , 4 ' - d i -  
c h lo r o b e n z il a t e

I Ca nc er

02 07 01 Chl or of or m T rl ch lo ro m e th an e Ca nc er

01 84 01 99 C hl or om et hox y-
p rop ylm ercu ric
a c e ta t e

Embryo -
t o x ic

H ea ring
in
p ro g ress

02 50 04 24 C oa l t a r ,  c r e o s o te I ,F ,D Ca nc er

07 50 03 11 Compound
10 80

Sodiu m f lu o r o -  
a c e ta t e

M.R Pop­
u la t io n
re d u c ti o n
to  non  
ta r g e t  
or ga n­
ism s

H ea ring  
d ela yed  
a w a it in g  
r e s u l t s  
o f  st ud y

02 24 01 12 Co pp er  a r s e n it e Can ce r D e c is io n
under go in g

02 58 01 99 Cy anogon  c h lo r id e

01 13 01 21 DBCP 1 ,2 -D ib rom o-3 -  
ch lo rop rop an e

Nemagon;
Fumazon e

N ,I ,F Sto ma ch
Can ce r

07 88 01 25 D l - a l l a t e S - ( 2 ,3 -D ic h lo r o -
a l l y l ) d i i s o p r o p y l -
th lo carb am ate

Av ad ex H Ca nc er

01 45 02 21 Diammonium  
e th y le n e  b i s -  
d it h io ca r b a m a te

Amoban Thy ro id
Can ce r

00 14 01 34 D ic h lo r o - s - t r i -
a z i n e - 2 ,4 ,6 - ( l H
3H, 5H) t r io n e ;  
D ic h lo r o is o c y -  
a n u r ic  a c id

A ,S

03 80 01 16 D im et hoat e 0 ,0 -D im e th y l S -  
[ (m et hylc arb am oyl)  
m et h yl]  phosp hor-  
o d it h io a t e

I Can ce r

03 93 03 35 D im et hyId ode-  
c y la m in o a c e ta te

Pe na r CANCELLED
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066001 22 Di(phenylmercury)
dodecenylsucclnate

F Embryo-
toxic

Hearing
in
progress

038001 Di-n-propylmaleate 
isoasfrole conden­
sate; n-Propyl 
isome

Cancer

063301 35 Disodium cyano-
dithiomidocar-
bonate

D

013802 23 DEM A Disodlum meth- 
anearsonate

H Cancer Decision
undergoing

010001 17 Beta, beta'- Lethane A79
dithiocyano
diethyl ether

I

013805 23 Dodecylammonium
methanearsonate

Cancer Decision
undergoing

041601 11 Endrin Hazard
to non 
target 
and en­
dangered 
species

041505 22 Ethylmercury
phosphate

F Embryo-
toxic

Hearing
underway

041801 12 EPH O-Ethy] 0-p- 
nitrophenyl 
phenyl-phos- 
phonothioate

I Delayed
neuro­
toxicity

028701 25 Erbon a-(2,3,5-Tri- 
chlorophenoxy) 
ethyl 2,2-dichlor- 
opropionate

H Dioxin Delayed
Hearing

042002 Ethylene
dlbromide

1,2-Dibromoethane F Stomach
Cancer

044801 15 Heptachlor Heptachlorotetra- 
hydro-4,7-methan- 
oldene and 
related compounds

I Cancer Hearing
underway
(active)
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04 53 02 99 3 , 4 , 5 , 6 , 7 ,7 -H exa-  
ch lo r o -N -( m eth y 1 -  
m e r c u r i ) - l ,2 ,3 ,6 -  
t e tr a h y d r o -3 ,6 -  
e nd ome th an o p t h a l -  
lm id e

04 80 01 23 Lea d a c e ta t e

Memmi Emb ryo-
t o x ic

H ea ring
under go in g

F Can cer

*

«

<

01 35 02 16 Lea d a r se n a te I ,F ,P Ca nc er D e c is io n
under go in g

01 35 03 16 Lea d a r s e n a te ,  
b a s ic

Ca nc er D e c is io n
under goi ng

00 90 01 15 Lin da ne Camme Isom er  o f  
b en ze n e h e x a ch lo r -  
ld e

I

01 38 08 23 MAMA Monoammonium
m et h an ea rs on ate

H Can ce r D e c is io n
under goi ng

01 45 04 21 Ma neo zeb Z In c io n  and  man­
g a n ese  e t h y le n e -  
b l s d l t h io  ca rba­
ma te

D it h ane M-45;  
M an za te  200

F Thy ro id
Ca nc er

01 45 05 21 Maneb M an ga ne se  e t h y l -  
e n e b ls d it h lo c a r -  
ba mate

M an za te ; 
D it h ane M-2 2

F Thy ro id
Can ce r

07 49 01 25 Merphos T r ib u ty l p h o s-  
p h o r o t r it h io a t e

F o le x X D elay ed
Ne ur o­
t o x i c i t y

05 20 01 22 M erc u ri c c h lo r id e C o rro s iv e
su b li m a te

F Embryo-
t o x ic

Hea ring

05 21 02 22 M erc u ri c o x id e F Embryo-
t o x ic

H ea ring

05 22 01 22 M er cu ro us  c h lo r id e Calom el F Embryo -
t o x ic

H ea ring

05 23 01 22 M er cu ry , m e t a l l ic F Emb ryo-
t o x ic

Hea ring

05 32 01 99 M et hyl  bro m id e;  
Bro momethan e

H .I .F
N,R
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05 19 02 22 M et hyl  me rcury 
q u ln o ll n o la t e

M ata so l F Embryo - Hea rin g 
t o x ic

03 92 01 12 M irex D od ecach lo r- 
o o c ta h y d ro -1 , 3 , 4 -  
m e th en o -l H -c y c lo -  
b u ta [c d ]p e n ta le n e

I Can ce r Hea ring

05 20 01 22 M er cu ri c
c h lo r id e

C or ro si v e  
su b li m a te

F Embryo- Hea ring  
t o x ic

05 21 02 22 M er cu ri c
o x id e

F Em bryo- Hea ring  
t o x ic

05 22 01 22 M er cu ro us
c h lo r id e

C alom el F Em bryo- Hea rin g 
t o x ic

05 23 01 22 M er cu ry , m e t a l l i c F Em bryo- Hea rin g 
t o x ic

05 32 01 99 M et hyl  br om id e;  
Bromom ethane

H ,I ,F
N,R

05 19 02 22 M et hyl  mercu ry  
q u ln o ll n o la t e

M ata so l F Em bry o- Hea ring  
t o x ic

*

I

* A
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03 92 01 12 M lr ex D o d eca ch lo ro o cta -  
h y d r o -1 , 3 ,4 -m eth -  
e n o -lH -c y c lo b u ta  
(c d ]p e n ta le n e

I Can ce r H ea ring

01 68 01 25 Monuron 3 - ( p-C h lo roph en - 
y l ) - l ,1 - d i m e t h y l -  
u rea

H Ca nc er

01 39 03 23 MSMA Mo nosod ium  a c id  
m et h an ea rs on ate

H Ca nc er D e c is io n  
under go in g

01 48 03 21 Nab am D ls od lu m  e t h y le n e -  
b ls d lt h io c a r b a m a te

F Thy ro id
Ca nc er

01 38 04 25 O c ty l ammonium 
m et h an ea rs on ate

F Can ce r D e c is io n
under goi ng

01 56 03 17 O il  o f  cam pho r 
s a s a f r a s s y

I Ca nc er

01 26 02 22 1 0 ,1 0 ' - 0 x y b is -  
p h en a rsa z in e

C onta in s
A rsen ic
(C an ce r)

D e c is io n
under goi ng

01 26 01 22 1 0 ,1 0 '- 0 x y b is p h e n -  
o x a r s in e

F ,S C onta in s
A rsen ic

D e c is io n
u nder go in g

(C an ce r)

7 0 -1 3 4  0  -  76 - 7
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02 26 01 99 P a r is
gre en

Co pper a c e to -  
a r s e n lt e

Can ce r D ec is io n
und er go in g

06 30 01 24 PCP P en ta ch lo rop h en o l H .I .F
K

Photo ­
d egrad es
to
D io x in s

06 39 01 24 P h en arsazln e
c h lo r id e

H Can cer D ec is io n
und er go in g

06 60 03 22 Phen yl  m er curic  PMA
a c e ta t e

D Emb ryo-
t o x ic

Hea ring

06 60 04 22 P h en ylm er cu ri c  
ammonium a c e ta t e

F Embryo -
t o x ic

Hea ring

06 60 23 22 P h en ylm erc uri c  
ammonium p ro p io n a te

F Emb ryo-
t o x ic

Hea rin g

06 60 05 22 P h en ylm er cu ri c
b o ra te

F Embryo-
t o x ic

Hea rin g
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006006 22 Phenylmercuric
carbonate

F Embryo-
toxic

Hearing

066024 22 Phenylmercuric 2- 
ethylhexoate; 
Phenylmercuric 
octanoate

F Embryo-
toxic

Hearing

066010 22 Phenylmercuric
formamlde

F Embryo-
toxic

Hearing

066012 22 Phenylmercuric
lactate

F Embryo-
toxic

Hearing

066022 22 Phenylmercuric
oleate

F Embryo-
toxic

Hearing

066018 22 Phenylmercuric
propionate

F Embryo-
toxic

Hearing

066021 22 Phenylmercuric F Embryo- Hearing
triethanol toxic
ammonium lactate



06 65 02 11 Phosphorous R,I

Polychlorinated
terphenyls

Arodor I Cancer

014601 21 Polyram Mixture of ammon­
iate of (Ethyl- 
enebis(dithio­
ca r bama to) ] zinc 
and ethylenebis 
[dlthlocarbamato]

F Thyroid
Cancer

014507 21 Potassium ammonium
ethylene-bisdi-
thiocarbamate

Kaybam F Thyroid
Cancer

091403 34 Potass ium-d ichlor-  
o-s-triazinetri- 
one; potassium 
dichloroisocyan- 
urate; Potassium 
dichlorocyanerate

CDE 59,
ACL 59

D. A.S

052107 22 Potassium mercuric 
iodide; Potassium 
tetraidomercuriate

F Embryo-
toxic

Hearing
underway
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10 17 0b 25 Promam lde 3 ,5 -D ic h lo r o -N -  
( 1 , l - d lm e t h y l - 2 -  
p rop ym yl) -b en -  
za m id e

Kerb H Can ce r

06 95 01 22 P yr ld y lm ercu r ic
a c e ta t e

F Emb ryo-
t o x ic

H ea ring

05 83 01 14 Ron ne l 0 , 0 , -D im eth y l 0 -  
( 2 , 4 ,5 - T r ic h lo r -  
o p h en y l)  pho sp ho-  
r o t h io a t e

Kor la n;
T ro le n e

I Der iv  ed 
from
2 ,4 ,5 - T '
(d io x in s )

09 79 01 11 S a f r o le R Can ce r

05 25 01 23 S il v e x 2 , 4 ,5 - T r ic h lo r -  
ophenoxypro pIo nic  
a c id ,  s a l t s ,  and 
e s t e r s

H D io x in
co ntam ­
in a n t

D el ay ed
h earin g

01 36 03 23 Sodiu m a r s e n it e ; H ,I Can cer D e c is io n
Sod ium  m et a- u nder go in g
a r s e n it e
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07 40 02 11 Sod ium  cy a n id e
,.c > •

I P op u la - Hea rin g
t io n
re du c­
t io n
to  non­
t a r g e t  
org an­
is m s

d el ayed  
aw a it in g  
r e s u l t s  
o f  st udy

00 14 04 34 Sodium  d ic h lo r o -  
s - t r i a z l n e t r i o n e ; 
Sodium  d ic h lo r o -  
is o cy a n o n a te

CDB 60 D.A .S

07 89 01 99 Sodium  e th y lm e r -  
c u r i t h l s a l i c y -  
l a t e ;  [0 -( C arb oxy-  
p h e n y l ) t h io ] e t h y l  
merc ur y

T him er so l Em bryo-
t o x ic

Hea ring
und erw ay

01 34 01 12 Sodium  py ro — 
a r se n a te

Can ce r D ec is io n
und er go in g

09 97 01 12 Sperm o i l I En dan-
ger ed
S p e c ie s
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020481

076901

076902

087101

082001

12 Strobane Terpene poly- 
chlorinates

I

11 Strych­
nine

Strychnine
(alkaloids)

R,B,M Popula­
tion
reduc­
tion to
non tar­
get or­
ganisms

Hearing 
delayed 
awaiting 
results 
of study

11 Strych­
nine

Strychnine
sulfate

R,B,H Popula­
tion 
reduc­
tion to
non tar­
get or­
ganisms

Hearing 
delayed 
awaiting 
results 
of study

17 Sulfoxide l,2,-(Methylene- 
dioxy)-4-[2(octyl- 
sulflnyl)-propyl] 
benzene; m-Octyl 
sulfoxide of 
isosafrole

I Cancer

23 2,4,5-T 2,4,5-Trichloro- 
phenoxyacet ic 
acid, salts and 
esters

H Dioxin
Contam­
inant

Delayed
Hearing
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08 00 01 11 T h all iu m  s u l f a t e R.M Pop ula ­
t io n  
re du c­
t io n  to
non ta r ­
g e t  or­
gan is m s

Hea ring  
d el ayed  
a w ait in g  
r e s u l t s  
o f  st udy

01 01 01 17 B et a T h io cy an o- Let han e 60
e t h y l  e s t e r s  o f  
mixe d f a t t y  a c id s  
c o n ta in in g  10 
to  18 ca rb on

I

atom s *

07 88 02 25 T r ia l la t e  S - ( 2 ,3 ,3 - T r ic h l o r -  Av adex BW H Can ce r
o a l l y l ) d i i s o p r o p y l -  
th io ca rbam ate

00 14 02 34 S -T r ia m in e -3 ,4 , 6 -  
t r i o l ,  p ota ss iu m  
s a l t ;  C ya nu ri c 
a c id , pota ss iu m  
s a l t ;  P ota ss iu m

D,A

cy an u rate

*
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07 48 01 25 S ,S ,S -T r ib u ty l
p h o sp h o r o tr i-
t h io a t e

Def X D el ay ed
Ne uro­
t o x i c i t y

06 79 01 16 T r i-
c h lo r fo n

D im et hyl  ( 2 , 2 , 2 -  
t r i c h lo r o - l - h y -  
d r o x y e th y l) -  
phosp honat e

D ip te rex ;
Dyl ox

I Ca nc er

06 42 10 22 2 ,4 ,5 - T r i -  
ch lo r o p h en o l 
and s a l t s

F D io x in
co ntam ­
in a n t

D elay ed
h ea r in g s

00 14 08 34 T r ic h lo r o - s -  
t r la z in e t r io n e ;  
T r ic h lo r o i s o -  
c y a n u r ic  a c id

D ,A ,S

02 10 04 21 Z in c  mercu ry  
ch ro m at e

Emb ry  o -  
t o x lc

H ea ring
underway

01 45 06 21 Z ln eb Z in c  e t h y le n e -  
fa is d i t h io c a r b -

F Thyr oi d
Can ce r

am ate
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U.S. E nvironmental P rotection Agency,
Office of R esearch and D evelopment,

Washington , D.C., Apr il 2, 1916.
Mr. C. E. Howes,
President,
Council for A gricul tural Science and Technology,
Post Office Box 151,
Blacksburg,  Va.

Dear Mr. Howes : Mr. Train  asked me to respond to your  let ter s of December 
5, 1975, and  Jan uary 19, 1976, with the  appended CAST task force report en­
title d, “The  Environmen tal Protection Agency's Nine ‘Principles ’ of Carcino­
genic ity.”

The re are  many sta tem ents in the  CAST repo rt th at  dis turb me, rega rding 
chemical carcinogenes is and the  conside ration of both risk s and benefits in 
decision making, but I will confine my comments to topics where,  I believe, the 
rep ort 's cha rac ter iza tion of EPA policy is most a t odds with the Agency’s actu al 
policy concerning pesticides.

It  is exceedingly difficult and perhap s impossible to summ arize  in a few 
sentences the  scientific aspects of a field as complicated as chemical carc ino­
genesis. The  summary sta tem ents prepared by the EPA ’s legal counsel in one of 
the Aldr in-Dieldr in brie fs were meant to lie int erp reted only in the context of 
the large amount of scientific testimony to which these sta tem ent s rela ted.  The 
Adminis tra tor ’s stat ements on these ma tte rs in various  regulatory  decisions 
have likewise been based upon the  info rma tion  presented in testimony by 
various  sc ient ists  and in numerous scientific repor ts.

I am partic ula rly  disturbed by cer tain sugges tions in the tas k force repo rt 
th at  the  pesticides suspended or cance lled by EPA have not been “proved” to 
cause  cancer in man. This places the  burden of proving safe ty on the  public, 
ra ther  than  placing the  burden of proving safe ty on the ind ust ry involved, as 
require d by law.

It  migh t be helpful to briefly describe the  EPA ’s cu rre nt views on the  regula ­
tion of carcinogens. The  EPA must  regard  any environmental agent th at  shows 
evidence of potentia l carcinogenic activity  for humans as a grav e th reat  to 
hea lth.  This is  so because the re is exte nsiv e evidence that  physical and  chemical 
agents in the  environment play a signif icant  causal role in human cancer.

At the  present time, we mus t rely heavi ly on chronic exposure tes ts on 
rodents  to iden tify suspect carcinogens. The re is solid evidence  for the  general 
cred ibil ity of these animal tests, alth ough a much bette r und ers tanding of the 
reasons  for  the  sim ilar itie s and differences  is needed. The  uncer tainties in the  
scientific  basis  for rel ating anima l cancer tes ts to human health have  led to 
vigorous differences of opinion on the  int erp ret ati on  of tes t result s with  re­
spect to regulatory  action.

The  EPA’s position is that  any posit ive evidence of tumorigenic ity in ani ­
mals  should  be rega rded  as a signal th at  the  agent could be a human ca r­
cinogen, and  should prompt serious cons ideration  of regula tory action.  Each  
suspect agent must be eva luated care fully in term s of the qua lity  and ade- »
quency of the  carcinogenes is da ta  including est ima tes of the  impact of curre nt 
exposure  to human cancer.

The  report sta tes  th at  EPA “overlooks the  benefits associated with  the use of 
the  chemicals .” This  is incor rect.  The ult imate  regula tory  decision for suspect 
carcinogens is based on a car efu l weighing of the  hea lth risks and the socio- •
economic consequences of regula tory  action  to the  extent  auth oriz ed by law 
(40 C.F.R. §162.11 (a)  (5) (i ii )) . I have  atta che d a copy of our procedures, 
which  require  the  consideratio n of both risk  and  benefits in decisionmaking 
on pesticides, for your use.

We look forward to fu rth er  comm unica tions  from you on thi s difficult but 
important subject.

Sincerely  yours,
Roy E. Albert, M.D.

Deputy Ass ista nt Adminis tra tor  for
Hea lth and Ecological Effects .

Enclosure.
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[F ro m  th e  F ed er al  R eg is te r,  Vol.  40 , No. 129, Ju ly  3, 1975]

§ 162.11 Criter ia for Determinations of Unreasonable Adverse Effects.
(a) Criteria for Issuance of Notice of Intent  to Deny Registration, Cancel 

Registration, or to Hold a Hearing. (1) Presumption, (i) A rebuttable pre­
sumption shall rise tha t a notice of inten t to deny regis tration pursuant  to 
section 3(c) (6) of the Act, a notice of intent to cancel regist ration pursuant 
to section 6(b) (1) of the Act, or a notice of intent  to hold a hearing to deter ­
mine whether the regist ration  should be cancelled or denied, as appropria te, 
shall he issued, upon a determination by the Administrator tha t the pesticide 
meets or exceeds any of the crite ria for risk set forth  in subparagraph (3). 
Upon such determination, the Administrator  shall issue notice by certified 
mail to the applicant or regis trant , as the case may be, stating tha t the appli­
cant or registrant has the opportunity to submit evidence in rebuttal of such 
presumption in accordance with subparagraph (4) of this section. The appli­
cant  or registrant shall have forty-five (45) days from the date such notice 
is sent to submit evidence in rebut tal of the presumption; provided, however, 
that for good cause shown the Adminis trator may grant an additional sixty 
(60) days in which such evidence may be submitted.

(ii) At any time an applicant or registrant may petition the Adminis trator 
to withdraw his application or terminate his registra tion. The Adminis trator 
may, in his discretion, deny any petition for withdrawal or for termina tion and 
proceed in accordance with these regulations.

(2) Rebuttal of Presumption. The party  seeking new or continued registra­
tion may rebut the presumption arising under subparagraph (1) by sustaining 
the affirmative burden or proof set forth in subparagraph (4) of this § 162.11 
(a) . After review of the evidence submitted in rebu ttal of the  presumption, the 
Adminis trator shall determine in accordance with subparagraph (4) of this 
§ 162.11(a) whether the applicant or regis trant  has sustained  his affirmative 
burden and shall issue notice of such determina tion in accordance with sub- 
paragraph (5) of this section.

(3) Risk  Criteria. A rebuttable  presumption shall arise  if a pesticide's ingre­
d ie n ts ),  metabolite( s) , or degradation product(s)  meet or exceed any of the 
following crite ria for risk, as indicated by tests conducted with the animal 
species and pursuant to the test protocols specified in the Registra tion Guide­
lines, or by test results otherwise available.

(1) Acute toxicity. (A) Hazard to Humans and Domestic Animals. (1) Has 
an acute dermal LDso of 40 mg/kg or less as formulated; or

(2) Has an acute dermal LDso of 6 g/kg or less as diluted for use in the form 
of a mist or spray ;

(3) Has an inhalation LCso of 0.04 mg/ liter or less as formulated.
(B) Hazard to Wildlife. (1) Occurs as a residue immediately following ap­

plication in or on the feed of a mammalian species representa tive of the species 
likely to be exposed to such feed in amounts equivalent to the average daily 
intake of such representative  species, at levels equal to or greater than the 
acute oral LDso measured in mammalian test  animals as specified in the Regis­
tration Guidelines.

(2) Occurs as a residue immediately following application in or on avian 
feed of an avian species, representative  of the species likely to lie exposed to 
such feed in amounts equivalent to the average daily intake  of such repre­
sentative species, at levels equal to or greater than the subacute dietary  LCso 
measured in avian test animals as specified in the Registration Guidelines.

(3) Results in a maximum calculated concentration following direct appli­
cation to a 6-inch layer of water more than % the acute LCso for aquatic 
organisms representative  of the organisms likely to lie exposed as measured on 
test animals specified in the Registrat ion Guidelines.

(ii) Chronic Toxicity.  (A) Induces oncogenic effects in experimental mam­
malian species or in man as a result of ora l, inhalation or dermal expo sure ; or 
induces mutagenic effects, as determined by m ultitest  evidence.

(B) Produces any other chronic or delayed toxic effect in test animals at any 
dosage up to a level, as determined by the Administrator, which is substantially 
higher than tha t to which humans can reasonably be antic ipated to be exposed, 
taking into account ample margins of safety ; or

(C) Can reasonably be anticipated to resul t in significant local, regional, or 
national population reductions in nontarget organisms, or fata lity  to members 
of endangered species.



104(iii ) Lack of  Em ergenc y Trea tments.  Has  no known anti dota l, pal liat ive , or first aid treatm ents for amelioration of toxic effects in man resulting  from a single exposure.(4) Bu rde n of Proof . Upon finding in accordance with subparagraph  (1) of this § 162.11(a) tha t notice pursuant to sections 3(c)  (6) or 6(h) (1) of the Act , or notice of inten t to hold a hearing to determine whether the regis tratio n should he cancelled or denied, as appro priate,  shall  issue on the basis that  a pesticide meets or exceeds any of the cri ter ia for risk set fort h in subparagraph (3) , the party  seeking new or continued regis trati on may rebut the presumption by sustainin g the burden of prov ing:(i) In  the case of a pesticide which meets or exceeds the crite ria for  risk set fort h in para grap hs (a) (3) ( i) , or (iii)  tha t when considered with the form ula­tion pack agin g, method of use, and proposed restr ictions on and directio ns for use and widespread and commonly recognized practices of use, the anticipated  exposure to an applic ator or user and to loca l, region al or national  populations  of nonta rget organism s is not likely  to result  in any significan t acute  adverse ef fec ts; or(ii) In  the case of  a pesticide which meets or exceeds the cri ter ia for risk set forth  in paragraph (a) (3) ( ii) tha t when considered with proposed restr ic­tions on use and widespread and commonly recognized pract ices of use, the pesticide wil l not concentrate , persist or accrue to levels in man or the envi­ronment likely to result in any significan t chronic adverse effects.(iii)  Th at the determination by the Agency tha t the pesticide meets or ex­ceeds any of the crit eria  f or risk was in error.(5) Not ice of Adminis tra tor 's Det erm ina tion , (i) I f  aft er review of the evi­dence submitted in rebu ttal, the Adm inistrat or determines tha t the applicant or regi stra nt, as the case may be has rebutted the presumption by sustai ning the affirm ative burden of proof set forth  in subparagraph (4) of  this § 162.11(a) then, if  the applicat ion or regist ration  is otherwise in compliance with the Act and these regulations, in accordan ce with  section 3(c) and 6(b) of the Act  he wil l regist er the pesticide for  such use or continue  any such regis trati on already  in effect. In the case of an application for regis tratio n for which notice of approval is required to be published pursuant to § 162.7(d) (2) , such notice sha ll state  tha t the Adm inist rator has  determined tha t the presumption has been rebutted within the time provided for submission of rebu ttal evidence. Such notice shall  refer to the appro priate  clause of  § 162.11(a) (4) (i )- (i i)  upon which the Adm inist rator bases his determination  that  the presumption has been rebutted.(ii) I f  the appli cant  or regis trant , as the case may be, fai ls to submit any evidence in rebu ttal, or if  aft er review of the evidence submitted in rebut tal the Adm inistrat or determines tha t the appli cant  or registrant has not rebutted the presumption by sustaining the affirmative burden of proof set forth  in sub- paragraph (4) of this § 162.11(a), then he shal l issue a notice in accordance with sections 3(c)  (6),  or 6(b) (1) of the Act  or, issue notice of inte nt to hold a hearing to determine whether the registrat ion should be cancel led or denied, as appro priate,  for the use( s) of the pesticide subject to such presumption and not rebutted. The Adm inist rator sha ll issue such notice within one hundred and eigh tly (180) days from the date  notice is sent to the appli cant  or regis­trant in accordance with subpa ragrap h (1) of this  § 162.11(a).(iii)  At  the time that  a registrant or appli cant submits evidence in rebuttal of the presumption, he may submit eviden ce as to whether the economic, social and environmental benefits of the use of the pesticide subject to the presump­tion out-weigh the risk of use. In deter minin g whethe r to issue a notice pur­suant to section 3(c) (6) or section 6(b)  (1) or to issue notice of intent to hold a hear ing to determine whether the regis tratio n should be cance lled or denied, in accord ance with paragrap h (a) (5) (ii)  of this section 162.11, the Adminis­trato r may, in his discretion, take into account sta ff recommendations result ing from prelimina ry anal ysis,  if  any, concerning the balancin g of  risks against benefits. Any  such prelim inary ana lysis sha ll be completed within one hundred and fifty  (150) days from the date notice  is sent to the appli cant or registrant in accordance with subparagraph  (1) of this §162.11 (a ).  I f  based on such analysis the staf f recommendation is tha t benefits appear to outweigh risks, the Adm inistrat or may, in his discre tion, issue notice of intent to hold a hear ­ing to determine whether the regis tratio n should be cancel led or denied rathei1 than a notice pursuant to section 6(b)  (1) or section 3(c)  (6) of the Act. I f the recommendation is tha t the benefits do not appear to outweigh the risks, the



105Adm inistrat or sha ll issue a notice pursuant to section 3(c) (6) or section 6(b) (1) of  the Ac t, as appropriate .(6) Ad dit ion al Gro und s fo r Iss ua nce  of  Notice  of  Int en t to De ny  or Can cel  
Re gis tra tio n or to Ho ld a He ari ng . A notice pursuant to sections 3(c) (6) or 6( b)( 1) , or a notice of inte nt to hold a hearing  to determine whether  the regis tration should be cance lled or denied, as appro priate,  shal l be issued by the Adm inistrat or with respect to any pesticide which does not meet or exceed the crit eria  for risk set forth in subpa ragraph (3) of this  §162.11(a), if  the Adm inistrat or determ ines:(i) Th at,  based on toxicolo gica l data, epidem iologic al studies, use histo ry, accid ent data, monito ring data,  or such other evidence as is ava ilab le to the Adm inistrat or, the pesticide poses a subs tant ial question of safety to man or the environm ent, or(ii)  Th at the pesticid e or its  labeling or other mat eria l required to be sub­mitted  does not comply with the requirements of the Ac t or when used in ac­cordance with widesprea d and commonlj’ recognized practice, the pesticide generally  causes unreasonable  adverse  effects on the environment.(b) Cri ter ia fo r Issua nce  of  a Fi na l Ord er of  De nia l or Can cell atio n of  Re g­
istr ati on. (1) Burde n of Pr oo f, (i) I f  the Adm inistrat or issues a notice pur­suant to sections 3(c) (6) or 6(b) (1) of the Act  in accord ance with subpara­grap hs 5(i i) or (6) of § 162.11 (a), he sha ll issue a final order denying or can ­cell ing  the regis tration unless the appl icant or regi stra nt or other affecte d party as provided by law,  requests a hearing  in accordance with sections 3(c)  (6) or 6(b) (1) of the Ac t and 40 C F R  Pa rt 164 and susta ins the affirma ­tive  burden of proving tha t the pesticide ingredient  (s ), metabo lite (s) or degra­dation  product (s) does not cause unreason able adverse effects on the enviro n­ment or man by sho wing:(A) In the case of a pesticid e which meets or exceeds the crit eria  for  risk set forth  in subpa ragraphs 3 (i) , and (iii)  of § 162.11 (a), tha t when considered with  the form ulat ion, packagi ng, method of use, proposed r estric tions on use and the directio ns for use, and widespread and commonly recognized practice of use, the anti cipated exposure to an appl icato r or user and to loca l, regio nal or nati ona l populations of non-ta rget organis ms is not like ly to result  in any sig­nific ant acute or subacute  adverse  e ffe cts ; or(B) In the case of a pesticide which meets or exceeds the crit eria  for risk set fort h in subpa ragraph 3( ii)  of § 162.11 (a), that  when considered with proposed restr iction s on use and widespread and commonly recognized prac ­tices  of use, the pesticide wil l not concen trate, persist  or accrue to levels  likely to result  i n any signif icant  chronic adverse eff ec ts; or(C)  In the case of a pestic ide which meets or exceeds the crit eria  for  risk set forth  in subpa ragrap h (3) (i ),  (ii) or (iii ) of § 162.1 1(a),  the risks  are outweigh ed by economic, social and enviro nmental benefits of use of  the pesticide.(ii)  I f  the Adm inistrat or issues a notice of intent  to hold a hearing  to deter­mine whether the regis tration should be cancelled  or denied, in accorda nce with subp aragraphs (5) ( ii) and (6) of § 162.11(a) the Adm inistrat or shal l issue a final order canc elling  the regis tration un les s:(A)  The notice is withdraw n prior to the commencement of  the hear ing upon a determ ination by the Adm inistrat or tha t there is insufficient public inter est in the proceeding to war rant holdi ng the hearing  or tha t it  would not otherwise serve the public w el fa re ; or(B) The Adm inistrat or determi nes tha t based on the record:(1) In the case of a pesticid e which meets or exceeds the crit eria  for  risk set forth  in subpa ragraphs (3) (i) and (iii ) § 162.11 (a), tha t when considered with the form ulat ion,  pac kag ing, method of use, proposed restr iction s on use and the direct ions for use, and widespread and commonly recognized pract ice of use, the anticipated exposure to an appl icato r or user and to loca l, regional or nati ona l populations of nontarget organisms is not like ly to result in any signi fican t acute advers e ef fe cts; or(2) In the case of a pesticide which meets or exceeds the crit eria  for  risk set fort h in subpa ragraph (3) (ii) of § 162.11 (a), tha t when considered with proposed restr iction s on use and widesprea d and commonly recognized prac ­tices  of use, the pesticid e wi ll not conce ntrate , persist  or accrue to levels like ly to result  in any significan t chronic adverse eff ec ts; or(3) In the case of a pesticid e which meets or exceeds  the cri ter ia for  risk set for th in subparagraph (3) (i ),  (i ii ),  of  § 162.11(a), the risks  are out-



106weighed by the economic, social  and environmental benefits of use of the pesticide.(2) Ad dit ion al Gro unds fo r Issuan ce of  a Fi na l Ord er of  Denia l or Can cel­
lation of Regis tra tio n,  (i) I f  the Adm inistrat or issues a notice of denial of regis tratio n or a notice of intent to cance l regist ration  in accordance with sub- parag raph (6) of § 162.11(a), he shall  issue a final order denyin g or cancelling regis tratio n unless the appli cant or regi stra nt or other affected party as pro­vided by la w :(A)  Reque sts a hearing in accorda nce with sections 3(c)  (6) and 6(b) (1) of the Act and 40 C F R  Part 164; and(B)  Sus tain s the affirmative burden of proving  tha t the pesticide does not cause unreason able adverse effects on the environment or m an ;(ii) I f the Adm inistrator issues a notice of intent  to hold a hear ing to deter­mine whethe r the regis tratio n should be cancelle d or denied, in accordance with subpa ragrap h (6) of § 162.11(a), he shal l issue a final order cance lling regis tratio n un les s;(A) The notice iS withdrawn prior to the commencement of the hearing  upon a determination  by the Adm inistrato r tha t there is insufficient public interest in the proceeding to warrant  holding the hearing  or tha t it  would not otherwise serve th e p ublic we lfa re ; or(B) The Adm inistrato r determines tha t based on the record of the hearin g the pesticide does not cause unreason able adverse effects on the environment or man.(c) Use  clas sific atio n. (1) Cla ssif ica tion crit eria  fo r new registr atio ns.  E x­cept as provided in parag raph (c) (4) of this section, a specific use(s) of a pesticide product  not previously registe red shal l be classified  for general  use if  each of the applicab le crit eria  set forth  in parag raph (c) (1) (i )- (i ii ) of this  section is met. Otherw ise, the product  use(s ) sha ll be classif ied for re­stricted use unless a review of the labe ling  pursuant to paragrap h (c) (3) of this  section indicates that the product use may be classified  for gener al use or the benefits from unrestricted use of  the pesticide outweigh the risks  of unrestricte d use of the pesticide. Ea ch  of the separate crit eria  as set forth below must be applied for  the product use( s) to be classifie d unless the formu ­lation, pack agin g, or method of use of  the product can reasonab ly be expected to elim inate  the route of exposure. New data submitted to support classific ation must conform  to the specifications of the Registratio n Guide lines.(i) Do me stic  appl icat ions . A pesticid e use(s) intended for domestic appli ca­tion wil l be a candidate for  general use classi fication if  the pesticid e form ula­tion :(A) Ha s an acute  dermal  LDso great er than 2,000 m g/kg;(B) Ha s an inhalatio n L C bo great er than 2 mg/lit er;(C) Caus es no corneal opacity, or causes eye irri tat ion  reversib le within 7 days or les s;(D ) Cau ses no more than moderate  skin irri tation within 72 hour s;(E)  Ha s an acute oral LDso grea ter than 1.5 g/kg for the form ulati on as diluted  for use ; and(F) Causes,  under conditio ns of labe l use or widespread and commonly rec­ognized practice of use, only minor or no discernible subacute, chronic,  or delayed effects  on man or other nontarget  organis ms from single or multiple exposures to the product ingredient  (s), their metaboli te (s ), or degradation product (s ).(ii) Non dom cstic app lication s. A pesticide use(s ) intended for  nondomestic application wil l be a cand idate  for general use classi fication if  the pesticide form ula tio n:(A)  Ha s an acute dermal  LDai grea ter than 200 mg/ kg;(B)  Ha s an acute derma l LDso grea ter than 16 g/kg  for the formu lation  as diluted for  use as a mist or sp ra y;(C)  Ha s an inha latio n LDso greate r than .2 mg/ liter ;(D ) Is  not corrosive to the eye or causes corneal opacity  revers ible within  7 da ys ;(E)  Is  not corrosive to the skin and causes no more than severe skin irr ita ­tion with in 72 hours ; and(F) Causes under conditions of  label use, or widespread and commonly recognized practice of use, only minor or no discernible subacu te, chronic, or delayed toxic effects on man or other nontarget organis ms from single or multiple exposures to the product ingred ient (s ), their me tab oli te( s), or degra dation product (s) .



(iii)  Outdoor applications. A pesticide use( s) intended for outdoor applica­
tion will be a candida te for general use classification if it meets the applicable 
set of crite ria set forth immediately above for either domestic or nondomestic 
application, as appropriate, and if the  pesticide:

(A) Occurs as a residue immediately following application in or on the feed 
of a mammalian species representative of the species likely to be exposed to 
such feed in amounts equivalent to the average daily intake of such represent­
ative species, at levels less than 1/5 the acute oral LDso, measured in mam­
malian test animals as specified in the Regist ration Guidelines.

(B) Occurs as a residue immediately following application in or on the feed 
of an avian species representat ive of the species likely to be exposed to such 
feed in amounts equivalent to the average daily intake of such representative 
species, at levels less than 1/5 the subacute dietary  LCso measured in avian 
test animals as specified in the Registra tion Guidelines.

(C) Results in a maximum calculated  concentration following direc t applica­
tion to a 6-inch layer of water less than 1/10 the acute ICso for aquatic 
organisms representative of the organisms likely to be exposed as measured in 
test animals as minor or no discernible adverse effects on the physiology, 
growth, population levels, or reproduction rates of nontarget organisms, resu lt­
ing from exposure to the product ingredients, their  metabolites or degradation 
products, whether due to direct  application or otherwise resulting from applica­
tion, such as through volatilization, drift, leaching or late ral  movement in soil.

(2) Classification criteria for previously registered products. All pesticide 
products registered by this Agency pr ior to October 21, 1974 have been assigned 
a Toxicity Category [see § 162.10(h) ( 1)] . Unless the applicant for reregist ra­
tion submits or has submitted the toxicity data on the product use(s ) required 
in paragraph (c) (1) of this section, the existing Toxicity Category determ ina­
tions shall be used to establish whether the pesticide use(s) is a candida te for 
general or restricted use classification. Except as provided in paragraph (c) (4) 
of this  section, specific use(s) of a product shall be classified for general use i f 
the applicable criteria set forth  in paragraph (c) (2) (i )- (i ii ) of this section 
are  met. Otherwise, the product use shall be classified for restric ted use unless 
a review of the labeling pursuant to paragraph (3) below indicates  that the 
use may be classified for general  use or the benefits from unres tricted use of 
the pesticide outweigh the risks  of unres tricted  use of the pesticide. Each of 
the separate criteria  as set forth  below must be applied for the product use(s)  
to be classified unless the formulation, packaging, or method of use of the 
product can reasonably be expected to eliminate the route of exposure.

(i) Domestic applications. A pesticide use(s) intended for domestic applica­
tion shall be a candidate for general use classification if the pesticide formula­
tion :

(A) Does not meet the crit eria  of Toxicity Category I or I I ; and
(B) Causes, under conditions of label use, or widespread and commonly 

recognized practice of use, minor or no discernible subacute, chronic, or de­
layed effects on man or other  nontarget organisms from single or multiple 
exposures to the product ingredients, their  metabolites, or degradation products.

(ii) Nondomestic applications. A pesticide use(s) intended for nondomestic 
application shall be a candidate for general use classification if the pesticide 
formulation :

(A) Does not meet the crite ria of Toxicity Category I ; and
(B) Causes, under conditions of label use, or widespread and commonly 

recognized practice of use, only minor or no discernible subacute, chronic, or 
delayed toxic effects on man or other nontarget organisms from single or mul­
tiple exposures to the product ingredients, thei r metabolites, or degradation 
products.

(iii) Outdoor applications. A pesticide use( s) intended for outdoor applica­
tion will be a candidate for general use classification if it meets the applicable 
set of crite ria set forth immediately above for either  domestic or nondomestic 
application as appropriate, and if the pesticide :

(A) Occurs as a residue immediately following appl ication in or on the feed 
of a mammalian species representat ive of the species likely to be exposed to 
such feed in amounts equivalent  to the average daily intake of such represent­
ative species, at levels less than one-fiftli the acute oral IDM measured in 
mammalian test animals as specified in the Regist ration Guidelines.

(B) Occurs as a residue immediately following appl ication in or on the feed 
of an avian species representat ive of the species likely to be exposed to such



108

feed in amounts  equivalen t to the  average  daily  inta ke of such representativ e species at  levels less than one-fifth the  subacute  die tary LC50 measured in avian tes t animals as specified in the Regis tra tion Guidelines.
(C) Results  in a maximum calculated conc entration following direct  applica­tion to a 6-inch layer of wa ter  less tha n one-tenth the  acute LC50 for aqua tic organ isms rep resentativ e of the  organ isms likely to he exposed as measured in tes t anim als as  specified in the  Regis trat ion  Guidelines.
(D) The pestic ide causes, under conditions of label use, or widespread and commonly recognized prac tice  of use, only minor or no discernible  adverse ef­fects on the physiology, growth, population levels, or reproduc tion rat es of non-target organisms, resu lting from exposure  to the prod uct ingredients, the ir metabo lites, or degradation products, whether due to direct applicat ion or otherwise  r esu ltin g from application, such as through  vola tiliza tion,  dri ft,  leach­ing or lat eral  movement in soil.
(3) Adequacy of label and labeling. The  direc tions, warn ings , and cautions for any prod uct use (s)  not meeting the  cr ite ria  set for th in parag rap hs (c) (1) and  (2) of th is section shall be fu rth er  evaluate d according to the  cri ter ia set for th below to dete rmine the  adequacy of the  label or labeling to prevent unreasonable  adverse effects on man or the  environment. If  these  cri ter ia are  met, the  labe ling for the affected  uses will  be considered adequa te to prevent unreasonable adverse  effects on the envi ronm ent withou t fu rth er  regu lato ry rest rict ions, and  the affected uses will be classified for general use. The  cri ter ia for eva lua ting  labeling adequacy are  as follows :
(1) To follow label direc tions, the use r of a pesticide product would not have to perfo rm complex operations or procedures requiring specialized tra ining and/o r exp erience;
(ii)  Fa ilu re to follow the  use directions in any minor  way would result in minor  or no discernib le adverse e ffects ;
(iii)  Widespread and commonly recognized prac tices of use would not nullify  label directions rela tive  to prevention of unreasonable  adverse  effects on man and  the environment;
(iv) The directions do not call for specia lized appar atu s, protective equip­ment or ma ter ial  unless  they would be expected to be availab le to the  general publi c;
(v) Following direc tions  for use would result  in only minor or no discernible adverse effects of a delayed  or ind irect na ture, such as through bioaccumula­tion, persistence,  or pestic ide movement  from the orig inal  applicat ion site, on non targ et organisms.
(4) Other Hazards. Any product use(s ) which meets the  general use cri ter ia of parag rap h (c) (1) , (2) , or (3) of th is section shall  nonetheless  be classified for res tric ted  use if the  Agency dete rmines th at  based on human toxicological da ta (inc luding epidemiological studie s),  use histo ry, accident data,  monitoring data, or such other evidence as the Adminis trat or identif ies the  prod uct use (s)  may pose a serious haz ard  to man or the environment which can reasonably  be prevented  by classification for  restr ict ed  use.
(5) Other  regulatory  restr ictions. Any product use (s)  classified for rest ricted use under the  provisions above may be limi ted to use by or und er the  direct supervision of a certified  appl icator. The Admin istrator may add itionally or alte rna tively  impose other res tric tions by regulation . Such regula tory  res tric ­tions  may include, but are  not limited to, seasonal or regional limitatio ns, limi­tati on of use to approved pest  managem ent programs, or a requ irem ent for moni toring  of residue levels af te r use, and may be utili zed to reduce human  heal th and environmental  haz ard s associated with  pers istent, hioaccumulat ive, or mobile, or highly toxic pesticides. Any such regu lation shall  be reviewable in the appro priate  Cour t of Appeals upon petit ion of a person adversely affected filed within 60 days of the publication of such regu lation in final form.
(d) Change in classifica tion from general  to restricte d use. (1) Determinat ion and notification.  If  the Adminis trat or dete rmines th at  a change in classification of any pestic ide product use(s ) from general to res tric ted  use is necessary to prevent unreasonable  adverse effects on man or the  envi ronm ent he shall, by certified  mail, notify  the  reg ist ran t of such pesticide of such dete rmination at  least 30 days before reclassifying, and  shall publish notice  of the  proposed reclassificat ion in the  Federal Register.
(2) Appeal rights. Within 30 days following publ ication of the  notice in the Federal Register, the  reg istr ant , or a person adversely affected by the  notice may reques t a hea ring  as provided for  in section 6(b ) of the  Act and Pa rt  164 of these regu lations.
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Mr. Moorhead. And also where there have been technical questions 
asked of you tha t you were unable to answer tha t you will supply 
those answers for the record.

Mr. Zener. Yes, sir.
Mr. Moorhead. I must say th at I leave this hearing somewhat pe r­

suaded tha t the GAO report conclusion is justified and tha t i t has not 
been rebutted by today’s hearing.

They concluded:
The  Amer ican  co ns um er  lias  not  been ad eq uat el y pr ote ct ed  from  th e  po te n­

ti a l hazard s of  pe st ic id e us e be ca us e of  in adequate  ef fo rt s to  im pl em en t pr o­
vi sion s of  t he F edera l la w s re gu la ti ng  pe st ic id es .

I hope th at when your technical people answer some of the questions 
that have been posed that you can rebut that statement.

If  there are no fur the r questions the subcommittee will stand 
adjourned.

[Whereupon, at 12:10 p.m., the subcommittee ad journed, to recon­
vene subject to the call of the Chair.]

7 0 -1 3 4  0  -  76  - 8





A P P E N D I X E S

A ppen dix 1.—E xcerpts  F rom F ederal R egis ter , V ol. 41 , No . 32, 
F ebruary 17, 1976 1

U.S. Environmental Protection Agency,
Washington, D.C., February  20, 1976.

To Whom It May Concern: The enclosed document “Da ta Requ irements  to 
Support Rer egi stration of Pest icide Active Ing red ien ts and  Pre liminary Sched­
ule of Call-ins” (41 FR 7218), is the  first in a series of Feder al Reg ister  notices  
announcing the  schedule which the  Office of Pesticide Pro grams will follow in 
calling in pesticide products for reregistra tion .

Th at th is is the first  of seve ral similar  documents must be empha sized; the  
enclosed list  of pestic ide active ingredient s is not final. All of the  active ingre­
dients  cur ren tly  assigned  to rer egi stration category V will be reassigned to 
categorie s I thro ugh  IV as the  rele van t da ta are  reviewed, and  as noted 
(p. 7219), the  ini tia l assignments  to category IV, i.e. those active ingredient s 
which are  subject to a reb uttabl e presumption again st reregi stra tion , will be 
announced as  soon as the  bas is of the  presumption is verified and  the  affected 
registr an ts have been notified.

The Federal  Reg iste r notices announcing  these categ ory reassignments will 
begin in early  April and will app ear  m onthly the rea fte r.

[From  the  Federa l Register, Vo. 41, No. 32, Februa ry 17, 1976]

E nvironmental Protection Agency

(FR L 488-8 ; OPP-33002]
PESTICI DE PROGRAMS

Data Requiremen ts To Support Reregis trat ion of  Pesticide Act ive  Ingredient s 
and Preliminary Sched ule of Call-Ins

This  notice announces the  schedule which will be followed by the  Office of 
Pest icide  Programs (OPP) of the  Env iron men tal Prot ection Agency (EPA ) 
in calling in pestic ide prod ucts  for  r eregis tra tion in accordance with the Federal  
Insec ticide , Fungic ide, and Rodenticide Act (F IFRA ).

APPLICABL E LAW AND REGULATION S

FIF RA  amen dments enac ted in October 1972 (P.L.  92-516, 86 Sta t. 973, 7 
U.S.C. 136 et seq.) set forth  a sta tutory  sta ndard  for dete rmin ing whether or 
not  a pesticide will be regi stere d. The sta ndard  is whether or not the  pestic ide 
will or will not generally  cause unreasonable adverse effects on man or the  en­
vironment. EPA was author ized  to adop t regu lations to implement this standa rd 
and  did so on July 3, 1975 (40 CFR 162, 40 FR  28242) ; these  regu lations  became 
effective August 4, 1975.

The amen dmen ts enac ted in October 1972 also provide th at  all pesticides reg­
iste red  und er the  EPA regula tion s in effect prior to the  amendments were  to 
be rere gist ered  in accordance with the  amended FIF RA  and  the  regulat ions 
prom ulgated ther eunder . In accordance  with other provis ions of the  1972 
amendments, all pesticides also must be assigned a general-use or rest ricte d-use 
classification. On November 28, 1975, pursu ant to Public Law 94-140, the  dead­
line  for  completion of thi s process  was extended from October 21, 1976, to 
October 21, 1977.

1 Complete document Is in t he  subcommittee’s files.
(H l)
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The  proc es s of  bring in g pr ev io us ly  re g is te re d  pro duct s in to  co mpl ianc e w ith th e ne w F IF R A  re quir em en ts  is  ca lled  " re re g is tr a ti o n .” I t  is a on e- tim e proc es s which  sh ou ld  no t he co nfus ed  w ith th e pr oc es s of  re g is tr a ti on  re ne w al , wh ich , und er  Se cti on  6 (a )  of  FIF R A , oc cu rs  ev er y five  years  fo r ev ery re gis te re d pe st ic id e pr od uc t.
The  EPA  re gula ti ons ap pea ri ng a t 40 C FR  162 (m or e spe cif ica lly , a t Se cti on s 162.1 th ro ugh 162.2 3) se t fo rt h  th e  ba sic  su bst an ti ve re qu irem en ts , in cl ud in g la be ling  an d d a ta  re qu irem en ts , fo r re re g is tr a ti on . On ad di tion , EPA  issu ed  P ro ce dura l G ui de line s on Se ptem be r 9, 1975 (40  FR  41788) ; they  appear a t 40 C FR  162.41 th ro ugh  162.51. Pr op os ed  G ui de line s (40  CFR  162.40 an d 40 CFR  162.63  th ro ugh 162.82) id en ti fy in g an d des cr ib in g ge ne ra lly ac ce pt ab le  way s of sa ti sf y in g  re g is tr a ti on  d a ta  re quir em en ts  were pu bl ishe d Ju n e  25, 1975 (40  FR  268 02).

DATA REQ UIR EM ENTS

D ata  re quir em en ts  fo r bo th  re g is tr a ti on  an d re re g is tr a ti on  are  se t fo rt h  a t 40 C FR  162.8. Su bs ec tio n 162.8 (c)  sp el ls  ou t th e spe cif ic d a ta  re quir em en ts  fo r re re g is tr a ti o n ; su bs ec tio n 16 2.8(d)  pr ov id es  th a t add it io nal d a ta  o th er th an  th os e spec ifi ca lly  id en tif ied in  su bs ec tio n 16 2.8(c)  may  al so  be re qu ir ed . Su b­sect ion 16 2.8(a)  se ts  fo rt h  ru le s fo r w ai ver s of  d a ta  re qu ir em en ts .
F or th e co nv en ienc e of  re aders  of  th is  no tic e,  th e  specif ic d a ta  re quir em en ts  fo r re re g is tr a ti on , an d th e  co nd it io ns  under  whi ch  they  are  ap pl icab le , a re  su m­m ar iz ed  belo w :
A. Tox ic ity d a ta  ne ce ss ar y fo r det er m in at io n  of  th e  acu te  o ra l (d ie ta ry ) LD 50 fo r m am m al ia n spe cie s, th e  su ba cu te  d ie ta ry  LC50 fo r av ia n spec ies , an d th e ac ute  LC50 fo r aquat ic  or ga ni sm s (u n le ss  us e p a tt e rn s  do no t re su lt  in ex po su re  o f su ch  spec ies or  o rg an is m s) .
B. D ata  to  evalu a te  th e  te ra to genic it y  of th e  ac tive  in gre die nt (s ) if  us es  of  th e  pe st ic id e m ay  re as on ab ly  be ex pe ct ed  to  re su lt  in ex po su re  to  hu m an  females .
C. D ata  to  evalu a te  th e  on co ge nici ty  of th e  ac tive in gre die nt (s ) if  th e  ac tive  in gre die nt ( s ) , it s  m et ab ol ite ( s ) , or degra dati on  pr od uct  (s ) co nta in s a su b­st an ce  s tr uc tu ra ll y  re la te d  to  a kn ow n or su sp ec ted on co gn eti c agen t or if  a re si du e to le ra nce  or  ex em pt ion from  th e  re quir em en t to obt ai n a  to le ra nce  is  ne ce ss ary.
D. Chr on ic  fe ed in g st udie s of  th e act iv e in gre d ie n t (s ) if  a to le ra nce  or  ex em pt ion fr om  th e  re qui re m en t to  ob ta in  a to le ra nc e is  ne ce ss ar y or if  us e in re side nc es , en clo sed wor ki ng  spaces , o r th e ir  im m ed ia te  vi ci ni ty  is  in te nd ed .E. R ep ro du ct io n st ud ie s of  th e  ac tive  in gre die nt ( s)  if  a to le ra nce  or  ex em p­tio n from  th e  re quir em en t to  ob ta in  a to le ra nce  is  ne ce ss ary.
F. F o li ar re si due an d ex po su re  in fo rm at io n fo r pr oduct s co nta in in g ch ol in es ­te ra se -i nhib it in g  in gre die nts  or an y o th er in gre d ie n ts  spe cif ied  in  th e R eg is tr a­tion  Guide lin es .
G. In fo rm ati on  in su pp ort  of  sa fe  m et ho ds  of  di sp os al  of  pe st ic id e fo rm ula ­ti on s an d co nta in er s.
I f  an y of  th e  fo re go ing re quir em en ts  ca n be sa tis fied  by d a ta  pr ev io us ly  su b­m it te d  in su pport  of  pe st ic id e re g is tr a ti on , su ch  data  ne ed  no t be  re su b m it te d ; th ey  ca n be in cl ud ed  by re fe re nc e in a re re g is tr a ti on  ap pl ic at io n.  I f  pr ev io us ly  su bm it te d d a ta  a re  to be co ns idered , ho wev er , th en  th e  re quir em en ts  of  Section  3 tc ) (1 ) (D ) of  F IF R A  re gar din g co m pe ns at io n fo r such  d a ta  w ill  be ap pl icab le .

DATA WAIVERS

Und er  40 C FR  16 2.8(a)  (3 ),  d a ta  re quir em ents  ma y be se lect ively w ai ve d fo r in div id ual  ap plica tion s by th e  A dm in is tr at or,  e it her on his  own in ti a ti v e  or  in re sp on se  to  an  app li can t’s pe ti tion . Such a w ai ver  may  be  gra n te d  on ly on th e ba si s of  a w ri tt en  fin ding  th a t th e  pro per ties of  an  ac tive  in gre die nt or pe st ic id e pro du ct  or  th e  us e p a tt e rn s of  a specifi c pes tici de  pr od uc t, which  a re  pert in en t to  an  eval uation  of  th e  ef fect s of  th a t pe st ic id e or  pe st ic id e pr od uc t on man  or  th e  en vi ro nm en t, a re  fu ndam en ta lly  di ff er en t from  th e  fa c to rs  ta ken  in to  ac ­co un t by EPA  in es ta bli sh in g th e  d a ta  re qu ir em en t( s)  in  qu es tio n.  In  oth er  words , a w ai ver  ma y be gra n te d  if  th e d a ta  in  qu es tion  are  not ne ed ed  by EPA  to det er m in e w het her  th e ac tive  in gre die nt or pe st ic id e pro duct  wi il 
ge ne ra lly ca us e unre as on ab le  ad ve rs e ef fect s on man  or  th e  en vi ro nm en t.Ther e w ill  be m an y dif fe re nt  si tu a ti ons in  which  d a ta  w aiv er s m ig ht be in i­ti a te d  by EPA  or  re qu es te d by re g is tr an ts . Eac h one  m us t be evalu ate d  on th e ba si s of  th e  pert in en t fa ct s.  W he n EPA  ta kes th e  in it ia ti v e  in  g ra n ti ng  da ta



113

w ai ve rs , no ti fi ca tion  of  th e  w aiv er w ill  he in cl ud ed  in  th e  R ere g is tr a ti on  Gui d­
an ce  Pac ka ge s su pp lied  to  th e  re g is tr an ts  of  th e  pro duct s invo lv ed  (see  be low  
fo r a de sc ript io n of  R ere g is tr a ti on  Gui da nc e P ack ag es) . W he n ea ch  G ui da nc e 
Pac ka ge  is  co mplete d,  a copy  will  be mad e avail ab le  fo r pu bl ic  in sp ec tion  in 
th e  Office of  th e F edera l R egis te r Se cti on , Tec hnic al  Se rv ices  D iv is ion (W H - 
56 9) , Office of  Pes ti ci de  P ro gra m s,  E nvir onm en ta l P ro te ct io n  Ag enc y, Ro om  
401, E ast  To we r, 401 M St. SW, W as hi ng to n,  DC 20460,  fr om  8.30 a.m . to  4 :00 
p.m ., Monday th ro ugh F ri d ay  (202 -7 55 -4 85 4) , to pr ov id e in fo rm at io n to an y 
in te re st ed  pa rt ie s on  E PA ’s im ple m en ta tion of  th e  d a ta  w ai ver  pr ov is io ns  of  
40 C FR  162.

W ai ve rs  of  d a ta  re quir em ents  may  be re ques te d  e it her in  ad van ce  of  or  a t 
th e  tim e of  su bm it ta l of  re re g is tr a ti on  ap pl ic at io ns . Su ch  re ques ts  m ust  be 
m ad e in w ri ti ng  an d m ust  be ad dr es se d to  th e  app ro p ri a te  pro duct  m an ag er . 
The y m us t id en ti fy  th e  spe cif ic d a ta  re quir em en ts  to  be  waive d,  th e  specif ic 
act iv e in gre die nts  a n d /o r pe st ic id e pro duct s fo r which  th e  w ai ver  is  re qu es te d,  
an d m us t pr ov id e a det ai le d  expla nation  of  th e  bas is  fo r th e  re qu es te d w ai ve r.

RE BU TT AB LE  PR ESU M PTIO N S

As ex pl ai ne d above, th e s ta tu to ry  st an d a rd  fo r det er m in in g w heth er or  no t 
a pe st ic id e is  to  be re g is te re d  or  re re g is te re d  is  w heth er or  not it  w ill  ge ne ra lly 
ca us e un re as onab le  ad ver se  ef fect s on man  or  th e  en vi ro nm en t. 40 C FR  162.11 
(a ) (3 ) se ts  fo rt h  c ri te ri a  fo r d is ti nguis hin g be tw ee n th os e pe st ic id es  which  
appear to  ca us e unre as onab le  ad ve rs e ef fect s an d th os e which  do no t ap pea r 
to  do so. Pes ti ci des  th a t do no t m ee t or  ex ce ed  th es e c ri te ri a , an d which  do no t 
in  an y ot her  way  appear to  ca use  unr ea so nab le  adver se  eff ec ts,  w ill  be  re gis ­
te re d , prov ided , of  co ur se , th a t ap pl ic ab le  labe lin g,  da ta , an d o th er re qui re m en ts  
a re  sa tis fie d.

Pes ti ci des  whi ch  m ee t or ex ce ed  th e  c ri te ri a  se t fo rt h  a t 40 CFR 16 2.11 (a ) 
(3 ) w ill  ha ve  to  un de rg o a mor e deta il ed  ev al ua tion. The y will  be  su bje ct  to  a 
re bu tt ab le  pr es um pt io n aga in s t re re g is tr a ti on , which  ca n be ov erco me by ev i­
de nc e sh ow ing e it her th a t EPA  w as  in  e rr o r in  det er m in in g th a t a re bu tt ab le  
pr es um pt io n ex is te d  or  th a t th e  ri sk  ca n be re du ce d to  su ch  an  ex te n t th a t sig­
ni fi ca nt  ad ver se  ef fects  a re  unl ik el y to  oc cu r. W he n neit her of  th es e sh ow ings  
ca n be mad e, re g is tr an ts  w il l hav e an  oppor tu nity  to  ob ta in  re g is tr a ti on  by 
sh ow ing th a t th e  be ne fit s of  th e  us e or  us es  of  th e  pro du ct  exce ed  th e  ris ks . 
A mor e det ai le d  expla nation  ap pe ar ed  in  th e  pr ea m pl e to  40 CFR  162 in th e 
F ederal R egister pu bl ishe d Ju ly  3, 1975 (40  FR  28212) an d a t 40 CFR 
162.4 5(d)  in th e  P ro cedura l Gui de line s is su ed  Sep tem be r 9, 1975 (40  FR  41788).  
Pes ti ci de s which  a re  .sub je ct  to  a re bu tt ab le  pre su m pt io n again st  re g is tr a ti on  
w ill  no t be pr oc es sed fo r re re g is tr a ti on  u n ti l th e  pre su m pt io n to  overco me or 
u n ti l it  i s de te rm in ed  th a t be ne fi ts  e xc ee d ri sk s.

reregistr ation process

Pes tici de s which  are  not  su bj ec t to  a re bu tt ab le  pre su m pt io n again st  re gis ­
tr a ti o n  w ill  be ca lled  in  fo r re re g is tr a ti on  pr oc es sing  in ac co rd an ce  w ith  a 
sc he du le  es ta bl is he d by O P P 's  R eg is tr a ti on  Div is ion.  As in dic at ed  in th e P ro ­
ced ura l Gui de lin es  a t 40 C FR  16 2. 43 (f ),  th e  R eg is tr a ti on  Div is ion w ill  ca ll 
pe st ic id es  in  by ba tche s.  A ba tc h will  co ns is t of pro du ct s gr ou pe d on th e  ba si s 
of  si m il ar it y  of  pe st ic id e fo rm ula ti ons and br oa d us e pa tt e rn s.  At  th e  sc he du led 
tim e,  al l re g is tr an ts  of  p ro duct s in cl ud ed  in  a bat ch  will  be  fu rn is hed  a 
R ere g is tr a ti on  G ui da nc e P ack ag e an d will  be as ke d to  su bm it th e ir  re re g is tr a ­
ti on  ap plica tion s fo r ea ch  pr od uc t.

R ere g is tr a ti on  Guida nc e Pac kag es  w ill  in cl ud e a sc he du le  fo r su bm it ta l of 
re re g is tr a ti on  ap pl ic at io ns , gu id an ce  on co mpl ianc e w ith  Se cti on  3 ( c ) ( 1 ) ( D ) ,  
prop os ed  clas si fica tion  of  pro duct s in th e  ba tc h,  re quis it e w or di ng  of  pre cau­
tionary  st a te m en ts  re quir ed  on labe ling , ac ce pt ab le  st a te m en ts  on st ora ge an d 
di sp os al , an d gu id an ce  on d a ta  re quir em en ts  (e xpl ai ned  below in  more d e ta il ).  
A pp lic at io ns  sh ou ld  not  be su bm it te d un ti l th ey  a re  re qu es te d.  U ns ol ic ite d ap ­
pl ic at io ns fo r re re g is tr a ti on  will  be re tu rn ed  w ithout review .

To  as si st  re g is tr an ts  in id en ti fy in g  d a ta  th a t ca n be us ed  to  m ee t re re gis ­
tr a ti o n  re qui re m en ts , EPA  is  ex am in in g it s file s to  lo ca te  pr ev io us ly  su bm it te d 
d a ta  th a t are  re le van t.  T he  d a ta  a re  th en  revi ew ed  to  de te rm in e if  th ey  ar e  
suf fic ien t to  mee t th e  re re g is tr a ti on  d a ta  re quir em ents  se t fo rt h  a t 40 CFR 
16 2. 8( c) . D a ta  det er m in ed  to  be sufficie nt w ill  be  ci te d in  a  bi bl io gr ap hy  ap-
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pear ing in the  Rereg istr atio n Guidance  Packa ges. Again, it  is empha sized th at  
provisions of Section 3 (c ) (1 ) (D ) will be appl icable in cases  of reliance  on 
previously subm itted data .

Where examin atio n of the Reg istratio n Division’s files indicate s th at  requ ired  
da ta are not in EPA ’s possession, reg ist ran ts will be required  to subm it these 
da ta within  a specified time period. Thus, for  example, if requ ired  da ta  on a 
pa rticu lar  activ e ingr edie nt are  not availab le in the  Agency’s files, all  regis­
tran ts  of prod ucts  cont ainin g th at  activ e ingred ient will be requ ired  eit he r to 
submit the  necess ary da ta or to indi cate  reli ance upon specific da ta being sub­
mit ted  by ano the r reg ist ran t (unl ess,  of course, a waiv er is gr an te d) . When new 
stud ies must be perfor med to develop missing  data,  affected  reg ist ran ts are 
encouraged to coope rate with  one ano the r in order to avoid dup licat ion of 
effort and expense. To fac ilit ate  such coope ration , the Rer egistra tion  Guidanc e 
Pack ages  for  each  batc h of prod ucts  will be accompa nied by the  name s and 
addresse s of all  reg ist ran ts whose products are  in the  batch.

REREGISTRATION CATEGORIES

For  p urpose s of reregi stra tion, active ingred ients of prod ucts  registe red  unde r 
the  regu lations  which were superseded by the new reg istr ation regu lations  will 
be assign ed to one of five categorie s based  on EPA ’s review  of the relevan t 
da ta available in the Re gis trat ion  Divis ion’s files, publish ed lite rat ure, and 
other sources. The  definitions of these  categorie s are as fol low s: /

Category  I: An active ingr edie nt is assign ed to Category I if all da ta requ ire­
ments  for rer egistr ation  are either satisfied by da ta avai lable  in the Agency's 
files or are  waived.  Pestic ide products con taining only Category I activ e ing re­
dients will be can did ates for full  rer egi stration when app licat ions  are solicited 
by the  Reg istr ation Division. Rereg istr atio n of such prod ucts  will remain in 
effect until the  first  five-year renewal is required,  unless, in the inte rim , suspen­
sion or canc ellat ion action  is taken .

Category  II :  An active  ingr edie nt is assig ned to Catego ry II  if da ta  avail able  
in the  Agency’s files are  not sufficient for rere gis tra tion and  if the  necessary 
tes ting  cann ot reasonably  be expecte d to be completed  pri or to October 1977. 
Thus, when the missing  da ta rel ate  to tera togenic ity or oncogenicity, or to the  
result s of chron ic feeding, repro ductio n, fol iar residue,  or expo sure  studies , 
assignmen t of the  active  ingredient  to Categ ory II  will be in order. A produ ct 
conta ining  any Category II  activ e ingred ients will be a can did ate  for  condi­
tion al rer egistr ation  when appl icati ons ar e solicited by the  Reg istratio n Divi­
sion, provided th at  the avai lable  da ta ind icate th at  the  prod uct othe rwis e meets 
the requ irem ents  for  rer egistra tion . Conditional rer egi strations  will be effective 
for a specified time period reaso nable  to allow completion of the  require d tes t­
ing and sub mittal  o f th e required  data.

Category  II I:  An activ e ingr edie nt is assign ed to Category II I if  the da ta 
avai lable  in the  Agency’s files are  not sufficient for rer egi stration and  if the 
necessa ry tes ting can reason ably be expec ted to be completed by Octobe r 1977. 
Thus, wher e da ta  on acute or subac ute toxicity to mammalian or avian species 
or aqu atic  organ isms  are  missing, assignmen t to Category II I will not  be con­
sidered for  eit her full  or conditional rer egistr ation  until the  necessary da ta 
or aqu atic  organ isms  are missing, assig nme nt to Category II I will be in order. 
A pro duct  c onta inin g any active ingr edie nts assign ed to Catego ry II I will not be 
considered for  eith er full or conditional rer egistr ation  until  the necess ary da ta 
are  provided. If  required da ta  have not  been subm itted  by the  time  for the 
scheduled call-in, reg istr ations of all prod ucts  containi ng the  ing redient  in 
question  w ill be subje ct to cancel lation.

Category IV: An activ e ingr edie nt is assign ed to Category IV if it  equals or 
exceeds any of the  risk  cri ter ia set forth  in 40 CFR 16 2.11 (a ) (3 ) and  is thus 
subje ct to a rebutta ble  presu mption again st rer egistra tion . Assignm ent to 
Category IV tak es precedence over assig nme nt to Categ ories I, II,  or I I I ; thu s 
when the  pro per ties  of an activ e ingredient  are  such as to give rise  to a reb ut­
table presu mption aga inst rere gis tra tion, the  chemical is not assign ed to any 
of the other categori es. However, the  pro per ties  of some individ ual produ cts 
may equal or exceed the  rebutta ble  presu mption cri ter ia,  even thoug h the 
prop ertie s of the ingredient did not.

Whenever a rebutta ble  presu mption arise s, whethe r aga ins t rer egi stration 
of an ingredient, of a produ ct, or of cer tain uses of a product, all affected 
reg ist ran ts will be notified of the  pres umption direc tly, by certifi ed mail.
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There is no lis t attached of ing red ien ts in Categ ory IV. In iti al  assig nments 
to thi s categ ory will be announced in the  Federal Reg ister as soon as the  basis 
of the  presumption is verified and the  affected registr an ts have been notified.

Category V: An active ingredie nt is assigned to Category V if EPA ’s review 
of the  rele van t da ta has not reach ed the  point  at  which it  can be assigned to 
one of the  oth er categories . Assignments  of these active ingred ients to oth er 
categ ories  will be announced period ically  in the  Federal Register.

SPECIAL CONSIDERATIONS

Assignment to the  above categories is made  from evaluation of da ta pe rta in­
ing to activ e ingredients. Differ ing chara cte ris tics of individual product formu- 

w lations  and use pa terns may res ult  in some varia tions in da ta requirements.
The rer egist rat ion  guidance package will specify the  applicable da ta  require­
ments for  th e prod ucts  included in the package.

For  those prod ucts  involv ing mixtu res  of activ e ingredient s the  requ irem ents  
for  each component chemical must be satisfied.  Thus, if  any of the  active 

« ingredient s fal l in Category II I,  the requ ired  da ta must be provided before  the
prod uct will be considered  for rere gis tra tion. Upon sati sfac tion  of the  Category 
II I requ irements , the produc t would be considered  for ful l or cond itional re­
reg istratio n, depend ing upon the  categ ory to which the oth er activ e ingredie nts 
have been assigned.

STA TUS OF PESTICIDES IN  LITIGATION

Pesticide ingred ients which are involved in adminis tra tive hea rings are  now 
assigned to Category V, and will not be reassigned to oth er categories or proc­
essed for rer egist rat ion  until  the proceedings are concluded. On the  da te of 
publication of thi s notice, no suspension actions  were  pending, and  the  following 
pesticide ingredient s were  the  subject of adminis tra tive he ar ings : Chlordan e/ 
Heptachlo r, Mirex, and Mercury compounds. If  a final determinat ion permittin g 
continued reg istr ation is made before  October 21, 1977, the products  involved 
will be catego rized and  considered for  reregi stra tion. If  proceedings are  not 
concluded by October 21, 1977, guidance as to any actions necessary to allow 
continued r egistr ation  will  be provided.

PUBLIC PARTICIPATION

The appended lists , grouped by reregist rat ion  category, include all active 
ingredie nts containe d in cur ren tly  regi stered products. These  list s iden tify  with 
coded entrie s the  unsa tisfied da ta  require ments  for  ingredie nts in Categories  
II  and II I,  and  for all ingredients, the  Produc t Manager  (PM) responsible for 
pesticides con taining each ingredient. Keys to the  abbreviations used precede  
the  lists.

All  communica tions  regarding any aspect of reregist ration should he ad­
dressed to the appropriate Product Manager. Addressing  such communications 
to o ther  EPA personnel will res ult  in delays.

» Any registr an t or oth er inte res ted  party  who has informa tion  which might
affect the categ ory assignments  shown in the appended lis ts is encouraged to 
submit the  info rma tion  to the  appro priate  Pro duc t Manager  for  Agency con­
side ration. Any such submissions should be in wr itin g and  should include a 
complete  c ita tion of the da ta  in quest ion (including, if the da ta were previously

* submitted , a complete  refe rence to the  reg istr ation  action  for which they were
subm itted) an d/or  a copy of the  data.  Persons  who attempt to tra nsmi t thi s 
informa tion  by telephone will do asked to p ut it  in writ ing.

Copies of all maerials  received by the  Produc t Managers in response to thi s 
notice, providing they are not protected from disclosure und er Section 10 of 
FIFRA, will be a vai lable for public inspec tion in the  office of the Fed era l Regis­
te r Section, Technical  Services Division (WH-5 69) , Office of Pesticide Pro ­
grams,  Environmen tal Pro tection  Agency, Room 401, Ea st Tower, 401 M St. 
SW., Washington, D.C. 20460, from 8 :30 a.m. to 4 :00 p.m., Monday through 
Friday.

As ingred ients are  reas sign ed from Category V to  other catego ries, and as 
other shi fts  of assignment, if any, are  made, they will be announced in subse­
quen t Federal Register notices.
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GUIDE TO USE  OF CATEGORY LIST S

Sequence. The entries in each of the category lists  are sequenced alphabeti­
cally by preferred chemical name, ignoring any nonsignificant prefix charac­
ters. When there is an accepted common name listed, it appears in the entry to the right of the "equals” sign ( =  ).

Uses. The following abbreviations for pesticide uses as employed in the lists 
of Categories in the column headed “U SES” are general ly equivalent to the classes of pesticides described in 40 C FR 162.3(ft) :
A=A lgaecides  (as apart  from other herbicides).
B= Bird  poisons and repellents.
D=A ntim icro bial  agents (disinfectants, etc., except those specified elsewhere). F=F ung icid es (for crop, industrial , and mildewcide uses).
H=H erbicides (excluding algaec ides).
I=Insecticides, acaricides, and insect repellents.
K= Inver teb rat e animal poisons (molluscicides and anti-fouling chemicals). 
M=Mammal poisons and repellents (not including rodenticides). 
N=Nem aticides.
P= Pl an t regulators.
R=Ro dentic ides.
S=Slimicid es (princ ipally for paper mills and water cooling systems). 
T= Attra cta nts (mainly for insects).
W= Fish poisons and repellents.
X= De fol ian ts and desiccants.
Z=Am phibian and reptile poisons and repellents.

P.M. Product managers represented by numbers in the column headed “PM” in the Category lists are as follows :

Product
manager No. Name

11........................................
12........................................
13........................................
15 . .....................................
16 . .....................................
17........................................
21 ........................................
22 ........................................
23 ........................................
2 4 . .....................................
25 ........................................
31 ................................. ..
32 ........................................
3 3 . .....................................
34 ........................................

Mil ler,  William H..................................................................................................
Sanders, Frank T............................................................................. ....................
Rea, James M .......................................................................................................
Gardner, Timothy  A .............................................................................................
Gee, Franklin  D. R...............................................................................................
Harrison , Gerald ... ...............................................................................................
Wilson, Eugene M .................................................................................................
Lee, John H . .........................................................................................................
Mount fort , R. F................................................... .................................................
Jacoby, Henry M ................................................. . ............................. .................
Taylo r, Robert J.......................................................................... .........................
Tavano, Joseph M................................................................................................
Geathers, Elmer D................................................................................................
Banks, James M ...................................................................................................
Castil lo, Arturo E..................................................................... ................. .........
Unassigned—Contact..........................................................................................
Dave Bowen, Info rmatio n Officer, Regis tration Div ision.................................

Telephone No. 
(area code 202)

755-9315
755-9315
755-9315
496-9425
426-9425
426-9425
426-2456
426-2456
755-1397
755-2197
755-7012
426-2635
426-9488
755-9041
426-9490
426-2454

The ma iling address for the product managers is:  Regist ration  Division (WH-567), At tn : (produ ct  manager name) (PM#------ ), Office o f Pesticide Programs, Environmental Protection Agency, 401 M St. SW., Washington,  D.C. 20460

Data gaps. The following abbreviations are used in the column headed “ DATA 
GAPS” to indicate unsatisfied data requirements for ingredients in Categories II and III. With respect to the long-term tests, the time period considered reasonable for development and submittal of each kind of study is shown. This time period will run from the date of receipt of notice of call-in for reregistration, and will coincide with the maximum period for which conditional reregistration may be granted. When 
more than one long-term study is required for a single ingredient, the longest time allowed will determine the period of conditional reregistration. Earliest possible 
data development and submission is nonetheless strongly  encouraged in order to minimize the possibility of expiration of the conditional reregistration before re­view can be completed.

The time period considered reasonable for development and submittal of any required short-term tests is six months, beginning from the date of direct notice to affected registrants of short-term gaps.
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Tim e al­
lowed for  
subm is­
sion  (in

Long- term tes ts (category I I ) : months )
T E R =  Teratogenic___________________________________________  12
REP  =  Rep roduct ion__________________________________________  24
ONC =  Oncogenic, oral adminis tra tion___________________________  36
ONC (D) —Oncogenic, dermal adminis tra tion_____________________  36
CH R— Chronic Feed ing_______________________________________  36
RN  — Foliar residue  and exposure_______________________________  48

Short-te rm tes ts (category I I I ) :
AO =  Acute oral LD 50________________________________________
AD = Acute  dermal LD50______________________________________
AI = Acute inhalat ion LC50____________________________________
El =  Eye irr ita tio n____________________________________________
DI =  Dermal ir rit at ion________________________________________
SS =  Skin sens itization--------------------------------- ----------------------------
SD = Subacute dermal_________________________________________
M A= Mamm alian  acu te oral (dietary) LD50_____________________
AV—Avian subacute die tary LC50_____________________________
AQ = Aquatic organ ism acute LC50_____________________________

Call -in
In  the  appended lists of ingredients assigned to Categories I, II , and  II I,  the

figure in the  column headed “CALL -IN ” indicate the  approximate time at  which 
Reregis trat ion Guidance Packages solicit ing applicat ions  for rere gis trat ion  will 
be dis tributed. The  codes used  equate to calendar periods  as follows:
Code: Calendar period

1 ____________________________  Febru ary  to June, 1976.
2 ____________________________  Ju ly  to September, 1976.
3 ____________________________  October to December, 1976.
4 ____________________________  Janu ary to March 1977.
5 ____________________________  April to June, 1977.
6 ____________________________  Jul y to August , 1977.
7 ____________________________  Septemb er to October, 1977.

A copy of the  li st contain ing th e da ta  requirements  t o sup por t r eregis trat ion  of 
pesticide  active ingredie nts and the  prel iminary schedule of call-ins for these  
active ingredients will be available for public  inspection  in the  U.S. Env iron ­
menta l Pro tection  Agency Publ ic Inform atio n Reference Unit, Room 2922 (EPA  
Library ), 401 M St. SW., Wash ington, D.C. 20460, as well as in the  office of the 
Fede ral Reg ister  Section, Techn ical Services Division (WH-569), Office of 
Pesti cide  Programs , Room 401, East Tower, 401 M St. SW., Wash ington, D.C. 
20460.

Dated: Febru ary  5, 1976.
Edwin L. J ohnson,

De puty As sis tan t Admin istrator
for Pesticide Programs.
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EPA OFFICE OF PESTICIDE PROGRAMS, SAFETY DATA REQUIREMENTS TO SUPPORT REREGISTRATION OF PESTICIDE 
PRODUCT ACTIVE INGREDIENTS, CATEGORY I ACTIVE INGREDIENTS. READY FOR FULL REREGISTRATION

(The active ingredients listed below are those for which data in the Environmental Protection Agency's files have been 
found to be sufficient to  suppo rt rereg istra tion.  Applicat ions  for  fu ll reregist ration of products  contain ing only ingredients 
in category I w ill  be called in according to the  indica ted schedule)

Line
No.

Chemical
code Chemical name Uses PM Data gap Call in

1 086003 3-(alpha-acetonylbenzy l)-4-hydroxycoumarin =  
wa rfa rin , sodium salt  of.

R 11 ................ 2

2 004002 Al lethr in co il______ _________________________ 1 17 ................... 33 004001 Al lyl  homolog of cinerin  1 =a lle th rin_____ _____ _ 1 17 ................... 34 066501 Aluminum phosphide____ _______ ____________ 1 11 ................. 15 013906 Aluminum sul fate ____________________________ A 25 ................... 36 101101 4-amin o-6 -te rt-b uty l-3 -(m eth ylthio )-a s-t riazin -5
<4H)-one.

H 2 5 ................ 5

7 005601 Ammonium su lfa te______ ________  __________ 1, F 25 _________ 38 054501 Bacillus popi lliae  and B. lentimorbus. Note : mi lky  
whi te disease.

1 17 ................... 3

9 006401 Bacillus thuring iens is (B er lin er ). ................ .............. 1 17 ................... 310 008001 Basic copper chlo ride____________ __________ __ F 22 ................... 311 008101 Basic copper s u lf a te .. ._________ _____________ F 2 2 ................... 312 018501 0,0 -bis(P-ch lorophe nyl )acetim idoylphosphoro-
amidothioate.

R 1 1 ................... 1
13 011102 Borax or sodium tetraborate  decahydrate________ D 3 3 .............. 314 011001 Boric acid...... ................................... ......................... .. 1 15 ................... 315 097401 Ter t-bu tylcarbamic acid, ester wi th 3-(M-hydroxy- 

phen yl) -l, l-d imethy lur ea  =  karbutilate .
H 25 _________ 3

16 075605 Calcium chloride_________________  __________ D 25,31 ,33  ................... 517 014701 Calcium hypoch lori te_______ _________________ D 34 ................... 118 015602 Camphor________________________ 1, D, F
1

1 7 ................... 419 015601 Camphor oi l_____________ _______ ___________ 17 _________ 420 029002 Chlor inated C3 hydrocarbons (1 ,2-d ichlorop ropane, 
1,3-dichloropropene and other related com­
pounds.

1. N 11 _________ 2

21 020501 Chlo rine.................. .................. .......................... A, D 3 4 _________ 322 019402 P-chlorophenoxyacetic acid, d iethanolamine  sa lt o f. H, P 2 4 _________ 223 081501 Chloropicrin....... ........... ....................................... 1, F, N 11 _________ 124 009901 3-chloro-P -to luid ine hydrochloride________ ____ B 11 ................... 225 004004 D-trans chrysanthemum monocarboxylicacid ester 
of D-2-allyl-4 -hydroxy-3-m ethyl-2 -cyclopen ten- 
1-one.

1 17 ................. 3

26 022703 Copper ammonium carbonate................... ......... .. F 2 2 ............... 327 022901 Copper carbonate_________ ____ ________ F 2 2 ................... 328 023701 Copper chloride (d ihy drate) ......... .. ................... F 2 2 .................. 329 023401 Copper hydroxide____ _____ ____ _____ F, 1 2 2 ................... 330 022702 Copper in the form of an ammonium complex........ F 2 2 ................... 3



Appendix  2 .- F eder al Pesticide Registration  Program

REPORT TO THE CONGRESS

a

BY  THE COMPTROLLER GENERAL 
OF THE UNITED STATES

Federal Pesticide Registra tion 
Program: Is It Protecting The 
Public And The Envi ronment 
Adequately From Pesticide Hazards?
Environmental Protection Agency 
Food And Drug Administration (HEW)

GAO fou nd  the fo llowing  con dit ion s:
-S afety and eff icacy data has no t been 

submitted to  support marketing  many 
pesticides. (Safety data include in fo r­
mation  on cancer, genetic  changes, 
bi rth  defec ts, and reprod uction.)  

-S afety and effi cacy data is no t required 
fo r the pesticides as marketed , o nly fo r 
ind ivid ua l active  ingredients.

-Reviews of  ine rt ingredients (such as 
viny l chloride)  are no t subjected to  the 
fu ll range of safety testing.

-M an y labels do no t comp ly w ith  re­
quirements.

-Pe sticide residue to lerances are no t 
mo nitored  o r reviewed.

-T he  safety o f pesticide residues in some 
foods has n ot been determined.

-S ta tu to ry  registration requ irements  are 
no t carried ou t on a tim ely basis.

RED-7 6- 42
DEC. 4 .1 9 7 5

(11 9)
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C O M P T R O L L E R  G E N E R A L  O F  T H E  U N IT E D  S TA T E S  
W A S H IN G T O N . D .C . 20348

B -1 33192

To  th e  P r e s id e n t  o f th e  S e n a te  an d th e  
S peake r o f  th e  Ho use o f  R e p re s e n ta t iv e s

T h is  is  th e  t h i r d  in  a s e r ie s  o f  GAO r e p o r t s  is s u e d  to  
a l e r t  th e  C o n g re ss  to  th e  s h o r tc o m in g s  in  th e  E n v ir o n m e n ta l 
P r o t e c t io n  A g e n c y 's  e f f o r t s  to  p r o t e c t  man an d th e  e n v ir o n ­
m en t fr o m  th e  e f f e c t s  o f h a rm fu l p e s t ic id e s .

We made o u r re v ie w  p u rs u a n t  to  th e  B u d g e t and A c c o u n t in g  
A c t ,  19 21  (3 1 U .S .C . 5 3 ) ,  and th e  A c c o u n t in g  an d A u d i t in g  
A c t o f  l» 5 0  (3 1 U .S .C . 6 7 ) .

C o p ie s  o f t h i s  r e p o r t  a re  b e in g  s e n t to  th e  D i r e c t o r ,  
O f f ic e  o f  Man ag em en t an d B u d g e t;  th e  S e c re ta r y  o f A g r i c u l ­
t u r e ;  th e  S e c r e ta r y  o f H e a lt h ,  E d u c a t io n ,  and W e lf a re ;  th e  
C h a ir m a n , C o u n c il  on  E n v ir o n m e n ta l Q u a l i t y ;  an d th e  
A d m in is t r a t o r ,  E n v ir o n m e n ta l P r o t e c t io n  A g e n cy .

C o m p t r o ll e r  G e n e ra l 
o f  th e  u n it e d  S ta te s
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r e g i s t e r e d  by  O c to b e r 1976  as 
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E n v ir o n m e n ta l P r o t e c t i o n  Agency 75

L e t t e r  d a te d  S ep te m ber 19 , 1975 , from  th e  
D epart m en t o f H e a lt h , E d u c a ti o n , and 
W e lf a re  66

P r i n c ip a l  o f f i c i a l s  of EPA an d HEW
r e s p o n s ib l e  fo r  a c t i v i t i e s  d is c u s s e d  in

t h i s  r e p o r t  89

ABBREVIATIONS

B en ze ne  h e x a c h lo r id e  
E th y le n e  b is d i th io c a r b a m a te  
E th y le n e  th io u r e a
E n v ir o n m e n ta l P r o t e c t i o n  Age nc y 
Foo d an d Drug A d m in is t r a t io n  
F e d e ra l E n v ir o n m e n ta l P e s t i c i d e  C o n tr o l A ct  
F e d e ra l Foo d,  Drug  an d C o sm eti c  A ct
F e d e ra l I n s e c t i c i d e ,  F u n g ic id e , an d R o a e n ti c id e  Act  
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P e n ta c h lo ro n i t ro b e n z e n e  
P e s t i c i d e  r e g u l a t i o n
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A c c e p ta b le  d a i l y  in ta k e

A c t iv e  in g r e d ie n t

A c u te  t o x i c i t y

A d u lt e r a te d

C a rc in o g e n  ic

C h o li n e s te ra s e  i n h i b i t o r
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G lo s s a ry

M a n 's  d a i l y  in ta k e  o f a sub ­
s ta n c e  d u r in g  h is  l i f e t i m e  
w h ic h  a p p e a rs  to  be w it h o u t  
a p p re c ia b le  h e a lt h  r i s k  on 
th e  b a s is  o f a l l  f a c t s  know n 
a t  th e  t im e .

An in g r e d ie n t  in  a p e s t ic id e  
w h ic h  w i l l  (1 )  p r e v e n t ,  
d e s t r o y ,  r e p e l ,  a t t r a c t ,  
o r  m i t ig a t e  any p e s t ,  (2 )  
a c c e le r a te  o r r e ta r d  th e  
g ro w th  r a te  o r m a tu r a t io n  
r a te  o r o th e rw is e  a l t e r  th e  
b e h a v io r  o f  o rn a m e n ta l o r 
c ro p  p la n t s  o r th e  p ro d u c t  
t h e r e o f  ( p la n t  g ro w th  r e g u la ­
t o r ) ,  (3 )  cause  th e  f o l i a g e  
to  d ro p  fr o m  a p la n t  ( d e f o l i ­
a n t ) ,  and (4 )  a r t i f i c a l l y  
a c c e le r a te  th e  d r y in g  o f 
p la n t  t is s u e  ( d e s s ic a n t ) .

The p r o p e r t y  o f  a s u b s ta n c e  
o r m ix tu r e  o f  s u b s ta n c e s  
w h ic h  causes  a d v e rs e  e f f e c t s  
in  an o rg a n is m  th ro u g h  a 
s in g le  e x p o s u re .

Food  o r a p e s t ic id e  fo rm u la ­
t i o n  c o n ta in in g  c h e m ic a ls  
o r s u b s ta n c e s  a t  v a r ia n c e  
w i t h  th e  am ounts  p re s c r ib e d  
by la w .

The p r o p e r t y  o f  a s u b s ta n c e  o r  
a m ix tu re  o f  s u b s ta n c e s  w h ic h  
p ro d u c e s  o r i n c i t e s  c a n c e r in  
a l i v i n g  t i s s u e .

A s u b s ta n c e  t h a t  i n h i b i t s  
a c t io n  o f  c h o l in e s t e r a s e ,  a 
n e rv o u s  sys te m  enzy m e, th e re b y  
d i s r u p t in g  n e rv e  a c t i v i t y  
w h ic h  ca n r e s u l t  in  d e a th .
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C h ro n ic  fe e d in g  s tu d y

Com pe nd ium o f  R e g is te re d  
P e s t ic id e s

D is in f e c t a n t

E f f e c t i v e

FEPCA r e g i s t r a t i o n  
p ro g ra m

F u n g ic id e

H e r b ic id e

A s tu d y  d u r in g  th e  l i f e t i m e  
o f t e s t  a n im a ls  in v o lv in g  
m u l t i p l e  e x p o s u re s  to  sub ­
s ta n c e s  in  t h e i r  fo o d .  Th e 
s t u d y 's  p u rp o s e  is  to  f in d  a 
maxim um le v e l  t h a t  in d u c e s  no 
t o x i c o lo g i c a l  e f f e c t  and to  
d e te rm in e  th e  n a tu re  and 
d e g re e  o f  lo n g - te r m  t o x ic  
e f f e c t s .

A c o m p il a t io n  o f p e s t i c id e  
c h e m ic a l uses r e g is t e r e d  by  
EPA.

An a g e n t o r s u b s ta n c e  t h a t  
f r e e s  fr o m  i n f e c t i o n ;  e sp e ­
c i a l l y ,  a c h e m ic a l t h a t  
d e s t ro y s  v e g e ta t iv e  fo rm s  o f  
h a rm fu l m ic ro o rg a n is m s  e x c e p t­
in g  b a c t e r ia l  s p o re s .

As  a p p li e d  to  p e s t ic id e s  th e  
c o m p o s it io n  o f  a p e s t ic id e  
p ro d u c t  is  su ch to  w a r ra n t  
th e  p ro p o s e d  c la im s  f o r  i t .

A p ro g ra m  to  r e r e g is t e r  a l l  
e x i s t i n g  p e s t ic id e s  r e g is t e r e d  
by  EPA ( i n t e r s t a t e  p e s t i c id e s ) ,  
as  w e l l  as th o s e  n o t  p re ­
v io u s ly  r e g is t e r e d  by EPA 
( i n t r a s t a t e  p e s t ic id e s )  d u r ­
in g  th e  2 -y e a r  p e r io d  en ded  
O c to b e r  19 7 6 . Th e p ro g ra m  
was r e q u ir e d  by  th e  F e d e ra l 
E n v ir o n m e n ta l P e s t ic id e  
C o n t r o l  A c t  (FE PCA) o f  1972 .

P r e p a ra t io n s  in te n d e d  f o r  
p r e v e n t in g ,  d e s t r o y in g ,  
r e p e l l i n g ,  o r m i t i g a t i n g  
any fu n g i  (m u sh ro o m s, m o ld s , 
m il d e w s , r u s t s ,  e t c . ) .

P r e p a ra t io n s  in te n d e d  f o r  
p r e v e n t in g ,  d e s t r o y in g ,  
r e p e l l i n g ,  o r m i t i g a t i n g  
unw an te d  p la n t s  o r weed p la n ts  
d e c la re d  to  be p e s ts .

*

k



I n s e c t i c id e

I n e r t  in g r e d ie n t

Mra k C om m is s io n

M u ta g e n ic

N e g l ig ib le  re s id u e

N o n ta rg e t  s p e c ie s

O n co ge n ic

70 -1 34  0  -  76 - 9
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A l l  p r e p a r a t io n s  in te n d e d  f o r  
p r e v e n t in g ,  d e s t r o y in g ,  
r e p e l l i n g ,  o r m i t i g a t in g  
in s e c t s .

An in g r e d ie n t  in  a p e s t ic id e  
o th e r  th a n  an a c t iv e  in g re d ­
ie n t .  Su ch  in g r e d ie n t s  a re  
u s u a l ly  ad de d as  a s o lv e n t ,  
t h ic k e n e r ,  p r o p e l le n t ,  o r  
o th e r  su ch  use s to  enhance 
th e  e f f e c t i v e n e s s  o r to  
f a c i l i t a t e  th e  us e o f  th e  
p e s t ic id e .

A co m m is s io n  e s ta b l is h e d  by 
th e  S e c r e ta r y  o f  HEW in  19 69  
to  s tu d y  p e s t ic id e s  an d 
t h e i r  r e l a t i o n s h ip  to  
e n v ir o n m e n ta l h e a l t h .

The p r o p e r t y  o f  a s u b s ta n c e  
o r  m ix tu r e  o f  s u b s ta n c e s  
w h ic h  in d u c e s  g e n e t ic  
changes  in  s u b s e q u e n t g e n e ra ­
t io n s .

An amou nt  o f a p e s t ic id e  
r e s id u e  t h a t  i s  re g a rd e d  
as t o x i c o l o g i c a l l y  i n s i g n i f i ­
c a n t .  EPA ha s c o n s id e re d  
t h i s  to  be le s s  th a n  .1  pp m.

Tho se  p la n t s  an d a n im a ls  
( in c lu d in g  man) t h a t  a re  n o t 
in te n d e d  to  be c o n t r o l l e d ,  
i n ju r e d ,  k i l l e d ,  o r d e t r i ­
m e n ta ll y  a f f e c te d  in  an y 
wa y by a p e s t i c id e .

Th e p r o p e r t y  o f  a s u b s ta n c e  
o r  a m ix tu r e  o f  s u b s ta n c e s  
w h ic h  p ro d u c e s  o r i n c i t e s  
tu m o r fo rm a t io n s  in  l i v i n g  
t i s s u e .



126

P e s t ic id e  to le ra n c e A s c i e n t i f i c a l l y  and l e g a l l y  
e s ta b l is h e d  l i m i t  f o r  th e  
am ount o f  c h e m ic a l r e s id u e  
p e r m it te d  to  re m a in  in  o r on 
a h a rv e s te d  fo o d  o r fe e d  
c ro p  as a r e s u l t  o f th e  
a p p l i c a t io n  o f  a c h e m ic a l 
f o r  p e s t - c o n t r o l  p u rp o s e s .

R es id u e A c t iv e  i n g r e d ie n t ( s ) an d
d i s s im i l a t i o n  p ro d u c ts  t h a t  wcan be d e te c te d  in  c r o p s ,  
s o i l ,  fo o d ,  w a te r ,  and o th e r  
com ponen ts  o f th e  e n v ir o n m e n t 
f o l lo w in g  th e  us e o f  th e
p e s t ic id e .  *

R o d e n t ic id e P r e p a ra t io n s  in te n d e d  f o r  
p r e v e n t in g ,  d e s t r o y in g ,  
r e p e l l i n g ,  or m i t i g a t in g  
r o d e n ts  and c lo s e ly  r e la te d  
s p e c ie s  d e c la re d  to  be p e s ts .

S a fe As a p p li e d  to  p e s t ic id e s ,  a 
p e s t ic id e  p ro d u c t  w h ic h  w i l l  
p e r fo rm  i t s  in te n d e d  f u n c t io n s  
w i t h o u t  u n re a s o n a b le  a d v e rs e  
e f f e c t s  on man and th e  e n v ir o n ­
m e n t,  t h a t  i s ,  w it h o u t  any 
u n re a s o n a b le  r i s k  to  man o r 
th e  e n v ir o n m e n t,  c o n s id e r in g  
th e  e c o n o m ic , s o c ia l ,  and 
e n v ir o n m e n ta l c o s ts  and 
b e n e f i t s  o f  th e  us e o f th e  
p e s t i c i d e .

S u b a cu te  t o x i c i t y Th e p r o p e r t y  o f  a s u b s ta n c e  
o r m ix tu re  o f  s u b s ta n c e s  
w h ic h  causes  a d v e rs e  e f f e c t s  
in  an o rg a n is m  on re p e a te d  
e x p o s u re  w i t h i n  90 days o f  
th e  i n i t i a l  e x p o s u re .

S yn e rg  ism Th e c o o p e r a t iv e  a c t io n  o f
s e p a ra te  s u b s ta n c e s  so t h a t  •
th e  t o t a l  e f f e c t  i s  g r e a te r
th a n  th e  sum o f  th e  e f f e c t s
o f  th e  s u b s ta n c e s  a c t in g
in d e p e n d e n t ly .
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T e r a to g e n ic  Th e p r o p e r t y  o f  a s u b s ta n c e
o r m ix tu r e  o f  s u b s ta n c e s  w h ic h  
p ro d u c e s  o r  i n c i t e s  b i r t h  
d e f e c t s ,  o r d i n a r i l y  n o t  
h e r e d i t a b le ,  in  o r  on an 
a n im a l em bry o o r  f e t u s .

T r a n s lo c a t io n  Th e a t ta c h m e n t o f a b ro k e n -
o f f  se gm ent o f  on e ch ro m os om e 
to  a n o th e r ;  e s p e c ia l l y ,  th e  
e xch a ng e  o f  p a r t s  be tw een 
d i s s im i l a r  chro m osom es.



COMPTROLLER GENERAL'S 
REPORT TO THE CONGRESS
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The  A m er ic an  co ns um er  has n o t be en  a d e q u a te ly  
p r o t e c te d  from  th e  p o t e n t i a l  h a z a rd s  of  p e s t i ­
c id e  use  b ecau se  of in a d e q u a te  e f f o r t s  to  
im ple m en t p r o v i s io n s  of  th e  F e d e ra l la w s 
r e g u l a t i n g  p e s t i c i d e s  which  r e q u i r e  t h a t

— o n ly  e f f e c t i v e  p e s t i c i d e s  be r e g i s t e r e d  
( th o s e  t h a t  w i l l  n o t c a u se  u n re a s o n a b le  
a d v e rs e  e f f e c t s  on human h e a l t h  an d th e  
e n v ir o n m e n t)  an d

— r e s id u e s  of p e s t i c i d e s  in  fo od be a d e ­
q u a te ly  checked  so t h a t  consu m ers  a re  
n o t expose d  to  h a rm fu l l e v e l s .

GAO has is s u e d  th r e e  o th e r  r e p o r t s  on s h o r t ­
co m in gs in  th e  E n v ir o n m e n ta l P r o t e c t i o n  
A g en cy 's  p ro gra m  to  r e g u l a te  th e  use  o f 
p e s t i c i d e s .

The  E n v ir o n m e n ta l P r o t e c t i o n  Age nc y an d Fo od  
an d Drug A d m in is t r a t io n  sh o u ld  d e te rm in e  th e  
a d d i t i o n a l  fu n d s , s t a f f ,  e q u ip m e n t,  an d f a c i l i ­
t i e s  needed  to  c a r r y  o u t t h e i r  r e s p o n s i b i l i t i e s  
to  p r o t e c t  th e  p u b l i c  fro m u n s a fe  and i n e f f e c ­
t i v e  p e s t i c i d e s  an d sh o u ld  p r e s e n t  t h i s  i n f o r ­
m ati o n  to  th e  C o n g re s s . T h is  r e p o r t  c o n ta in s  
mo re th a n  a doz en  re com m endati ons fo r  im pro v in g  
tn e  p e s t i c i d e  r e g i s t r a t i o n  an d to l e r a n c e  
p ro g ra m s. (S ee  p p . 22 , 36 , 48 , 65,  an d 7 3 .)

R e g i s t r a n t s  ha ve  n o t s u b m it te d  r e q u i r e d  s tu d ie s  
on su ch  i s s u e s  as  p e s t i c i d e  e f f e c t s  on re p ro d u c ­
t i o n ,  b i r t h  d e t e c t s ,  and perm anen t g e n e t i c  
changes fo r  many r e g i s t e r e d  p e s t i c i d e s .  The  
a b se n c e  of  in f o rm a t io n  on p e s t i c i d e s  to  which  
much of  th e  p o p u la t io n  i s  expose d  d a i l y — su ch
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as  th o s e  in  fo o d s  and in  th e  e n v ir o n m e n t— me ans 
t h a t  th e  E n v ir o n m e n ta l P r o t e c t io n  A gency c a n n o t 
be s u re  t h a t  hum an h e a lt h  o r  th e  e n v ir o n m e n t 
is  b e in g  a d e q u a te ly  p r o te c te d .

Th e E n v ir o n m e n ta l P r o t e c t io n  A gency s h o u ld  
r e q u i r e  t h i s  in f o r m a t io n  t o r  a l l  f u t u r e  r e g is ­
t r a t i o n s  and r e g i s t r a t i o n  re n e w a ls .  (S ee p p .
7 to  10 a nd 13 to  1 5 .)

Th e A g ency  a s s e s s e s  a p e s t i c i d e 's  s a fe t y  by s tu d y ­
in g  in d i v i d u a l  a c t iv e  in g r e d ie n t s ,  n o t  th e  p e s t i ­
c id e  as  m a rk e te d .

T h e re  is  l i t t l e  o r no in f o r m a t io n  on th e  lo n g ­
te rm  e f f e c t s  o f  th e  p e s t ic id e  as  m a rk e te d  
on  hum an h e a l th  and th e  e n v ir o n m e n t,  p a r t i c u l a r l y  
when th e  f o r m u la t io n  c o n ta in s  tw o o r more in g r e ­
d ie n t s  w h ic h ,  when c o m b in e d , may be more t o x ic  th a n  
th e  i n d i v id u a l  in g r e d ie n t s .

Th e E n v ir o n m e n ta l P r o t e c t io n  A gency s h o u ld  d e t e r ­
m in e w h e th e r t e s t in g  p e s t ic id e s  as m a rk e te d  
s h o u ld  be r e q u i r e d .  (S ee  p p . 11 to  1 3 . )

A ls o ,  i t s  t e s t i n g  r e q u ir e m e n ts  f o r  i n e r t  in g r e ­
d ie n t s  in  p e s t ic id e  f o r m u la t io n s  a re  le s s  s t r i n g e n t  
th a n  th o s e  f o r  a c t iv e  in g r e d ie n t s .

Some o f  th e  i n e r t  in g r e d ie n t s ,  such  as  v i n y l  
c h lo r i d e ,  may be as h a z a rd o u s  to  man and th e  
e n v ir o n m e n t as  a re  th e  a c t i v e  in g r e d ie n t s .
(S ee  p p . 18 to  2 1 . )

GAO's  re v ie w  o f  100  ra n d o m ly  s e le c te d  p e s t ic id e s  
n o te d  many in s ta n c e s  w here  r e q u ir e d  p r e c a u t io n a r y  
s ta te m e n ts  w ere  m is s in g  fr o m  a p p ro v e d  la b e ls  
a n d /o r  r e q u ir e d  d a ta  was m is s in g  fr o m  E n v ir o n m e n ta l 
P r o t e c t io n  A gency  f i l e s .  (S ee p p . 27 to  3 5 . )

Th e la w  r e q u ir e s  t h a t  a t o le r a n c e  ( th e  maxim um  
p e s t ic id e  r e s id u e  c o n c e n t r a t io n  a ll o w e d  in  fo o d )  
be e s ta b l is h e d  f o r  a l l  p e s t ic id e s  w h ic h  re m a in  
in  o r  on a t r e a te d  fo o d .  A lt h o u g h  th e  E n v ir o n ­
m e n ta l P r o t e c t io n  A gency e s ta b l is h e s  a l l  t o l e r ­
ances  f o r  p e s t ic id e s  re m a in in g  in  fo o d ,  th e  
Fo od  an d D ru g  A d m in is t r a t io n  is  r e s p o n s ib le  f o r  
m ak in g  s u re  t h a t  r e s id u e s  do  n o t exceed  t o le r a n c e s .  
(S ee  p .  3 8 .)
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Many p e s t ic id e  to le r a n c e s  w ere  e s ta b l is h e d  b e fo re  
c e r t a in  s a fe ty  t e s t in g  was r e q u i r e d .  Th e E n v ir o n ­
m e n ta l P r o te c t io n  A gency  does n o t  re v ie w  p e r io d ­
i c a l l y  th e  adequacy o f  d a ta  s u p p o r t in g  t o le r a n c e s  
f o r  p e s t ic id e  r e s id u e s  on fo o d  to  in s u re  t h a t  
such re s id u e s  a re  n o t in ju r io u s  to  c o n s u m e rs .

C o n s e q u e n t ly ,  many ty p e s  o f  s a fe ty  d a ta  have  
n o t  be en  o b ta in e d  f o r  p e s t ic id e s  w i th  fo o d  
t o le r a n c e s .  (S ee Dp . 38 to  4 4 .)

Many to le r a n c e s ,  c u r r e n t l y  in  e f f e c t ,  w ere  e s ta b ­
l is h e d  in  th e  1950s w i t h o u t  re s id u e  d a ta ,  and 
t h e r e f o r e ,  t o t a l  hum an e x p o s u re  to  re s id u e s  o f  
c e r t a in  p e s t ic id e s  is  n o t  know n and may exceed 
s a fe  l e v e l s .  (S ee  p p . 42 to  4 4 .)

Th e Fo od  and D ru g A d m in is t r a t io n 's  re s id u e  t e s t in g  
p ro g ra m  is  l im i t e d  to  a b o u t 90 o f  th e  a p p r o x i ­
m a te ly  230 a c t iv e  p e s t ic id e  in g r e d ie n t s  f o r  w h ic h  
th e  E n v ir o n m e n ta l P r o t e c t io n  Agency ha s e s ta b ­
l is h e d  to le r a n c e s .  Fo od  s h o u ld  be p e r i o d i c a l l y  
te s te d  f o r  a l l  p e s t ic id e s  w h ic h  m ig h t e n te r  th e  
fo o d  c h a in .

Th e E n v ir o n m e n ta l P r o te c t io n  A gency ha s 
r e g is t e r e d  p e s t ic id e s  f o r  use s r e s u l t i n g  in  
r e s id u e s  on fo o d  p r o d u c ts ,  a lt h o u g h  to le ra n c e s  
f o r  th e  r e s id u e s  have n o t be en  e s ta b l is h e d .
(S ee  p p . 44 to  4 7 .)

The  E n v ir o n m e n ta l P r o te c t io n  A gency ha s e s ta b l is h e d  
a syste m  o f  in t e r im  to le ra n c e s  to  a ll o w  u s in g  a 
p e s t ic id e  w h il e  r e v ie w in g  th e  to le r a n c e  p e t i t i o n .  
I n t e r im  to le ra n c e s  w ere  som etim es e s ta b l is h e d  in  
ca se s  where  (1 )  q u e s t io n s  o f  s a fe ty  e x is t e d ,  (2 )  
in a d e q u a te  d a ta  on r e s id u e  le v e ls  was p ro v id e d ,  
an d (3 )  p e t i t i o n e r s  s u b m it te d  no d a ta  to  s u p p o r t  
th e  s a fe ty  o f  th e  p ro p o s e d  u s e s . (S ee  p p .  51 to  6 4 . )

Under p re s e n t  le g a l  re q u ir e m e n ts  o f  th e  F e d e ra l 
E n v ir o n m e n ta l P e s t ic id e  C o n t r o l A c t ,  th e  E n v ir o n ­
m e n ta l P r o t e c t io n  A gency  m ust r e g is t e r  a b o u t 46 ,0 0 0  
p e s t ic id e s  by  O c to b e r  19 76  and in  a d d i t io n  m ust 
p ro c e s s  i t s  n o rm a l w o rk lo a d .  P r e s e n t ly ,  th e  A gency 
does n o t have  th e  n e c e s s a ry  s t a f f i n g  o r fu n d in g  
t o  s u f f i c i e n t l y  re v ie w  and r e g is t e r  th e s e  p e s t i ­
c id e s  w i t h in  th e  t im e  fr am e  p ro v id e d  o r to  a s s u re  
th e  p u b l ic  t h a t  th e s e  p e s t ic id e s  a re  s a fe  and 
e f f e c t i v e  wh en us ed  a c c o rd in g  to  la b e l  d i r e c t i o n s .

Tear Sheet i i i
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To co mpo un d th e  p ro b le m , th e  A gency  was a b o u t 
9 m on th s  l a t e  in  is s u in g  r e g u la t io n s  to  be 
f o l lo w e d  in  r e g is t e r in g  th e  p e s t ic id e s .
(S ee  p p .  67 t o  7 0 .)

P e s t ic id e  r e g i s t r a t i o n s  a re  v a l i d  f o r  5 y e a rs  
an d m u s t,  by la w , be re new ed o r c a n c e le d  a t  
th e  en d o f  t h i s  p e r io d .  H ow e ve r,  th e  E n v ir o n ­
m e n ta l P r o t e c t io n  Agency  has n o t  be en  re n e w in g  
p e s t i c id e  r e g i s t r a t i o n s  as  r e q u i r e d ;  many 
p e s t ic id e s  wh os e r e g i s t r a t i o n s  a re  o v e r 5 y e a rs

* o ld  s t i l l  a re  b e in g  m a rk e te d .  (S ee p p . 70 to  
7 2 .)

Th e E n v ir o n m e n ta l P r o t e c t io n  A gency  s ta te d  t h a t
4 th e  r e p o r t  is  an e x h a u s t iv e  an d g e n e r a l ly  e x c e l ­

l e n t  s tu d y  o f  p e s t i c id e  r e g i s t r a t i o n  and t o l e r ­
anc e s e t t i n g .  Th e A gency n o te d  t h a t  GAO 's 
o b s e r v a t io n s  o f  th e  p ro g ra m  c o v e re d  a p e r io d  
d u r in g  w h ic h  m a jo r  changes  w ere  made in  o r g a n i­
z a t io n ,  p ro c e d u re s ,  an d r e g u la t io n s  and t h a t  
many o f  th e  p ro b le m s  w o u ld  be c o r r e c te d  by  
i t s  new r e g i s t r a t i o n  r e g u la t io n s  o r by changes 
to  e x i s t i n g  p ro g ra m s  in  l i n e  w it h _ re c o m m e n d a ti o n s  
in  th e  r e p o r t .

H o w e ve r,  th e  E n v ir o n m e n ta l P r o t e c t io n  A gency  s a id  
i t  w o u ld  n o t  r e q u ir e  th e  f u l l  ra n g e  o f  d a ta  to  
s u p p o r t  r e g i s t r a t i o n  u n d e r th e  19 72  a c t  because  
o f  l im i t e d  s t a f f  and t im e .  D a ta  in c lu d in g  
m u ta g e n ic i t y  o r  p e rm a n e n t g e n e t ic  c h a n g e s , 
e n v ir o n m e n ta l c h e m is t r y ,  and e f f i c a c y  ( f o r  
a g r i c u l t u r a l  p e s t ic id e s )  w i l l  n o t  be r e q u i r e d .  
(S ee  p p . 23 and 2 4 .)

Th e E n v ir o n m e n ta l P r o t e c t io n  A g ency  d id  n o t  a g re e  
to  r e q u i r e  th e  f u l l  ra n g e  o f s a fe t y  t e s t in g  o f  
i n e r t  in g r e d ie n t s  (s e e  p . 25) o r  to  c o n s id e r  
f u r t h e r  th e  ne ed  f o r  t e s t i n g  o f  p e s t ic id e s  as  
fo rm u la te d  (s e e  p p . 25  an d 2 6 ) .  GAO does n o t 
c o n c u r w i t h  th e  E n v ir o n m e n ta l P r o t e c t io n  A g e n c y 's  
w a iv e r  o f  r e q u ir e d  d a ta  f o r  r e g i s t r a t i o n  u n d e r 
th e  a c t  o r w i t h  i t s  i n t e n t i o n  to  r e q u i r e  o n ly  
l im i t e d  d a ta  f o r  i n e r t  in g r e d ie n t s  an d f o r  p e s t i -

* c id e s  as fo r m u la te d .  GAO b e li e v e s  t h i s  d a ta  
n e c e s s a ry  f o r  th e  E n v ir o n m e n ta l P r o te c t io n  
A gency to  c a r r y  o u t  i t s  m andate  to  r e g is t e r  
o n ly  e f f e c t i v e  p e s t ic id e s  w h ic h  w i l l  n o t  cause 
u n re a s o n a b le  a d v e rs e  e f f e c t s  to  man o r th e

*  e n v ir o n m e n t .
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The D e p a rt m e n t o f H e a lt h ,  E d u c a t io n ,  and W e lf a re  
a g re e d  to  c o o rd in a te  f u t u r e  p e s t ic id e  r e s id u e  
t e s t in g  w i t h  th e  E n v ir o n m e n ta l P r o t e c t io n  A gency 
Dut d id  n o t  co n cu r w i t h  GAO 's re co m m e n d a ti o n  t h a t  
th e  p e s t ic id e  s u r v e i l la n c e  p ro g ra m  be exp anded 
to  in c lu d e  p e r io d ic  t e s t in g  o f fo o d  f o r  a l l  
p e s t ic id e s  w i th  t o le r a n c e s .  H e a lt h ,  Educa­
t i o n ,  and W e lf a re  s a id  th a t  i t s  s u r v e i l la n c e  
p ro g ra m  d e te c ts  o v e r 90 o f  th e  more p e r s is t e n t  
and t o x ic  p e s t ic id e s  w h ic h  f o r  th e  p a s t  10 
y e a rs  have  be en  w e l l  w i t h in  p r e s c r ib e d  l i m i t s  
in  fo o d .

GAO re c o g n iz e s  H e a lt h ,  E d u c a t io n ,  and W e l fa r e 's  
ne ed  to  c o n c e n t ra te  i t s  m o n it o r in g  a c t i v i t i e s  
on th o s e  p e s t ic id e s  p re s e n t in g  th e  g r e a te s t  
h a z a rd . H ow ever,  GAO doe s n o t b e li e v e  t h a t  
re s id u e s  o f th e  more p e r s is t e n t  and t o x ic  
p e s t ic id e s  a re  r e l i a b l e  in d ic a t o r s  o f o th e r  
p e s t ic id e  r e s id u e s .  Th e e x is t i n g  s u r v e i l la n c e  
p ro g ra m  s h o u ld  n o t p re c lu d e  th e  p e r io d ic  t e s t in g  
f o r  o th e r  p e s t ic id e s .  (S ee  p p . 49 and 5 0 . )
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CHAPTER 1

INTRODUCTION

P e s t ic id e s  a re  s u b s ta n c e s  us ed  to  c o n t r o l  h a rm fu l 
in s e c t s ,  d is e a s e s ,  r o d e n ts ,  w eeds, b a c t e r ia ,  and o th e r  
p e s ts  t h a t  a t t a c k  m a n 's  fo o d  and f i b e r  s u p p li e s  and 
th re a te n  h is  h e a lt h  and w e l f a r e .  In  19 73  ( th e  l a t e s t  
y e a r  o f a v a i la b le  d a t a ) ,  1 ,2 8 9  m i l l i o n  pounds o f  
p e s t ic id e s  w it h  a v a lu e  o f  $ 1 ,4 9 3  m i l l i o n  w ere  p ro d u c e d  
in  th e  U n it e d  S ta te s .  A b o u t 1 b i l l i o n  pounds a re  us ed  
d o m e s t ic a l ly  ea ch  y e a r  —  55 p e rc e n t  f o r  a g r i c u l t u r e ;  30 
p e rc e n t  f o r  i n d u s t r i a l ,  i n s t i t u t i o n a l ,  and g o v e rn m e n ta l 
u se ; and 15 p e rc e n t  f o r  home and g a rd e n  u s e .

A p p ro x im a te ly  2 9 ,0 0 0  p e s t ic id e  p r o d u c ts — in c lu d in g  
in s e c t i c id e s ,  r o d e n t ic id e s ,  h e r b ic id e s ,  f u n g ic id e s ,  and 
d i s i n f e c t a n t s — made fr o m  1 o r more o f  a b o u t 1 ,8 00  
c h e m ic a ls  w ere  r e g is t e r e d  w i th  th e  E n v ir o n m e n ta l P r o te c ­
t i o n  A gency (EPA ) as o f J a n u a ry  1975. These p e s t ic id e s  
a re  id e n t i f e d  as f o l lo w s .

Nu mb er P e rc e n t

I n s e c t ic id e s 1 4 ,2 1 0 49
R o d e n t ic id e s 928 3
H e r b ic id e s 5 ,0 46 17
F u n g ic id e s 4 ,0 0 2 14
D is in f e c t a n t s 4 ,8 1 4 17

T o ta l 2 9 ,0 0 0 100

P e s t ic id e s  a re  a m ix ed  b le s s in g .  The y a re  b e n e f i c i a l  
in  t h a t  th e y  sa ve  l i v e s  by c o n t r o l l i n g  d is e a s e -b e a r in g  
in s e c t s ;  m in im iz e  c ro p  damage du e to  in s e c t s ,  w eeds, and 
o th e r  p e s ts ;  and p r o t e c t  h o u s e h o ld s  fr o m  i n f e s t a t io n s  o f  
f l i e s ,  ro a c h e s , r a t s ,  m ic e , and o th e r  p e s ts .  Beca use  o f  
th e s e  b e n e f i t s ,  p e s t ic id e s  hav e become  in c r e a s in g ly  im p o r ­
t a n t  in  a g r i c u l t u r e  p r o d u c t io n ,  p u b l ic  h e a lt h  and s a n i t a ­
t i o n ,  p r o t e c t io n  o f  n a t u r a l  r e s o u rc e s ,  and im p ro ve m e n t o f  
m an 's  w e l l - b e in g .  H o w eve r,  th e y  a re  a ls o  h a z a rd o u s  
because  th e y  a re  p o is o n o u s  to  p e o p le ,  a n im a ls ,  and th e  
e n v ir o n m e n t i f  us ed im p ro p e r ly  o r w i t h o u t  s u f f i c i e n t  
kn o w le d g e  o f t h e i r  s id e  e f f e c t s .  P e s t ic id e s  ca n c o n ta m in a te  
w a te r ,  a i r ,  o r s o i l  and ca n a c c u m u la te  in  man , a n im a ls ,  
and th e  e n v ir o n m e n t.  In  a d d i t i o n ,  p e r s is t e n t  p e s t ic id e s  
ca n c r e a te  p o t e n t i a l  f u t u r e  h a z a rd s  to  man and  w i l d l i f e  
because  r e s id u e s  may b u i ld  up in  th e  fo o d  c h a in  and cause  
w id e s p re a d  c o n ta m in a t io n  o f  th e  e n v ir o n m e n t.

1
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Th e b a s ic  le g a l  a u t h o r i t y  f o r  r e g u la t in g  p e s t ic id e s  is  
in  ( 1 )  th e  F e d e ra l I n s e c t i c id e ,  F u n g ic id e ,  an d R o d e n t ic id e  
A c t  (F IF R A ) o f  15*47 (7 U .S .C . 1 3 5 ) ,  as  am ended by  th e  
F e d e ra l E n v ir o n m e n ta l P e s t ic id e  C o n t r o l  A c t  (FE PCA) o f  
iy ? 2  (7  U .S .C . 1 3 6 ) ,  and (2 )  th e  F e d e ra l F ood , D ru g and  
C o s m e ti c  A c t  (FF DC A) o f ly 3 8 ,  as am ended (2 1 (J .S .C . 3 0 1 ) . 
A u t h o r i t y  f o r  a d m in is te r in g  FIFRA was t r a n s f e r r e d  fr o m  
th e  D e p a rt m e n t o f  A g r ic u l t u r e  a lo n g  w i t h  th e  r e s p o n s ib le  
o r g a n iz a t io n a l  e le m e n ts  to  EPA on  Dec em be r 2 , 19 7 0 , p u r ­
s u a n t t o  R e o rg a n iz a t io n  P la n  N o. 3 o f  iy 7 0  w h ic h  e s ta b ­
li s h e d  EPA .

Because o u r e a r l i e r  r e p o r t s 1  in d ic a te d  w eaknesses in  
E i/ A 's  an d F D A 's  e f f o r t s  to  p r o t e c t  man and h is  e n v ir o n m e n t 
fr o m  th e  e f f e c t s  o f h a rm fu l p e s t ic id e s  and because  o f  th e  
w id e s p re a d  c o n c e rn  a b o u t th e s e  e f f e c t s ,  we re v ie w e d  E P A 's  
p o l i c i e s  and p r a c t ic e s  f o r  p e s t ic id e  r e g i s t r a t i o n  and 
e s ta b li s h m e n t  o f t o le r a n c e s .

PESTIC ID E RE GISTRATION

P e s t ic id e s  a re  r e g u la te d  by  th e  F e d e ra l G overn m ent 
to  in s u re  t h a t  q u a l i t y  p ro d u c ts  a re  a v a i la b le  to  th e  
p u b l ic  and t h a t  when p r o p e r ly  u sed , th e s e  p ro d u c ts  w i l l  
p ro v id e  consum ers  w it h  e f f e c t i v e  p e s t  c o n t r o l  w i t h o u t  
u n re a s o n a b le  a d v e rs e  e f f e c t s  on man or th e  e n v ir o n m e n t.
EPA is  th e  F e d e ra l agency w i th  p r im a ry  r e s p o n s ib i l i t y  f o r  
r e g u la t in g  p e s t ic id e s .

EPA r e g is t e r s  a p e s t ic id e  when i t  d e te rm in e s  th a t

— th e  p e s t i c id e 's  c o m p o s it io n  is  su ch  as to  w a r ra n t  
i t s  p ro p o s e d  c la im s  (p r o d u c t  e f f i c a c y ) ,

— th e  p e s t i c i d e 's  la b e l in g  and o th e r  m a te r ia l
r e q u ir e d  to  be s u b m it te d  c o m p ly  w i t h  re q u ir e m e n ts ,

— th e  p e s t ic id e  w i l l  p e r fo rm  i t s  in te n d e d  f u n c t io n  
w i t h o u t  u n re a s o n a b le  a d v e rs e  e f f e c t s  on  th e  
e n v ir o n m e n t ( p ro d u c t  s a f e t y ) ,  and

1  R e p o rts  on ‘'E n v ir o n m e n ta l P r o t e c t io n  Agency E f f o r t s  
to  Remove H aza rd o u s  P e s t ic id e s  From  th e  C h a n n e ls  o f  «
T ra d e "  (B -1 3 3 1 9 2 , A p r .  2 6 , 1 9 7 3 ) ;  “ P e s t ic id e s :
A c t io n s  Nee de d to  P r o te c t  th e  Con su mer  fr o m  D e fe c t iv e  
P ro d u c ts "  (B -1 3 3 1 9 2 , May 2 3 , 1 9 7 4 ) ;  and "Q u e s t io n s  on  
th e  S a fe ty  o f  th e  P e s t ic id e  M a le ic  H y d ra z id e  Used  on
P o ta to e s  an d O th e r  C ro ps  Have N o t Be en  A nsw e re d " *
(B -1 3 3 1 9 2 , O c t.  2 3 , 1 9 7 4 ) .
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— wh en use d in  a c c o rd a n c e  w it h  w id e s p re a d  and co mm only  
re c o g n iz e d  p r a c t i c e ,  th e  p e s t ic id e  w i l l  n o t  g e n e r a l ly  
cause  u n re a s o n a b le  a d v e rs e  e f f e c t s  on th e
e n v ir o n m e n t.

(FEP CA d e f in e s  u n re a s o n a b le  a d v e rs e  e f f e c t s  as  an y 
u n re a s o n a b le  r i s k  to  man or th e  e n v ir o n m e n t,  t a k in g  in t o  
a c c o u n t th e  e c o n o m ic , s o c ia l ,  and e n v ir o n m e n ta l c o s ts  
and b e n e f i t s  o f  th e  us e o f  any p e s t i c i d e . )  EPA a ls o  
r e q u i r e s  th e  r e g i s t r a t i o n  nu mbe r on th e  la b e l  to  in d ic a t e  
t h a t  EPA ha s a c c e p te d  th e  p e s t ic id e .

R e g is t r a t io n  is  v a l i d  f o r  5 y e a rs  and m u s t,  by  la w , 
be re new ed a t th e  end o f  t h i s  p e r io d ,  o r i t  i s  c a n c e le d .
EPA is  r e q u ir e d  to  re v ie w  r e g is t e r e d  p e s t ic id e s  to  
d e te rm in e  i f  th e y  a re  s t i l l  s a fe  and e f f e c t i v e  in  th e  
l i g h t  o f d e v e lo p in g  s c i e n t i f i c  d a ta .

On O c to b e r  2 1 , 19 7 2 , FEPCA am en de d FIFRA to  p ro v id e  
f o r  more e f f e c t i v e  r e g i s t r a t i o n ,  r e g u la t io n ,  la b e l i n g ,  
m a n u fa c tu re ,  d i s t r i b u t i o n ,  and us e o f p e s t i c id e s .  A l l  
FEPCA p r o v is io n s  m us t be e f f e c t i v e  by  O c to b e r 2 1 , 1976 .
Th e m os t im p o r ta n t  change was t h a t  a l l  p e s t i c id e s ,  
e x c e p t th o s e  in te n d e d  s o le ly  f o r  e x p o r t ,  be r e a is t e r e d  w i t h  
EPA b e fo re  d i s t r i b u t i o n  or s a le  r a th e r  th a n ,  as p r e v io u s ly  
r e q u i r e d ,  t h a t  o n ly  th o s e  s o ld  in  i n t e r s t a t e  co mmerce  be 
r e g is t e r e d .  FEPCA p r o v is io n s  d is c u s s e d  in  t h i s  r e p o r t  
r e q u i r e  EPA to

e s t a b l i s h  r e g u la t io n s  and g u id e l in e s  f o r  r e g i s t e r ­
in g  an d c la s s i f y i n g  p e s t ic id e s ,

— r e g is t e r  a l l  i n t r a s t a t e  and new p e s t ic id e s  ano 
r e r e g is t e r  c u r r e n t l y  r e g is t e r e d  i n t e r s t a t e  p e s t i ­
c id e s  by  O c to b e r 21 , 19 7 6 , in  a c c o rd a n c e  w it h  
th e  n e w ly  e s ta b l is h e d  r e g u la t io n s ,

— c la s s i f y  a l l  p e s t ic id e s  f o r  g e n e ra l o r r e s t r i c t e d  
us e on th e  b a s is  o f th e  d e g re e  to  w h ic h  th e y  
a d v e rs e ly  a f f e c t  th e  e n v ir o n m e n t.

PESTIC ID E TOLERANCES

I f  a p e s t ic id e  re m a in s  in  o r  on fo o d  o r fe e d ,  FFDCA 
r e q u ir e s  t h a t  a t o le r a n c e  ( th e  ma xim um  p e s t ic id e  re s id u e  
a ll o w e d  in  fo o d )  be e s ta b l is h e d  f o r  t h a t  o e s t i c id e .  
T o le ra n c e s  a re  e s ta b l is h e d  on th e  b a s is  o f  d a ta  s u b m it te d  
by th e  p e t i t i o n e r  on  th e  n a tu r e ,  l e v e l ,  and t o x i c i t y  o f 
th e  p e s t i c i d e 's  r e s id u e s .  The  R e g is t r a t io n  D iv is io n  in  
E P A 's  O f f i c e  o f  P e s t ic id e  P ro g ra m s e s ta b l is h e s  a l l  
t o le r a n c e s  f o r  p e s t i c id e  re s id u e s  re m a in in g  in  fo o d  e i t h e r
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under s e c t io n  408 ( p e s t ic id e  c h e m ic a ls  in  o r  on ra w a g r i ­
c u l t u r a l  c o m m o d it ie s )  o r s e c t io n  4u y ( p e s t ic id e  fo o d  
a d d i t i v e s )  o f  FFDCA. A p e s t ic id e  is  c l a s s i f i e d  as a 
fo o d  a d d i t i v e  i f  i t  i s  a p p li e d  to  p ro c e s s e d  fo o d s  o r i f  th e  
c o n c e n t r a t io n  o f th e  p e s t ic id e  in c re a s e s  as th e  raw 
a g r i c u l t u r a l  com m od ity  is  p ro c e s s e d . B e fo re  E P A 's  
e x is t e n c e ,  t o le r a n c e s  w ere  e s ta b l is h e d  by  th e  Fo od  and 
D ru g  A d m in is t r a t io n  (FDA ) o f th e  D e p a rt m e n t o f  H e a lt h ,  
E d u c a t io n ,  and W e lf a re  (H EW ).

FDA i s  s t i l l  r e s p o n s ib le  under FFDCA f o r  e n fo r c in g  
t o le r a n c e s .  FDA t e s t s  sam p le s  o f fo o d  to  d e te rm in e  
i f  any r e s id u e s  e x c e e d in g  to le r a n c e  le v e ls  re m a in  on 
th e  fo o d ,  re n d e r in g  th e  fo o d  a d u l t e r a te d .  A d u l te r a te d  
fo o d s  may n o t  be s o ld  in  i n t e r s t a t e  co m m erc e.

SCOPE OF REVIEW
We re v ie w e d  E P A 's  p o l i c i e s  and p r a c t ic e s  f o r  r e g is ­

t e r in g  ana e s t a b l is h in g  t o le r a n c e s  f o r  p e s t i c id e s .  We 
exam in ed  p e r t in e n t  l e g i s l a t i o n ,  d o c u m e n ts , r e p o r t s ,  
and re c o rd s  on e v a lu a t in g  p e s t ic id e  s a fe ty  and e f f e c ­
t iv e n e s s ;  s e t t in g  to le r a n c e  an d re s id u e  l e v e ls ;  and 
r e g i s t e r i n g ,  l a b e l i n g ,  and re s id u e  t e s t in g  o f p e s t i c id e s .

We in te r v ie w e d  r e s p o n s ib le  agency o f f i c i a l s  a t  EPA 
and  FDA h e a d q u a r te rs  in  W a s h in g to n , D .C . We a ls o  o b ta in e d  
in f o r m a t io n  fr o m  agency o f f i c i a l s  a t  EPA r e g io n a l  o f f i c e s  
in  P h i la d e lp h ia ,  A t la n t a ,  and San F ra n c is c o  and fr o m  th e  
D e p a rt m e n t o f A g r ic u l t u r e  h e a d a u a r te rs  in  W a s h in g to n , D .C .

In  a d d i t io n ,  we ra n d o m ly  sa m ple d p ro d u c t  f i l e s  o f  100 
r e g is t e r e d  p e s t ic id e s  to  d e te rm in e  th e  adequacy o f EPA 
r e g i s t r a t i o n  a c t io n s .  A b re akdow n o f o u r sam ple  a c c o rd in g  
to  th e  ty p e  o f  p e s t ic id e  f o l lo w s .

Nu mber and 
p e rc e n t

I n s e c t ic id e s 48
R o d e n t ic id e s 3
H e r b ic id e s 16
F u n g ic id e s 11
D is in f e c t a n t s _22

T o ta l 100

Th e p e rc e n ta g e s  a re  s im i la r  to  th o s e  f o r  a l l  r e g is ­
te re d  p e s t ic id e s  as sh ow n on  pa ge 1 o f  t h i s  r e p o r t .  Ou r 
r e v ie w  o f  th e  sam ple d  p e s t ic id e s  in c lu d e d

4
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— an e v a lu a t io n  o f  t h e i r  la b e ls  to  d e te rm in e  i f  th e y  
c o m p li e d  w i t h  EPA r e g u la t io n s ,

— an e x a m in a t io n  o f  th e  r e g i s t r a t i o n  and t o le r a n c e  
f i l e s  to  a s c e r t a in  w h e th e r th e  r e g i s t r a n t  p ro v id e d  
s u f f i c i e n t  d a ta  to  show  t h a t  th e  p e s t ic id e  was  
n o t  h a z a rd o u s  to  man o r th e  e n v ir o n m e n t i f  use d 
c o r r e c t l y ,  an d

— a re v ie w  to  d e te rm in e  th e  t im e l in e s s  an d ty p e  o f  
EPA re v ie w s .

5
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CHAPTER 2

ADEQUATE SAFETY AND

EFFICACY DATA NOT AV AILA BL E

AT EPA

A p e s t i c i d e 's  r e g i s t r a t i o n  i s  r e c u ir e d  by  la w  to  be 
s u p p o r te d  by  s u f f i c i e n t  e v id e n c e  to  show  t h a t  i t  is  s a fean d e f f e c t i v e  when us ed as  d i r e c t e d .  B e fo re  a p e s t ic id e  *
ca n be r e g is t e r e d ,  EPA r e q u ir e s  th e  m a n u fa c tu r e r - fo r m u la -
t o r  to  p ro v id e  to  EPA f o r  i t s  r e v ie w  v a r io u s  s tu d ie s  on
th e  a c t iv e  in g r e d ie n t s  in  ea ch  ty p e  o f  p e s t ic id e  to  in s u r e
th e  p e s t i c i d e 's  s a fe ty  to  man an d th e  e n v ir o n m e n t and i t s  ,e f f e c t i v e s s .  EPA p e rm it s  r e g i s t r a t i o n  o f p e s t ic id e
p ro d u c ts  w h ic h  a re  s im i la r  to  p r e v io u s ly  r e g is t e r e d
p ro d u c ts  w i t h o u t  s u b m is s io n  o f a d d i t io n a l  s a fe ty  o r
e f f i c a c y  d a ta .

EPA does  n o t  have  a d e qu a te  a s s u ra n c e  t h a t  man and 
th e  e n v ir o n m e n t a re  p ro te c te d  b e ca u se :

— The  r e q u ir e d  s tu d ie s  f o r  many r e g is t e r e d  p e s t ic id e s  
b e in g  m a rk e te d  have  n o t  be en  s u b m it te d  t o  EP A.

— S tu d ie s  a re  n o t  r e q u ir e d  f o r  p e s t ic id e s  as m a rk e te d , 
o n ly  f o r  th e  a c t iv e  in g r e d ie n t s .  T h e re  is  l i t t l e  
o r  no in f o r m a t io n  on th e  lo n g - te rm  e f f e c t s  on  man 
and th e  e n v ir o n m e n t o f  th o s e  p e s t ic id e s  t h a t  com b in e  
tw o  o r more a c t iv e  in g r e d ie n t s .

— Some i n e r t  in g r e d ie n t s  use d in  p e s t ic id e  fo r m u la ­
t i o n s  may be h a z a rd o u s  to  man o r th e  e n v ir o n m e n t , b u t 
E P A 's  t e s t in g  re q u ir e m e n ts  f o r  in e r t s  a re  le s s  
th a n  th o s e  f o r  a c t iv e  in g r e d ie n t s .  V in y l  C h lo r id e  
w h ic h  was  r e c e n t ly  fo u n d  to  be a c a rc in o g e n  is  an i n e r t  
i n g r e d ie n t .

EPA s h o u ld  e v a lu a te  th e  h a z a rd s  a s s o c ia te d  w i th  p e s t i ­
c id e s  c o n ta in in g  more th a n  on e in g r e d ie n t  as a b a s is  f o r  
d e te r m in in g  i f  p e s t ic id e s  as  m a rk e te d  s h o u ld  be t e s t e d .
A ls o  EPA s h o u ld  (1 )  re a s s e s s  i t s  p o l i c y  on i n e r t  in g r e d ­
ie n t  an d d e v e lo p  a p p r o p r ia te  g u id e l in e s  f o r  t e s t i n g  th o s e  ♦t h a t  may p re s e n t  a h e a l t h  h a z a rd  and (2 )  r e q u i r e  m u ta g e n i­
c i t y  t e s t i n g  f o r  p e s t ic id e s  p ro c e s s e d  under th e  FEPCA 
r e g i s t r a t i o n  p ro g ra m .

6
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SAFETY TESTING DATA NOT SUBMITTED

Ou r re v ie w  o f f i l e s  o f  100 ra n d o m ly  sam p le d  p e s t i ­
c id e s  sh ow ed  t h a t ,  c o n t r a r y  to  EPA re q u ir e m e n ts ,  m a n u fa c ­
t u r e r s  have  n o t s u b m it te d  t o  EPA s a fe ty  s tu d ie s  on ma ny 
a c t i v e  p e s t ic id e  in g r e d ie n t s .  W it h o u t  such  s tu d ie s  EPA 
does n o t  have a d e q u a te  a s s u ra n c e  t h a t  man is  b e in g  
a d e q u a te ly  p r o te c te d  fr o m  p o s s ib le  p e s t ic id e  h a z a rd s .

A p r im a r y  p u rp o s e  o f  th e  p e s t ic id e  r e g u la t io n  p r o ­
gra m  is  to  p r o t e c t  th e  p u b l i c  fr o m  i n j u r y  and to  a v o id  
s u b je c t in g  th e  p u b l i c  to  th e  d a n g e rs  o f e x p e r im e n ta t io n .  
E P A 's  p o l i c y  is  to  e v a lu a te  th e  h a z a rd s  a s s o c ia te d  w it h  
a p e s t i c i d e 's  us e to  in s u re  t h a t  o n ly  th o s e  t h a t  ca n be 
h a n d le d  an d us ed  s a f e ly  a re  r e g is t e r e d .  Some h a z a rd s  
e v a lu a te d  in c lu d e  th e  p e s t i c i d e 's  d e g re e  o f  t o x i c i t y  
( p o is o n )  an d w h e th e r i t  may be o n c o g e n ic  (c a u s in g  c a n c e r 
o r o th e r  tu m o r s ) ,  m u ta g e n ic  (c a u s in g  p e rm a n e n t g e n e t ic  
c h a n g e s ) ,  o r t e r a t o g e n ic  ( c a u s in g  b i r t h  d e f e c t s ) .  I t  
is  a ls o  E P A 's  p o l i c y  to  e v a lu a te  w h e th e r a p e s t ic id e  
c o u ld  (1 )  a f f e c t  r e p r o d u c t io n ,  (2 )  make a n o th e r  p e s t i ­
c id e  h a z a rd o u s , o r (3 )  com b in e  w i t h  o th e r  c h e m ic a ls  to  
c r e a te  a co mpo un d m or e h a z a rd o u s  th a n  any o f  th e  r e s u l t a n t  
com po u n d 's  o r i g i n a l  c o m p o n e n ts . Because d i f f e r e n t  fo rm u la  
t io n s  o f  th e  same p e s t ic id e  behave  d i f f e r e n t l y ,  on e fo rm u ­
l a t i o n  c o u ld  be r e l a t i v e l y  s a fe  w h il e  a n o th e r  c o u ld  be 
t o x i c .

EPA o f f i c i a l s  s a id  t h a t  th e  b u rd e n  o f  p ro o f  i s  on 
th e  r e g is t r a n t  f o r  s h o w in g  a p e s t i c i d e 's  s a f e t y ;  co n s e ­
q u e n t ly ,  EPA r e l i e s  p r i m a r i l y  on t e s t  d a ta  s u b m it te d  
by th e  r e g i s t r a n t .  To d e te rm in e  p o t e n t ia l  a d v e rs e  e f f e c t s  
on  man , th e  r e g i s t r a n t  g e n e r a l ly  t e s t s  th e  p e s t ic id e  on 
la b o r a t o r y  a n im a ls .

EPA re q u ir e m e n ts  f o r  s a fe ty  t e s t in g  to  s u p p o r t  p e s t i ­
c id e  r e g i s t r a t i o n  have  in c re a s e d  o v e r th e  y e a rs  to  b e t t e r  
p r o t e c t  man and th e  e n v ir o n m e n t.  Th e more im p o r ta n t  
s a fe ty  t e s t in g  re q u ir e m e n ts  a re  d e t a i le d  in  th e  t a b le  
b e lo w .

T e s t in g
re q u ir e m e n t

A c u te  t o x i c i t y

D a te  f i r s t
r e q u ir e d  P u rp o se  o f  r e q u ir e m e n t

* 19 54  S in g le  e x p o s u re  o f
a n im a ls  to  a c h e m ic a l 
t o  d e te rm in e  th e  le v e l  
t h a t  w i l l  r e s u l t  in  
m o r t a l i t y  in  50 p e rc e n t  
o f th e  a n im a ls  e x p o s e d .

7
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T e s t in g
re q u ir e m e n t

D a te  f i r s t  
r e q u ir e d P u rp ose  o f  r e q u ir e m e n t

S u b a c u te  t o x i c i t y 1954 M u l t i p le  e x p o s u re  o f  
a n im a ls  to  a c h e m ic a l 
to  d e te rm in e  i t s  
t o x i c i t y  o ve r a p e r io d  
o f  30 to  180  d a y s ,  th e  
m os t common p e r io d  
b e in g  90  d a y s .

C h ro n ic  fe e d in g -  
o n c o g e n ic it y  
(n o te  a)

1963 M u l t i p l e  e x p o s u re  o f th e  
c h e m ic a l d u r in g  m ost o f  
th e  a n im a l' s  l i f e  to  
d e te rm in e  lo n g - te r m  
t o x ic  e f f e c t s  an d 
w h e th e r th e  c h e m ic a l 
w i l l  r e s u l t  in  an 
in c re a s e d  nu mbe r o f  
tu m o rs . Th e p e r io d s  
ra n g e  as  f o l l o w s :  18 
m onth s fo r  m ic e ,  2 y e a rs  
f o r  r a t s ,  and 2 to  7 
y e a rs  f o r  d o g s .

R e p ro d u c t io n 1963 A t h r e e - g e n e r a t io n  s tu d y  
w it h  r a t s  to  d e te rm in e  
i f  m u l t i p l e  e x p o s u re  o f  
th e  a n im a ls  to  a c h e m ic a l 
w i l l  a f f e c t  t h e i r  
a b i l i t y  to  re p ro d u c e .

T e r a t o g e n ic i t y 1970 A t e s t  to  d e te rm in e  i f  
e x p o s u re  to  th e  c h e m ic a l 
w ii l ca use  b i r t h  d e fe c ts .

M u ta g e n ic it y 19 72 A t e s t  to  d e te rm in e  i f  
e x p o s u re  to  th e  c h e m ic a l 
w i l l  ca use  p e rm a n e n t 
g e n e t ic  c h a n g e s .

Many a d d i t io n a l  s a fe t y  t e s t s  may be r e q u ir e d  depend­
in g  on th e  c ir c u m s ta n c e s  u n d e r w h ic h  th e  p e s t ic id e  is  used  
and i t s  f re q u e n c y  and le n g th  o f  e x p o s u re  to  n o n ta r g e t
s p e c ie s  such as  man . *

a O n c o g e n ic it y  p r e v io u s ly  r e f e r r e d  to  by EPA as  c a rc in o  
g e n i c i t y .
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»

C h e m ic a ls  f o r  w h ic h  t o le r a n c e s  w ere  s e t  f o r  r e s id u e s  
in  fo o d  w ere  s u b je c t  to  a l l  th e  re q u ir e m e n ts  s e t  o u t  above  
fr o m  th e  d a te  o f  th e  f i r s t  r e q u ir e m e n t .  T h e re  w ere  
36 a c t i v e - in g r e d ie n t  c h e m ic a ls  in  o u r sa m ple  o f  100 p e s t i ­
c id e s  f o r  w h ic h  r e s id u e  t o le r a n c e s  in  fo o d  had be en  e s ta b ­
l i s h e d .  Ou r re v ie w  o f  E P A 's  v a r io u s  t o x ic o lo g y  and r e g is ­
t r a t i o n  f i l e s  an d l i t e r a t u r e  r e fe r e n c e s  f o r  th e  36 c h e m ic a ls  
in d ic a te d  t h a t  s a fe ty  d a ta  was la c k in g  as f o l l o w s .

C h e m ic a ls  la c k in g
Type d a t a ______ d a ta __________ P e rc e n t o f  t o t a l

»

A c u te  t o x i c i t y  0 
S u b a cu te  t o x i c i t y  0 
C h ro n ic  fe e d in g  7 
R e p ro d u c t io n  7 
T e r a to g e n c i t y  14 
M u ta g e n ic it y  23

0
0

19
19
39
64

We p ro v id e d  a l i s t  o f  th e  sam p le d  c h e m ic a ls  to  EPA o 
who v e r i f i e d  t h a t  th e  d a ta  was n o t  in  t h e i r  f i l e s ,  
e xa m p le s  o f p e s t ic id e s  w i th  i n s u f f i e n t  d a ta  on p p . 39

A c c o rd in g  t o  EPA, o n c o lo g y  d a ta  c a n , w i th  s u i t a
t e s t in g  p ro c e d u re s ,  g e n e r a l l y  be o b ta in e d  as an a d ju n  
to  th e  c h ro n ic  fe e d in g  s tu d y ;  hence  th e re  s h o u ld  be 
o n c o lo g y  d a ta  f o r  th o s e  c h e m ic a ls  w it h  c h r o n ic  fe e d in  
s t u d ie s .  H o w eve r,  th e  R e g is t r a t io n  D i v i s i o n 's  p e s t i c i  
s c ie n c e  o f f i c e r  s a id  many a v a i la b le  c h r o n ic  fe e d in g  
s tu d ie s  may n o t  be s u f f i c i e n t  f o r  o n c o lo g y  r e v ie w .  He
s a id  t h a t  t h i s  i s  p a r t i c u l a r l y  t r u e  o f  fe e d in g  s t u d ie s \  
w h ic h  us e d o g s . He e x p la in e d  t h a t  th e s e  s tu d ie s  u s u a ll V  
c o v e r  o n ly  2 y e a r s ,  w he re a s  th e  p o s s i b i l i t y  o f  an \
in c re a s e  in  tu m or in c id e n c e  c o u ld  n o t  be e x c lu d e d  u n le s s ^  
th e  s tu d y  c o v e re d  m ost o f  th e  a n im a l' s  l i f e ,  o r a b o u t 
7 y e a rs .

*

Th e R e g is t r a t io n  D i v i s i o n ' s  p e s t ic id e  s c ie n c e  o f f i c e r  
s a id  t h a t  he ha d fo rm e d  a ta s k  fo r c e  in  J a n u a ry  19 75  
to  d e te rm in e  w ha t lo n g - te r m  t e s t s  EPA la c k e d  f o r  eac h 
a c t iv e  in g r e d ie n t  us ed in  p e s t ic id e  f o r m u la t io n s .  He 
s a id  t h a t  r e g is t r a n t s  w o u ld  be t o ld  w h ic h  o f  t h e i r  p ro d u c ts  
la c k e d  s a fe ty  d a ta  and t h a t  th e s e  p ro d u c ts  w o u ld  r e c e iv e  
te m p o ra ry  r e g i s t r a t i o n  f o r  a p e r io d  s u f f i c i e n t  to  s a t i s f y  
d a ta  r e q u ir e m e n ts .  T h is  me ans t h a t  an e n t i r e  s a fe t y  e v a lu a ­
t i o n  may n o t be c o m p le te d  u n t i l  2 o r 3 y e a rs  a f t e r  a r e g is ­
t r a n t  is  n o t i f i e d  i f  t e s t s  su ch  as a 2 -y e a r  c h r o n ic  fe e d in g  
s tu d y  a re  r e q u i r e d .

A lt h o u g h  p e s t ic id e s  w i t h o u t  fo o d  to le r a n c e s  a re  
s u b je c t  to  some b u t n o t a l l  o f th e  s a fe t y  d a ta  re q u ir e m e n ts
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d e s c r ib e d  on  pages 7 an d 8 ,  r e q u ir e d  d a ta  f o r  th e s e  
p e s t ic id e s  was a ls o  la c k in g .  For e x a m p le , 23 a c t i v e -  
in g r e d ie n t  c h e m ic a ls  w ere  in  th e  d i s in f e c t a n t s  in  o u r sam ple  
A c c o rd in g  t o  E P A 's  c u r r e n t  t e s t in g  r e q u ir e m e n ts ,  d i s i n ­
f e c t a n t s  u s u a l ly  r e q u i r e  b o th  a c u te  and c h r o n ic  t o x i c i t y  
d a ta .  A lt h o u g h  we fo u n d  a c u te  t o x i c i t y  d a ta  on 20 o f  th e  
23 c h e m ic a ls  ( n e i t h e r  we n o r EPA o f f i c i a l s  c o u ld  lo c a te  
th e  f i l e  f o r  1 c h e m ic a l)  o n ly  5 o f  th e  23 ha d th e  r e q u ir e d  
c h r o n ic  t o x i c i t y  s t u d ie s .  T hu s , th e  e f f e c t s ,  in c lu d in g  
c a n c e r p o t e n t i a l ,  o f lo n g - te r m  e x p o s u re  to  th e s e  p e s t i ­
c id e s  a re  n o t  known.

EPA o f f i c i a l s  s a id  t h a t  r e q u ir e d  s a fe ty  d a ta  may n o t  
be a v a i la b le  because  (1 )  th e  p e s tc id e  was  r e g is t e r e d  b e fo re  
e s ta b l is h m e n t  o f  th e  r e q u ir e m e n t ,  (2 )  an  in a d e q u a te  re n e w a l 
re v ie w  ( r e q u i r e d  a t  5 -y e a r  i n t e r v a l s )  was made and th e  d a ta  
was n o t  r e q u e s te d ,  o r  (3 )  th e  d a ta  c o u ld  have  be en  
s u b m it te d  b u t  l a t e r  l o s t  d u r in g  v a r io u s  mo ves a n d /o r  
r e o r g a n iz a t io n s .

B ecause o f th e  absence  o f  s a fe t y  d a ta  f o r  man y c h e m i­
c a ls  w h ic h  much o f  th e  p o p u la t io n  is  exposed  to  d a i l y  
in  t h e i r  fo o d  and e n v ir o n m e n t,  EPA c a n n o t in s u re  t h a t  th e  
p u b l ic  is  b e in g  a d e q u a te ly  p ro te c te d  fr o m  p o s s ib le  p e s t i ­
c id e  h a z a rd s .  Vie b e li e v e  t h a t  EPA s h o u ld  n o t  w a i t  f o r  FEPCA 
r e g i s t r a t i o n  re v ie w  to  n o t i f y  a f f e c te d  r e g is t r a n t s  t h a t  
r e q u ir e d  s a fe t y  d a ta  on t h e i r  p ro d u c ts  is  m is s in g  b u t 
s h o u ld  do so as so on  as  EPA i d e n t i f i e s  th e  d e f ic ie n c y  an d 
s h o u ld  s e t  a d e a d li n e  f o r  s u b m is s io n .  Th e r e g i s t r a t i o n  
o f  th o s e  p e s t ic id e s  f o r  w h ic h  d a ta  is  n o t  s u b m it te d  by  th e  
d e a d l in e  s h o u ld  be c a n c e le d  u n t i l  d a ta  is  p ro v id e d .  In  
A u g u s t 19 75  an  EPA o f f i c i a l  s a id  t h a t  a l i s t  o f  p e s t i c id e  
c h e m ic a ls  la c k in g  r e q u ir e d  d a ta  f o r  FEPCA r e g i s t r a t i o n  w i l l  
be p u b li s h e d  in  th e  F e d e ra l R e g is te r  in  th e  n e a r f u t u r e .
He a ls o  s a id  t h a t  a re a s o n a b le  t im e  w i l l  be a ll o w e d  f o r  
each ty p e  s tu d y .  I f  th e  d a ta  i s  n o t  s u b m it te d  w i t h in  t h a t  
t im e ,  th e  a f f e c te d  p e s t ic id e  r e g i s t r a t i o n s  w i l l  n o t  be 
re new ed .

He ed  f o r  mu ta g e n i c i t y  t e s t in g  
u n d e r FEPCA r e g i s t r a t i o n  p ro g r a m

A lt h o u g h  EPA has r e q u ir e d  m u ta g e n ic it y  t e s t i n g  s in c e  
1972 , t h i s  d a ta  was  n o t a v a i la b le  f o r  64 p e rc e n t  o f  th e  
a g r i c u l t u r a l  p e s t ic id e s  in  o u r sa m ple  (s ee  p . 9 ) ,  and 
EPA is  n o t ,  e x c e p t in  u n u s u a l c a s e s , r e q u i r in g  t h i s  t e s t i n g  
u n d e r th e  FEPCA r e g i s t r a t i o n  p ro g ra m . Beca use  o f th e  
h a z a rd s  p re s e n te d  by m u ta g e n s , we b e li e v e  t h a t  m u ta g e n ic it y  
t e s t i n g  w o u ld  be n e c e s s a ry  to  p r o t e c t  th e  p u b l ic  and s h o u ld  
be a re q u ir e m e n t  f o r  FEPCA r e g i s t r a t i o n .
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Th e R e g is t r a t io n  D iv i s io n  p e s t ic id e  s c ie n c e  o f f i c e r  
s a id  th e  m u ta g e n ic i t y  t e s t in g  re q u ir m e n t  was n o t  in c lu d e d  
u nder th e  FEPCA r e g i s t r a t i o n  p ro g ra m  because  m ost in d e p e n ­
d e n t l a b o r a t o r ie s  do n o t  p r e s e n t ly  have  th e  c a p a b i l i t y  to  
do  such  t e s t in g  in  l i v e  a n im a ls .  H ow e ve r,  i t  seem s 
u n l i k e l y  t h a t  in d e p e n d e n t la b o r a t o r ie s  w o u ld  d e v e lo p  
t h i s  c a p a b i l i t y  w i t h o u t  EPA e n fo r c in g  t h i s  r e q u ir e m e n t .

Th e p ro b le m  o f m uta gens in  th e  e n v ir o n m e n t was 
d e s c r ib e d  in  th e  M ra k C o m m is s io n 's  r e p o r t .  Th e r e p o r t

» s ta te d  t h a t  e x p o s u re  o f  in d iv id u a ls  to  m uta gens may le a d
to  c a n c e r and to  b i r t h  d e f e c t s .  H o w eve r,  th e  r e p o r t  
e x p re s s e d  g r e a te r  c o n c e rn  f o r  th e  d e s c e n d a n ts  o f exposed  
in d i v i d u a l s ,  b ecause  changes caused  by m u ta gens  may le a d  
to  a w id e  ra n g e  o f  a b n o r m a l i t ie s ,  m e n ta l r e t a r d a t i o n ,

•  p h y s ic a l  and m e n ta l d is e a s e s ,  o r man y o th e r  i n h e r i t e d
w eaknesses an d d e b i l i t i e s  to  w h ic h  man is  s u s c e p t ib le .
S in c e  th e s e  e f f e c t s  may appea r o n ly  in  f u t u r e  g e n e r a t io n s  
when th e  dama ge is  a lr e a d y  i r r e v e r s i b l e ,  th e  M ra k 
C om m is s io n  re co m m en de d (1 )  p ro m p t i d e n t i f i c a t i o n  o f  c h e m ic a l 
m uta gens to  w h ic h  th e  p o p u la t io n  is  exposed  and (2 )  t h a t  
p e s t ic id e s  w i th  m u ta g e n ic  p r o p e r t ie s  be r ig o r o u s ly  
r e s t r i c t e d  o r banned u n le s s  th o ro u g h  and im p a r t i a l  s tu d y  
c o n v in c in g ly  d e m o n s tra te s  t h a t  th e  b e n e f i t  o u tw e ig h s  
th e  r i s k .

Th e D i r e c t o r  o f  E P A 's  C r i t e r i a  and E v a lu a t io n  D iv is o n  
s a id  t h a t  l i v e  a n im a ls  s h o u ld  be te s te d  f o r  m u ta g e n ic i t y .
He e x p la in e d  t h a t  th e  b e s t t e s t  in v o lv e s  fe e d in g  c h e m ic a ls  to  
t e s t  a n im a ls  and d e te r m in in g  i f  t r a n s lo c a t io n s  r e s u l t  
w i t h in  th e  chro m oso m es o f  th e  a n im a l 's  spe rm . T ra n s lo c a ­
t i o n  in  th e  chro m oso m es w o u ld  cause  g e n e t ic  changes in  
th e  a n im a l 's  o f f s p r i n g s .  The D i r e c t o r  s a id  t h a t  t e s t in g  
a n im a ls  ove rc om es m ost o f  th e  o b je c t io n s  to  p re v io u s  t e s t s  
u s in g  c e l l s  in  c u l t u r e  o r  in s e c t s ;  th e s e  t e s t  r e s u l t s  c a n n o t 
be r e a d i l y  r e la t e d  to  ma n. He a ls o  s a id  t h a t  th e  m a jo r  
o b je c t io n  to  t h i s  t e s t  i s  i t s  c o s t— a b o u t 5 2 3 ,0 0 0  p e r 
t e s t .  He ad ded  t h a t  he d id  n o t  b e li e v e  t h i s  c o s t  e x c e s s iv e  
in  l i g h t  o f  th e  p o t e n t i a l  h a z a rd  to  exposed  p o p u la t io n s .

We b e l ie v e  t h a t  EPA s h o u ld  expand i t s  re q u ir e m e n ts  
u nder th e  FEPCA r e g i s t r a t i o n  p ro g ra m  to  in c lu d e  l i v e - a n im a l  
o r o th e r  s u i t a b le  m u ta g e n ic it y  t e s t in g  o f a p p r o p r ia te  
p e s t ic id e s .

PE ST IC IDES  AS MARKETED ARE NOT BEING TESTED

Our  re v ie w  sh ow ed  t h a t ,  f o r  th e  m ost p a r t ,  EPA i s  
r e q u i r in g  s a fe t y  t e s t in g  f o r  o n ly  i n d iv i d u a l  a c t iv e  in g r e d ­
ie n t s  and n o t  f o r  th e  p e s t ic id e  as m a rk e te d  w h ic h  u s u a l ly  
c o n ta in s  s e v e ra l in g r e d ie n t s .  Th e c o m b in a t io n  o f  s e v e ra l
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in g r e d ie n t s  may ca use  h a rm fu l e f f e c t s  w he re as  th e  
in g r e d ie n t s  by  th e m s e lv e s  do n o t .

I n  o u r  sam ple  o f  100 p e s t ic id e s  were  60 f o r m u la t io n s  
c o n ta in in g  2 o r more a c t iv e  p e s t ic id e  in g r e d ie n t s .
E x c e p t f o r  some a c u te  and s u b a c u te  t o x i c i t y  t e s t s ,  EPA 
r e q u ir e s  t h a t  s a fe ty  t e s t in g  be do ne  on th e  in d iv id u a l  
in g r e d ie n t s  o n ly  and n o t on  th e  com b in ed  in g r e d ie n t s .
Suc h t e s t in g  doe s n o t in s u re  t h a t  th e  p e s t ic id e  as fo rm u ­
la t e d  w i l l  hav e th e  same lo n g - te r m  e f f e c t s  on man as do 
th e  in d iv id u a l  in g r e d ie n t s .

EPA re c o g n iz e s  t h a t  c h e m ic a ls  in  c o m b in a t io n  may 
have  t o x i c  e f f e c t s  w h ic h  a re  g r e a te r  th a n  th e  e f f e c t s  
o f  th e  i n d iv id u a l  c h e m ic a ls .  These  a re  r e fe r r e d  to  as 
s y n e r g is t i c  e f f e c t s .  For e x a m p le , a iy 7 2  s tu d y  do ne  f o r  
EPA by th e  N a t io n a l  Aca de my o f  S c ie n c e s  sh ow ed  th e  
f o l lo w in g  a c t iv e  in g r e d ie n t s  wh en us ed  in  c o m b in a t io n  
ha d s y n e r g is t i c  e f f e c t s  on  f i s h .

D D T ------------------BHC P a r a t h i o n -------M a la th io n
P a r a th io n    C opper S u l f a t e  C a rb a ry l -----  M a la th io n
P a r a th io n    D ia z in o n  C a r b a r y l   C opper S u l f a te
P a r a th io n    M e th o x y c h lo r

I n  a n o th e r  t e s t  s y n e r g is t i c  e f f e c t s  w ere  d e m o n s tr a te d  when 
m ix tu r e s  o f m a la th io n ,  P h o s d r in ,  and c a r b a r y l  w ere  i n j e c ­
te d  in t o  c h ic k e n  e g g s . Th e m ix tu r e  (1 )  caused  d e fo rm e d  
em ory os a t  le v e ls  w here  s in g le  p e s t ic id e s  g e n e r a l ly  do  
n o t  and (2 )  re d u ce d  th e  h a t c h a b i l i t y  o f  eggs f a r  more 
th a n  d id  th e  in d iv id u a l  p e s t i c id e s .

EPA o f f i c i a l s  s a id  t h a t  a c u te  ( s h o r t - t e r m )  s t u d ie s  
in  no nm am mals,  su ch  as th e  fo r e g o in g ,  c a n n o t be r e l i a b l y  
c o r r e la t e d  to  r e s u l t s  in  ma n. One s a id  th e re  is  no e v i ­
dence  to  c o n c lu d e  t h a t  on e c h e m ic a l may com b in e  w i th  
a n o th e r  to  p ro d u c e  c a r c in o g e n ic ,  t e r a t o g e n ic ,  o r m u ta g e n ic  
e f f e c t s  in  man o r o th e r  mam mals.  The o f f i c i a l  a ls o  s ta te d  
t h a t  he d id  n o t  know o f  s tu d ie s  w h ic h  w ou ld  p ro v e  or 
d is p ro v e  such  i n t e r a c t i o n .  He b e li e v e d  t h a t  l i t t l e  e f f o r t  
ha d be en  expended in  t h i s  a re a  to  d a te .

A n o th e r  o f f i c i a l  s a id  t h a t  th e  c o s t  o f t e s t in g  and 
th e  i n f i n i t e  nu mbe r o f  c h e m ic a l c o m b in a t io n s  t h a t  man is  
exposed  to  in  h is  fo o d  ana e n v ir o n m e n t each  day w o u ld  
p re c lu d e  any p o s s i b i l i t y  o f t e s t i n g  a l l  c o m b in a t io n s .
T h is  o f f i c i a l  s a id  t h a t  th e  b u rd e n  f o r  a d d i t io n a l  t e s t in g  
w o u ld  f a l l  p r i m a r i l y  on th e  s m a ll  m a n u fa c tu re r  who g e n e r a l ly  
w o u ld  n o t  be a b le  to  a b so rb  th e  a d d i t io n a l  c o s t .



We b e l ie v e  t h a t  EPA has n o t  s u f f i c i e n t l y  c o n s id e re d  
th e  a re a  o f s y n e r g is t i c  i n t e r a c t io n s  o f p e s t i c id e s .
EPA s h o u ld  d e te rm in e  on a t e s t  b a s is  w h e th e r c h e m ic a ls  
t h a t  hav e p ro v e n  to  be s y n e r g is t i c  in  a c u te  t o x i c i t y  t e s t s  
— such as th o s e  do ne  on  f i s h — may have  lo n g - te r m  e f f e c t s  
in  mammals t h a t  a re  n o t  re v e a le d  by  t e s t in g  th e  i n d i v i d ­
u a l com pounds. Th e r e s u l t  o f t h i s  w o rk  w o u ld  p ro v id e  a 
b a s is  f o r  d e te r m in in g  w h e th e r  t e s t s  s h o u ld  be do ne  on  
o th e r  c h e m ic a ls  w h ic h  a re  com b in ed  in  p e s t ic id e  fo rm u ­
la t i o n s .

EFF ICACY DATA WOT IN  EPA FIL ES

E f f i c a c y  d a ta  was n o t  a v a i la b le  in  EPA f i l e s  f o r  many 
o f th e  100 p e s t ic id e s  re v ie w e d . When d a ta  was a v a i l a b le ,  
i t  was o f t e n  on  in d i v i d u a l  a c t iv e  in g r e d ie n t s  r a th e r  th a n  
on th e  p e s t ic id e  as m a rk e te d .  To c a r r y  o u t  i t s  r e s p o n s i­
b i l i t y  to  in s u re  t h a t  o n ly  e f f e c t i v e  p e s t ic id e  p ro d u c ts  
a re  r e g is t e r e d ,  we b e l ie v e  t h a t  EPA s h o u ld  have  e f f i c a c y  
d a ta  on each p e s t ic id e  p r o d u c t ,  n o t  j u s t  on th e  in d iv id u a l  
a c t iv e  in g r e d ie n t s .  D a ta  on th e  p e s t ic id e  p ro d u c t  i s  
n e c e s s a ry  because  d i f f e r e n t  c o m b in a t io n s  o f  a c t iv e  and 
i n e r t  in g r e d ie n t s  ca n  change th e  e f f i c a c y  o f  a p r o d u c t .
EPA la b o r a t o r y  o f f i c i a l s  r e s p o n s ib le  f o r  t e s t i n g  th e  
e f f i c a c y  o f  p e s t ic id e s  s a id  t h a t  e f f i c a c y  o f  a p e s t ic id e  
c o u ld  be a f f e c te d  by su ch  f a c t o r s  as  th e  o rd e r  in  w h ic h  
c h e m ic a l in g r e d ie n t s  a re  c o m b in e d , m in o r  changes  in  th e  
p u r i t y  o f  th e  in g r e d ie n t s ,  and d i f f e r e n c e s  in  th e  i n e r t  
in g r e d ie n t s .

P e s t ic id e  R e g u la t io n  N o t ic e  6 9 -8 ,  is s u e d  on A p r i l  2 1 , 
19 6 9 , s p e c i f ie d  t h a t  f o r  a g r i c u l t u r a l  p e s t i c id e s :

- * * * D a ta  a re  r e q u ir e d  to  show  t h a t  th e  p ro p o s e d  
f o r m u la t io n  ca n be use d e f f e c t i v e l y  an d s a f e ly  
w i t h o u t  r e s u l t i n g  in  i l l e g a l  r e s id u e s  in  o r  on fo o d  
o r fe e d .  D a ta  on th e  us e o f th e  a c t iv e  in g r e d ie n t s  
in  o th e r  f o r m u la t io n s  w i l l  n o t  s e rv e  as  a b a s is  f o r  
r e g i s t r a t i o n  f o r  m ix tu r e s . - '

S in c e  th e  n o t ic e  was is s u e d ,  EPA has in c lu d e d  in  i t s  d r a f t  
g u id e l in e s ,  a s im i la r  b u t  le s s  s p e c i f i c  r e q u ir e m e n t  f o r  
a l l  p e s t i c id e  f o r m u la t io n s .

We fo u n d  e f f i c a c y  d a ta  on o n ly  42 o f  93 (4 5  p e rc e n t )  
p e s t ic id e s  sam p le d  ( e f f i c a c y  d a ta  was n o t  r e q u ir e d  f o r  7 
o f  100  beca use  th e y  w ere  to  be com b in ed  w i t h  o th e r  c h e m i­
c a ls  in t o  a new p e s t ic id e  w h ic h  w o u ld  th e n  r e q u i r e  e f f i c a c y  
d a t a ) .  We p ro v id e d  EPA a l i s t  o f  th e  51 p e s t ic id e s  la c k in g  
d a ta  to  d e te rm in e  i f  a d d i t i o n a l  d a ta  c o u ld  be fo u n d .  These  
o f f i c i a l s  c o u ld  p r o v id e  us w i t h  no a d d i t i o n a l  d a ta  on th e



s p e c i f i c  p ro d u c ts  s a m p le d . One o f f i c i a l  s a id  some d a ta  
on s im i la r  p ro d u c ts  may be a v a i la b le  f o r  12 o f  th e  51 
p e s t ic id e s .  He a ls o  s a id  t h a t  many p ro d u c t  f i l e s  w ou ld  
have  to  be s e a rc h e d  to  d e te rm in e  i f  d a ta  was a v a i la b le .

Th e C h ie f ,  E f f i c a c y  R evie w  S e c t io n ,  s a id  t h a t  on 
s e v e ra l o c c a s io n s  he ha d be en  u n a b le  to  lo c a te  e f f i c a c y  
d a ta  t h a t  he p e r s o n a l ly  knew was p r e v io u s ly  a v a i la b le .
He s a id  t h a t  t h i s  n e c e s s it a te d  w r i t i n g  to  th e  r e g is t r a n t  
an d h a v in g  th e  d a ta  r e s u b m it te d .  Th e o f f i c i a l  s ta te d  
t h a t  he b e li e v e d  su ch  d a ta  had be en  m is p la c e d  o r d e s t ro y e d  
as  a r e s u l t  o f  a p ro g ra m  to  r e o r g a n iz e  th e  r e g i s t r a t i o n  
f i l e s  in t o  f i l e s  on e f f i c a c y ,  t o x ic o lo g y ,  and r e g i s t r a t i o n  
d ocum en ts  an d c o r re s p o n d e n c e . A n o th e r  o f f i c i a l  s a id  t h i s  
p ro g ra m  began in  1966.

An ERA o f f i c i a l  s a id  t h a t  EPA does n o t  p la n  to  r e q u i r e  
e f f i c a c y  d a ta  on c u r r e n t l y  r e g is t e r e d  a g r i c u l t u r a l  p e s t i ­
c id e s  because  o f  th e  e x te n t  o f d a ta  re q u ir e m e n ts  and th e  
l im i t e d  r e g i s t r a t i o n  p e r io d  a ll o w e d  by  FEPCA. Th e o f f i c i a l  
s a id  t h a t  t h i s  w a iv e r  was  made because  o f  e x te n s iv e  us e 
d a ta  on a g r i c u l t u r a l  p e s t ic id e s  an d b ecause  EPA b e li e v e d  
t h a t  t e s t i n g  e f f o r t s  s h o u ld  be c o n c e n t ra te d  on h ig h e r  
p r i o r i t y  s a fe t y  t e s t i n g .  Th e o f f i c i a l s  a ls o  s ta te d  t h a t  
e f f i c a c y  d a ta  w o u ld  be r e q u ir e d  on  o th e r  p ro d u c ts  su ch  
as home and g a rd e n  p ro d u c ts ,  and on new use s f o r  e x i s t i n g  
p e s t i c id e s .

Due to  th e  v a r i a b i l i t y  o f t o x i c i t y  when v a r io u s  
a c t iv e  and i n e r t  in g r e d ie n t s  a re  c o m b in e d , we b e li e v e  t h a t  
i t  i s  n e c e s s a ry  f o r  EPA to  have  e f f i c a c y  d a ta  on  r e g is t e r e d  
p e s t ic id e  p r o d u c ts .  EPA s h o u ld  ta k e  s te p s  to  in s u re  t h a t  
e f f i c a c y  d a ta  is  a v a i la b le .  C u r r e n t ly ,  EPA has no e v id e n c e  
t h a t  a t  le a s t  51 o f th e  100 p e s t ic id e s  in  o u r sa m ple  a re  
e f f e c t i v e .  A lt h o u g h  EPA o f f i c i a l s  s t a te  t h a t  su ch d a ta  
w i l l  be r e q u ir e d  d u r in g  FEPCA r e g i s t r a t i o n  f o r  a l l  b u t  
a g r i c u l t u r a l  p e s t i c id e s ,  e f f i c a c y  d a ta  is  n o t  r e q u ir e d  
in  th e  r e g i s t r a t i o n  r e g u la t io n s  w h ic h  became  e f f e c t i v e  
A u g u s t 4 , 1 9 7 5 .

E f f i c a c y  d a ta  on  a n im a l r e p e l le n t s

B e fo re  19 72  EPA r e g is t e r e d  a n im a l r e p e l le n t s  on th e  
b a s is  o f  t e s t im o n ia l s — s ta te m e n ts  o f  s a t i s f i e d  u s e rs .  
B e g in n in g  in  Dec em be r 19 72  t h i s  p o l i c y  was c h a n g e d , and 
r e g is t r a n t s  w ere  r e q u ir e d  to  s u b m it  o b je c t i v e  d a ta  on 
th e  e f f i c a c y  o f  t h e i r  p ro d u c ts .  R e g is t r a n ts  w ere  g iv e n  1 
y e a r  fr o m  th e  d a te  o f n o t i f i c a t i o n  to  p ro v id e  e f f i c a c y  
d a ta  o r th e  r e g i s t r a t i o n  w o u ld  be c a n c e le d .
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Our  ra ndom  sam ple  o f  100 p e s t ic id e s  c o n ta in e d  tw o 
a n im a l r e p e l le n t s .  Th e r e g is t r a n t s  ha d be en  n o t i f i e d  
o f  th e  new e f f i c i a c y  r e q u ir e m e n t ;  h o w e v e r,  n e i t h e r  had 
s u b m it te d  s a t i s f a c t o r y  d a ta  as o f  M arc h 1 9 7 5 .

One r e g i s t r a n t  was  n o t i f i e d  o f  th e  r e q u ir m e n t  d u r in g  
Dec em be r 19 7 2 . Th e l a t e s t  l e t t e r  in  th e  r e g i s t r a t i o n  f i l e  
i s  d a te d  June 2 0 , 19 7 3 . A d e q u a te  e f f i c a c y  d a ta  ha d n o t 
be en  s u b m it te d  a t  t h a t  t im e ,  and th e re  was no i n d ic a t io n  
t h a t  EPA fo ll o w e d  up to  o b ta in  th e  d a ta  s in c e  t h a t  d a te .

Th e o th e r  r e g i s t r a n t  was n o t  n o t i f i e d  o f  th e  r e q u i r e ­
m ent u n t i l  F e b ru a ry  4 , 1 9 7 4 . On Dec em be r 9 ,  1 9 7 4 , th e  
r e g i s t r a n t  s u b m it te d  an e f f i c a c y  s tu d y  f o r  a s im i l a r  ( n o t  
i d e n t i c a l )  r e p e l l e n t .  In  J a n u a ry  1975 , EPA t o l d  th e  
a p p l ic a n t  t h a t  an e f f i c a c y  s tu d y  m ust be made u s in g  th e  r e g is ­
te r e d  p r o d u c t .  No t im e  l i m i t  was p la c e d  on s u b m it t in g  th e  
s tu d y .  As  o f  June  1 9 7 5 , e f f i c a c y  d a ta  had n o t  be en  su b ­
m i t t e d .  We b e li e v e  EPA s h o u ld  n o t  c o n t in u e  r e g i s t r a t i o n s  
o f  th o s e  p ro d u c ts  f o r  w h ic h  a d e q u a te  d a ta  is  n o t  s u b m it te d  
w i t h i n  a re a s o n a b le  t im e .

An EPA o f f i c i a l  s a id  t h a t  more a g g re s s iv e  a c t io n  had 
n o t  be en  ta k e n  on th e  e f f i c a c y  r e q u ir e m e n t  f o r  r e p e l le n t s  
beca use  s a t i s f a c t o r y  t e s t  p ro c e d u re s  w ere  n o t  a v a i l a b le .
He s a id  t h a t  EPA is  c u r r e n t l y  d e v e lo p in g  t e s t  p ro c e d u re s  
w h ic h  may be s a t i s f a c t o r y  f o r  g e n e ra l us e in  th e  nea r 
f u t u r e .

PEST IC ID ES  LACK ENVIRONMENTAL TESTING DATA

T e s t d a ta  n e c e s s a ry  to  in s u re  t h a t  a p e s t ic id e  w i l l  
n o t  a d v e rs e ly  a f f e c t  th e  e n v ir o n m e n t has n o t  been p ro v id e d  
f o r  many p e s t ic id e s  c u r r e n t l y  r e g is t e r e d  an d m a rk e te d ,  
an d EPA does n o t  g e n e r a l ly  r e q u i r e  th e  s u b m is s io n  o f  t h i s  
in f o r m a t io n  f o r  p e s t i c id e  uses r e g is t e r e d  b e fo r e  June  19 7 0 . 
P e s t ic id e s  w h ic h  have  g r e a t e s t  im p a c t on th e  e n v ir o n m e n t 
a re  th o s e  t h a t  a re  a p p li e d  to  f i e l d s ,  p a s tu r e s ,  an d f o r e s t s  
and  w h ic h  le a c h  in t o  g ro u n d  w a te r  o r w h ic h  ru n  o f f  in t o  
w a te rw a y s .

R e q u ir e m e n ts  f o r  e n v ir o n m e n ta l c h e m is t r y  d a ta  w ere  
d e f in e d  in  P e s t ic id e  R e g u la t io n  (PR)  N o t ic e  7 0 -1 5  w h ic h  was 

« is s u e d  on  June  2 3 , 1 9 7 0 . An EPA o f f i c i a l  s ta te d  t h a t  e n v ir o n ­
m e n ta l c h e m is t r y  re v ie w s  a re  c u r r e n t l y  r e q u ir e d  f o r  new p e s t i ­
c id e  r e g i s t r a t i o n s  and f o r  a p p ro v in g  new uses f o r  r e g is ­
t e r e d  p e s t ic id e s  t h a t  a re  m a rk e d ly  d i f f e r e n t  fr o m  e x is t i n g  
u s e s .  E n v ir o n m e n ta l c h e m is t r y  re v ie w s  w ere  n o t  made on 

*  r e g i s t r a t i o n  re n e w a ls  o r  on  new r e g i s t r a t i o n s  in v o lv in g
p r e v io u s ly  r e g is t e r e d  p e s t ic id e  c h e m ic a ls  us ed f o r  s im i la r  
p u rp o s e s .  A ls o ,  th e s e  re v ie w s  w i l l  n o t  be made u n d e r

15
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th e  FEPCA r e g i s t r a t i o n  p ro g ra m . EPA o f f i c i a l s  s a id  t h i s  
d a ta  w i l l  be r e g u ir e d  in  s u b s e q u e n t r e g i s t r a t i o n  re n e w a l 
r e v ie w s .  An EPA o f f i c i a l  s ta te d  t h a t  EPA ha s no sys te m  
to  f o l lo w  up a r e g i s t r a n t 's  c o m p li a n c e  w i t h  EPA re q u e s ts  
f o r  e n v ir o n m e n ta l c h e m is t r y  d a ta  and has no p o l i c y  to  c a n c e l 
p e s t ic id e  r e g i s t r a t i o n s  when d a ta  is  n o t  p r o v id e d .

T h u s , a c c o rd in g  to  EPA p o l i c y ,  e n v ir o n m e n ta l c h e m is t r y  
d a ta  is  n o t  r e q u ir e d  to  be s u b m it te d  f o r  th o s e  p e s t ic id e s  
r e g is t e r e d  b e fo re  June 2 3 , 1 9 7 0 , f o r  us e on f i e l d s ,  p a s ­
t u r e s ,  and f o r e s t s  and w h ic h  may g e t  in t o  w a te r ,  u n le s s  
a p p ro v e d  uses a re  added .

We s e le c te d  c e r t a in  o f th e  PR N o t ic e  7 0 -1 5  r e q u i r e ­
m ents  to  d e te rm in e  i f  p e s t ic id e s  in  o u r ra nd om  sa m ple  o f  
100 c o m p li e d  w it h  r e q u ir e m e n ts .  Th e re q u ir e m e n ts  s e le c te d  
w ere  s tu d ie s  to  d e te rm in e :

— Th e p e s t i c i d e 's  d e g ra d a t io n  o r d e c o m p o s it io n  (1 )  
in  s o i l ,  ( 2 )  in  w a te r ,  and (3 )  when exposed  t o  
l i g h t  ( p h o to c h e m ic a l d e g r a d a t io n ) .

— W heth er th e  p e s t ic id e  d e s t ro y s  b e n e f i c i a l  m ic ro ­
o rg a n is m s  an d th e  m ic ro - o rg a n is m s ' e f f e c t  on  th e  
t o x i c i t y  an d e f f i c a c y  o f  th e  p e s t ic id e  ( m ic r o ­
b io l o g i c a l  s t u d ie s ) .

— W heth er th e  p e s t ic id e  le a c h e s  th ro u g h  th e  s o i l  
i n t o  g ro u n d  w a te r .

— W heth er th e  p e s t ic id e  moves  fr o m  th e  a p p l i c a t io n  
s i t e  in  r u n o f f  w a te r .

T h e re  w ere  32 p e s t ic id e  c h e m ic a ls  in  o u r sam ple  f o r  w h ic h  
e n v ir o n m e n ta l c h e m is t r y  d a ta  was r e q u i r e d .  Th e e x te n t  to  
w h ic h  e n v ir o n m e n ta l c h e m is t r y  d a ta  has n o t  be en  p ro v id e d  
f o r  th e s e  32 c h e m ic a ls  i s  sum m ari zed  in  th e  f o l lo w in g  
t a b l e .

Nu mber la c k in g P e rc e n t o f
Typ e o f  d a ta  s t u d ie s ____ ___ t o t a l

D e g ra d a t io n :
S o i l 11 34 aW ate r 17 53
P h o to c h e m ic a l 17 53

r i i c r o b io lo g  i c a l 16 50
L e a c h in g 24 75
R u n o ff 24 75
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Th e absence  o f  r e q u ir e d  d a ta  i s  i l l u s t r a t e d  f o r  th e  
f o l lo w in g  p e s t ic id e  c h e m ic a ls .

2 ,4 -D  d im e th y la m in e  s a l t — T h is  i s  a w id e ly  us ed 
h e r b ic id e  p r i m a r i l y  f o r  c o n t r o l l i n g  wee ds  a lo n g  c a n a ls  
an d i r r i g a t i o n  d i t c h e s .  D u r in g  1972 , a b o u t 2 2 .5  m i l l i o n  
pounds w ere  p ro d u c e d  in  th e  U n it e d  S ta te s .  An  EPA e n v ir o n  
m e n ta l c h e m is t r y  re v ie w  o f  t h i s  p e s t ic id e  c o m p le te d  in  
A p r i l  19 73  sh ow ed  t h a t  s e v e ra l s tu d ie s  w ere  la c k in g  o r  
in a d e q u a te ,  in c lu d in g

— a m ic r o b io lo g y  s tu d y  under a n a e ro b ic  ( o x y g e n le s s )  
c o n d i t io n s ,

— a p h o to c h e m ic a l d e g ra d a t io n  s tu d y  w i t h  la k e  w a te r ,

— le a c h in g ,  a d s o r p t io n ,  and r u n o f f  s t u d ie s  f o r  d i t c h -  
b a n k s , and

— a d s o r p t io n  s tu d ie s  w i th  h y d r o s o i l  (m u d ).

Th e w r i t e u p  on t h i s  re v ie w  s ta te d  t h a t  a d d i t i o n a l  d a ta  
wa s needed to  s u p p o r t  th e  r e g i s t r a t i o n  b u t  c o u ld  n o t  be 
re q u e s te d  fr o m  th e  r e g i s t r a n t  a t  t h a t  ti m e  an d r e f e r r e d  
t o  an i n t e r n a l  EPA p o l i c y  mem ora ndum  d a te d  A p r i l  2 8 , 1972 . 
Th e w r i t e u p  f u r t h e r  s ta te d  t h a t  EPA ho ped  to  ask  f o r  PR 
N o t ic e  7 0 -1 5  ( re q u ir e m e n ts  f o r  e n v ir o n m e n ta l c h e m is t r y )  
d a ta  in  th e  f u t u r e .  The  A p r i l  19 72  memo s ta te s  t h a t :

"T he re q u ir e m e n t  o f  any n e c e s s a ry  d a ta  on  e s ta b ­
l is h e d  c h e m ic a ls  is  to  be do ne  on a b la n k e t  b a s is  
th ro u g h  d i r e c t  c o m m u n ic a ti o n s  to  th e  m a n u fa c tu re r .  
R e q u ir e m e n ts  o f  t h i s  ty p e  s h o u ld  be h a n d le d  as a 
s e p a ra te  is s u e  fr o m  i n d iv id u a l  p ro d u c t  r e g i s t r a t i o n .  
Th e a c c e p ta n c e  o f  a d d i t i o n a l  p ro d u c ts  o r a d d i t i o n a l  
uses  f o r  e s ta b l is h e d  c h e m ic a ls  is  n o t  to  be h e ld  up 
p e n d in g  d e v e lo p m e n t o f such d a ta . "

An EPA o f f i c i a l  s a id  t h a t  as o f  M arc h 1 9 7 5 , t h i s  d a ta  
ha d n o t  be en  re q u e s te d  f o r  2 ,4 -D  d im e th y la m in e  s a l t .

A ls o ,  we fo u n d  t h a t  even when EPA d id  r e q u e s t  d a ta  
f o r  p r e v io u s ly  r e g is t e r e d  p e s t ic id e  c h e m ic a ls ,  i t  o f t e n  
wa s n o t  f u r n is h e d  as in d ic a t e d  in  th e  f o l lo w in g  e x a m p le .

G u th io n — G u th io n  is  a b ro a d  s p e c tr u m  in s e c t i c id e  
w h ic h  Is  use d to  c o n t r o l  in s e c ts  in  o v e r 50 fo o d  o r  a n im a l 
fe e d  c ro p s .  D u r in g  19 71  a b o u t 2 .7  m i l l i o n  pounds w ere  
a p p li e d  to  c ro p s  in  th e  U n it e d  S ta te s .  In  19 72  EPA 
re v ie w e d  a re q u e s t  to  r e g is t e r  g u th io n  f o r  a new u se .
An EPA l e t t e r  d a te d  M arc h  2 7 , 1 9 7 2 , a d v is e d  th e  r e g is t r a n t
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t h a t  an e n v ir o n m e n ta l re v ie w  in d ic a te d  t h a t  c h e m is t r y  
d a ta  was in a d e q u a te .  Th e l e t t e r  s ta te d  t h a t  th e  d a ta ,  
in c lu d in g  th e  6 s tu d ie s  l i s t e d  a b o v e , s h o u ld  be s u b m it te d  
w i t h in  1 y e a r .  Two e n v ir o n m e n ta l c h e m is t r y  re v ie w s  com ­
p le te d  d u r in g  J a n u a ry  and M arc h 19 75  show ed  t h a t  no ne  o f  
th e  re o u e s te d  g u th io n  d a ta  had be en  p ro v id e d .

Many p e s t ic id e s  have n e v e r been re v ie w e d

Because o f th e  fo re g o in g  e x a m p le s , we re q u e s te d  t h a t  
th e  E n v ir o n m e n ta l C h e m is tr y  R ev ie w  S e c t io n  re v ie w  a l i s t  o f 
th e  c h e m ic a ls  w h ic h  ha ve  to le r a n c e s  f o r  p e s t ic id e  r e s id u e s  *
in  fo o d  an d a n im a l fe e d s  and i d e n t i f y  th o s e  t h a t  have  ne ve r 
u n d e rg o n e  e n v ir o n m e n ta l c h e m is t r y  d a ta  re v ie w .  From  t h i s  
l i s t  o f a p p ro x im a te ly  2 5 0 , EPA i d e n t i f i e d  120  c h e m ic a ls
(a b o u t 50 p e rc e n t )  w h ic h  ha ve  n e v e r und erg o n e  r e v ie w .  *

Th e 120  p e s t ic id e  c h e m ic a ls  re p re s e n t  a s i g n i f i c a n t  
vo lu m e  o f  p e s t ic id e s  us ed  in  th e  U n it e d  S ta te s .  F a i l u r e  
to  o b ta in  e n v ir o n m e n ta l d a ta  on  man y w id e ly  use d p e s t i ­
c id e s  does n o t  in s u re  t h a t  EPA is  f u l f i l l i n g  i t s  m andate d  
r e s p o n s i b i l i t y  to  p r o t e c t  th e  e n v ir o n m e n t fr o m  u n re a s o n a b le  
a d v e rs e  e f f e c t s .  We b e l ie v e  EPA s h o u ld  r e v is e  i t s  p o l i c y  
an d r e q u i r e  c o m p le te  e n v ir o n m e n ta l c h e m is t r y  d a ta  f o r  a l l  
p e s t ic id e s  a p p li e d  to  f i e l d s ,  p a s tu r e s ,  and f o r e s t s ,  
r e g a r d le s s  o f th e  d a te  o f  th e  p e s t ic id e s '  o r i g i n a l  
r e g i s t r a t i o n .

NEED TO ES TABLISH  PO LIC Y FOR 
REGULATING INER T ING REDIE NTS

In  a d d i t io n  to  th e  a c t iv e  in g r e d ie n t s  in  p e s t ic id e  
f o r m u la t io n s ,  th e re  may a ls o  be o th e r  in g r e d ie n t s ,  w h ic h  
a re  d e s c r ib e d  as  i n e r t — in g r e d ie n t s  w h ic h  by th e m s e lv e s  
w i l l  n o t  p r e v e n t ,  d e s t r o y ,  r e p e l ,  o r m i t ig a t e  a p e s t .
These in g r e d ie n t s  a re  g e n e r a l ly  ad de d as s o lv e n t s ,  t h i c k ­
e n e rs ,  p r o p e l le n t s ,  o r o th e r  uses to  enhance  th e  e f f e c ­
t iv e n e s s  o r to  f a c i l i t a t e  th e  us e o f th e  p e s t ic id e .
I n e r t  in g r e d ie n t s  ra n g e  fr om  in n o c u o u s  s u b s ta n c e s ,  such  
as  w a te r ,  s u g a r ,  and s a l t ,  to  t o x ic  c h e m ic a ls ,  such  as 
v i n y l  c h lo r id e  and fo rm a ld e h y d e .

FFDCA r e q u ir e s  t h a t  t o x i c  s u b s ta n c e s  w h ic h  re m a in  
in  o r  on fo o d  o r fe e d  m ust have  a to le ra n c e  o r m ust ha ve
been exem pte d  fr o m  th e  re q u ir e m e n t  o f  a t o le r a n c e .  Many a
i n e r t  in g r e d ie n t s  w i th  v a r y in g  d e g re e s  o f  t o x i c i t y  have
be en  exem pte d  fr o m  th e  r e q u ir e m e n ts  o f  t o le r a n c e s .  EPA
does n o t  r e q u ir e  th e  same s a fe t y  e v a lu a t io n  f o r  in e r t s  as
a re  r e q u ir e d  f o r  a c t iv e  in g r e d ie n t s  eve n th o u g h  re s id u e s
may re m a in  in  o r on fo o d  o r fe e d .  A ls o ,  FDA does n o t  *
t e s t  fo o d  f o r  r e s id u e s  o f  i n e r t  in g r e d ie n t s .

18



151

Th e n e c e s s it y  f o r  th o r o u g h ly  e v a lu a t in g  th e  p o te n ­
t i a l  d a n ge r o f  i n e r t  in g r e d ie n t s  is  d e m o n s tr a te d  by  th e  
d is c lo s u r e  in  19 74  by 2 p e s t ic id e  m a n u fa c tu re rs  t h a t  
v i n y l  c h lo r i d e ,  an i n e r t  p r o p e l le n t  use d in  some p e s t ic id e  
a e r o s o ls ,  ca u se s  a r a r e  fo rm  o f l i v e r  c a n c e r .  A f t e r  
th e  d is c lo s u r e  o f  v i n y l  c h lo r i d e 's  c a r c i n o g e n ic i t y ,  EPA 
e v a lu a te d  i t s  us e in  a e ro s o ls  and fo u n d  t h a t  i t  p re s e n te d  
an im m in e n t h a z a rd  in  th e  ho me,  f o o d - h a n d li n g  e s t a b l i s h ­
m e n ts , h o s p i t a l s ,  o r e n c lo s e d  a re a s .  D u r in g  A p r i l  1974  
EPA re q u e s te d  m a n u fa c tu re r s  to  r e c a l l  p e s t ic id e s  c o n t a in -

» in g  v i n y l  c h lo r i d e .  T h is  r e c a l l  was  fo ll o w e d  in  J a n u a ry
1975 by  a c a n c e l la t io n  o rd e r  f o r  32 p e s t ic id e s  c o n ta in in g  
v i n y l  c h lo r i d e .

V in y l  c h lo r id e  has be en  p ro d u c e d  c o m m e rc ia ll y  in
•  th e  U n it e d  S ta te s  s in c e  1 9 3 9 ; by  19 74  p r o d u c t io n  was in  

e x c e s s  o f  7 b i l l i o n  pounds a n n u a ll y .  Th e p u b l ic  has be en  
exposed  to  t h i s  co mpo un a in  th e  w o rk  e n v ir o n m e n t o f  c h e m i­
c a l  p la n t s  an d fr o m  p e s t ic id e  and c o s m e t ic  a e r o s o ls .

The o v e r a l l  h e a l th  e f f e c t s  o f  t h i s  e x p o s u re  w i l l  n o t be 
f u l l y  know n f o r  s e v e ra l y e a rs  because  th e  c a n c e r in c u b a t io n  
p e r io d  is  b e li e v e d  to  be 15 y e a rs  o r lo n g e r .  Th e ch a n ces  
o f  e l im in a t i n g  p o t e n t i a l l y  h a z a rd o u s  in e r t - i n g r e d ie n t s  
in  p e s t ic id e s  w o u ld  be enhanced i f  s a t i s f a c t o r y  lo n g ­
te rm  t e s t in g  w ere  r e q u i r e d .

EPA is  n o t  d e v e lo p in g  r e g u la t io n s  o r  g u id e l in e s  g o v e rn ­
in g  s a fe ty  e v a lu a t io n  o f  i n e r t  in g r e d ie n t s  e q u iv a le n t  to  
th o s e  b e in g  d e v e lo p e d  f o r  a c t iv e  in g r e d ie n t s .  (S ee p p . 7 
an d 8 . )  The re v ie w  p ro c e s s  f o r  i n e r t  in g r e d ie n t s  use d on 
fo o d  and fe e d  c ro p s  was d e s c r ib e d  in  an in t e r n a l  T o x ic o lo g y  
B ra n ch  memo d a te d  O c to b e r  19 72  as f o l lo w s :

" T o x ic o lo g is t s  in  th e  p a s t  have  n o t  c o n s id e re d  th e  
i n e r t s  to  be in  th e  same c la s s  o f p o is o n s  as a re  p e s t i ­
c id e s ;  a c c o r d in g ly  th e y  ha ve  te n d e d  to  be much  more  
l e n ie n t  in  t h e i r  r e q u ir e m e n ts  f o r  th e  d e m o n s t ra t io n  
o f  s a fe ty  o f r e s id u e s  o f  th e s e  com pounds. A d e t e r ­
m in a t io n  o f  e x e m p ti o n  is  made more on th e  b a s is  o f  
la c k  o f d e m o n s tra te d  h a z a rd  th a n  o f  d e m o n s tr a te d  
s a f e t y .

* * * * **

" * * * t h e  p ro c e s s  f o r  e x e m p ti n g  m a t e r ia ls  fr o m  th e  
re q u ir e m e n ts  o f  to le r a n c e s  is  s t i l l  a s e a t - o f - t h e -  
p a n ts  o p e r a t io n .  I  t h in k  we s h o u ld  e i t h e r  s e t  up

* a S ta n d a rd s  C o m m it te e  to  d e v e lo p  c r i t e r i a ,  o r we
c o u ld  p ro m u lg a te  ( th e  c r i t e r i a  d e s c r ib e d  in ]  t h i s  
m e m o ***. “
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Th e c r i t e r i a  d is c u s s e d  in  th e  memo in c lu d e d  a d e t e r ­
m in a t io n  o f s a fe t y  on th e  b a s is  o f th e  m a t e r i a l ' s

— s t r u c t u r a l  s i m i l a r i t y  to  a co mpo un d wh os e t o x i c i t y  
has be en  a d e q u a te ly  d e f in e d ,

— to le r a n c e  under fo o d  a d d i t i v e  r e g u la t io n s ,

— p re s e n c e  on  FD A 's  " g e n e r a l ly  re c o g n iz e d  as  s a fe "  
l i s t ,

*
— lo w  r e s id u e  le v e l  on fo o d  o r  fe e d ,  and

— s m a ll  p e rc e n ta g e  o f  th e  t o t a l  p e s t ic id e  f o r m u la t io n .
w

An EPA o f f i c i a l  t o ld  us  t h a t  th e  fo r e g o in g  c r i t e r i a  w ere  
use d to  e v a lu a te  i n e r t  in g r e d ie n t s .

I f  th e  i n e r t  in g r e d ie n t  c o u ld  n o t  be exem pte d under th e  
fo re g o in g  c r i t e r i a ,  th e  r e g i s t r a n t  m ig h t  hav e to  p r o v id e  
EPA w it h  9 0 -d a y  s u b a c u te  ( i n  2 s p e c ie s )  an d 2 -y e a r  c h r o n ic  
fe e d in g  ( i n  2 m am m al ian s p e c ie s )  s t u d ie s .

P r o v is io n s  f o r  o th e r  ty p e s  o f  t e s t s ,  su ch  as  3 -g e n e r -  
a t io n  r a t  r e p r o d u c t io n ,  t e r a t o g e n i c i t y ,  and m u ta g e n ic it y  
s t u d ie s ,  w h ic h  a re  r e q u ir e d  f o r  a c t iv e  in g r e d ie n t s ,  a re  
r e q u ir e d  o n ly  on a c a s e -b y -c a s e  b a s is .

Some o f  th e  exem pte d i n e r t  in g r e d ie n t s  a re  r e l a t i v e l y  
t o x i c  an d EPA r e q u ir e s  t h a t  th e y  be a p p li e d  a nu mbe r o f  
d a ys  b e fo re  h a r v e s t in g  to  a l lo w  th e  p e s t ic id e  r e s id u e  to  
d i s s ip a t e .  F or e x a m p le , EPA r e q u ir e s  t h a t  th e  i n e r t  
in g r e d ie n t s  m a le ic  a c id  and m a le ic  a n h y d r id e  be a p p li e d  
no l a t e r  th a n  21 days  b e fo re  h a r v e s t ;  some a c t iv e  
in g r e d ie n t s  have no l i m i t a t i o n s  on  when th e y  ca n be a p p li e d  
an d in  some cases ca n be a p p li e d  a f t e r  h a r v e s t .  An  EPA 
o f f i c i a l  s a id  t h a t  i f  th e  p re h a r v e s t  i n t e r v a l  was  n o t  
o b s e rv e d , th e  re s id u e s  may be g r e a te r  th a n  th e  s u b m it te d  
s a fe t y  d a ta  w ou ld  j u s t i f y .  A n o th e r  EPA o f f i c i a l  s a id  t h a t  
FDA does n o t  t e s t  f o r  su ch  r e s id u e s ,  and in  many case s  
r e s id u e s  f o r  i n e r t  in g r e d ie n t s  c o u ld  n o t  eve n be d e te rm in e d  
because  a n a l y t i c a l  m eth ods ha ve  n o t  be en  d e v e lo p e d .

Th e C h ie f ,  C h e m is tr y  B ra n c h , s ta te d  t h a t  e x e m p ti o n s  *
s h o u ld  be l im i t e d  to  th o s e  m a t e r ia ls  wh os e t o x i c i t y  a ll o w s  
s a fe  use  u nder a w id e  ra n g e  o f c o n d i t io n s  w i th  w id e ly  v a r y ­
in g  r e s id u e  le v e ls .  He a ls o  s a id  t h a t  t o le r a n c e s  s h o u ld  be 
e s ta b l is h e d  f o r  th o s e  r e l a t i v e l y  t o x ic  i n e r t  in g r e d ie n t s
wh ose s a fe  us e is  p re d ic a te d  on im p o s in g  a r i g i d  use  p a t t e r n  *
to  in s u re  t h a t  r e s id u e s  w i l l  be b e lo w  a c e r t a in  l e v e l .

20



153

E P A 's  C r i t e r i a  an d E v a lu a t io n  D iv i s io n  re c o g n iz e s  
t h a t  i n e r t  in g r e d ie n t s  have  n o t  be en  e v a lu a te d  fr o m  th e  
s ta n d p o in t  o f  t h e i r  p o t e n t i a l  a d v e rs e  e f f e c t s  on man and 
th e  e n v ir o n m e n t.  The D iv is io n  re q u e s te d  $ 1 .5  m i l l i o n  
each f o r  f i s c a l  y e a rs  1 9 7 5 , 1 9 7 6 , 1 9 7 7 , and 1978  to  
i d e n t i f y  and t e s t  i n e r t  in g r e d ie n t s .  I t  p ro p o s e d  t h a t  
a l l  such in g r e d ie n t s  be re v ie w e d  an d t h a t  a l i s t  o f  
s u s p e c t in g r e d ie n t s  be d e v e lo p e d . Th e s u s p e c t c h e m ic a ls  
w o u ld  th e n  be s u b je c t  to  t e s t in g  to  a s c e r t a in  th o s e  w it h  
p o t e n t i a l  t o x i c  e f f e c t s  and th e  re s e a rc h  needed f o r  e a c h . 
T h is  w o rk  w ou ld  th e n  be do ne  in -h o u s e  by EPA o r  c o n t ra c te d  
o u t  to  o th e r  a g e n c ie s  o r p r i v a t e  f i r m s  to  p ro v id e  a d d i­
t i o n a l  in f o r m a t io n  on th e  t o x i c o lo g i c a l  p r o p e r t ie s  and s y n ­
e r g i s t i c  o r a n t a g o n is t i c  e f f e c t s  w i th  o th e r  c h e m ic a ls  
in  p e s t ic id e  f o r m u la t io n s .  Th e O f f i c e  o f  Man ag em en t and 
B u d g e t d e le te d  f ro m  E P A 's  p ro p o s e d  f i s c a l  y e a r  19 75  and 
19 76  b u d g e ts  th e  fu n d s  needed to  e v a lu a te  i n e r t  in g r e d ie n t s  
d u r in g  th o s e  y e a rs .

EPA s h o u ld  r e q u i r e  s u f f i c i e n t  s a fe t y  an d e n v ir o n m e n ta l 
d a ta  on i n e r t  in g r e d ie n t s  in  p e s t ic id e  fo r m u la t io n s  t o  
in s u re  t h a t  th e y  do  n o t  a d v e rs e ly  a f f e c t  man o r th e  e n v i r o n ­
m e n t.  EPA s h o u ld  e v a lu a te  th e  h a z a rd s  a s s o c ia te d  w i t h  i n e r t  
in g r e d ie n t s  as  p ro p o s e d  by th e  C r i t e r i a  and E v a lu a t io n  
D iv i s io n .

CONCLUSIONS

Many p e s t ic id e  r e g i s t r a t i o n s  a re  n o t  s u p p o r te d  by  
a n im a l and e n v ir o n m e n ta l s a fe ty  and e f f i c a c y  s tu d ie s  
c u r r e n t l y  r e q u ir e d  by EPA. B e fo re  A u g u s t 4 , 1 9 7 5 , EPA 
d id  n o t  r e q u i r e  t h a t  s tu d ie s  be p ro v id e d  as new r e q u i r e ­
m en ts  w ere  e s ta b l is h e d  o r  as a c o n d i t io n  o f  r e g i s t r a t i o n  
re n e w a l.  Th e s e r io u s n e s s  o f t h i s  v o id  i s  d e m o n s tr a te d  by 
th e  f a c t  t h a t  t e r a t o g e n i c i t y  and m u ta g e n ic it y  s tu d ie s  
w h ic h  became  a r e q u ir e m e n t  f o r  c e r t a in  p e s t ic id e s  in  19 70  
an d 1 9 7 2 , r e s p e c t i v e l y ,  ha d n o t  be en  s u b m it te d  f o r  m ost 
o f  th e  r e q u ir e d  p e s t ic id e s  in c lu d e d  in  o u r r e v ie w .

Because o f  th e  absence  o f  d a ta  f o r  many p e s t ic id e s  
w h ic h  much o f  th e  p o p u la t io n  is  exposed  to  d a i l y  in  t h e i r  
fo o d  and e n v ir o n m e n t,  EPA has l i t t l e  a s s u ra n c e  t h a t  human 
h e a lt h  and th e  e n v ir o n m e n t  a re  b e in g  a d e q u a te ly  p r o te c te d  
fr o m  p o s s ib le  p e s t ic id e  h a z a rd s .  R e g is t r a n t s  s h o u ld  be 
n o t i f i e d  o f  d a ta  r e q u ir e m e n ts  wh en e s t a b l is h e d ,  an d EPA 
s h o u ld  r e q u i r e  th em  to  s u b m it  d a ta  w i t h in  a re a s o n a b le  
ti m e  o r s h o u ld  c a n c e l th e  r e g i s t r a t i o n s  i f  th e  d a ta  i s  
n o t  s u b m it te d .

EPA a s s e s s e s  a p e s t i c i d e 's  s a fe t y  by e v a lu a t in g  
i n d i v id u a l  a c t iv e  in g r e d ie n t s  an d n o t  th e  com b in e d
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in g r e d ie n t s  as m a rk e te d  in  a p e s t i c id e .  T h e re  is  l i t t l e  
o r  no in f o r m a t io n  on th e  lo n g - te r m  e f f e c t s  on man and th e  
e n v ir o n m e n t o f  u s in g  p e s t ic id e s  as fo r m u la te d .  S y n e r­
g i s t i c  i n t e r a c t io n s  o f  in g r e d ie n t s  a re  know n to  make 
c e r t a in  c h e m ic a ls  more t o x i c  in  s h o r t - t e r m  t e s t s .  We 
b e li e v e  t h a t  EPA s h o u ld  d e te rm in e  i f  th e s e  c h e m ic a ls  w i t h  
s y n e r g is t i c  p r o p e r t ie s  a ls o  cause  lo n g - te r m  e f f e c t s  n o t  
re v e a le d  by  t e s t in g  th e  in d iv id u a l  a c t iv e  in g r e d ie n t s .

E P A 's  t e s t in g  re q u ir e m e n ts  f o r  i n e r t  in g r e d ie n t s  in  
p e s t ic id e  f o r m u la t io n s  a re  le s s  th a n  th o s e  f o r  a c t iv e  
in g r e d ie n t s .  Some i n e r t  in g r e d ie n t s  may be as  h a z a rd o u s  
to  man and th e  e n v ir o n m e n t as a re  a c t iv e  in g r e d ie n t s ,  
as has a lr e a d y  be en  d e m o n s tr a te d  in  th e  d is c u s s io n  o f  
th e  i n e r t  in g r e d ie n t  v i n y l  c h lo r id e  (a  c a r c in o g e n ) .  EPA 
s h o u ld  re a s s e s s  i t s  p o l i c y  on i n e r t  in g r e d ie n t s  and 
s h o u ld  d e v e lo p  a p p r o p r ia te  g u id e l in e s  f o r  t e s t in g  th o s e  
t h a t  may p re s e n t  a h e a lt h  o r  an  e n v ir o n m e n ta l h a z a rd .

RECOMMENDATIONS

We rec om mend t h a t  th e  A d m in is t r a t o r ,  EPA:

— I d e n t i f y  and n o t i f y  r e g is t r a n t s  o f  r e q u ir e d  s a f e t y  
( in c lu d in g  m u ta g e n ic i t y )  an d e f f i c a c y  s tu d ie s  
w h ic h  a re  n o t  a v a i la b le  f o r  t h e i r  p e s t ic id e s  an d 
c a n c e l th e  r e g i s t r a t i o n  o f  th o s e  p e s t ic id e s  f o r  
w h ic h  d a ta  ha s n o t  be en  s u b m it te d  w i t h in  a re a s o n ­
a b le  t im e .

— R e q u ir e  c o m p le te  d a ta  s u b m is s io n s  as  a b a s is  f o r  th e  
FEPCA r e g i s t r a t i o n  o f p e s t i c id e s .  T h is  p o l i c y  s h o u ld  
a ls o  be a p p li e d  to  f u t u r e  r e g i s t r a t i o n  re n e w a ls .

— C o n s id e r  r e q u i r in g  th e  s a fe ty  and e n v ir o n m e n ta l 
t e s t i n g  o f  p e s t ic id e s  as  m a rk e te d , p a r t i c u l a r l y  
t e s t s  w h ic h  p e r t a in  to  th e  p o s s ib le  s y n e rg is m  o f  
i n g r e d ie n t s .

— R e q u ir e  c o m p le te  t e s t in g  o f  i n e r t  in g r e d ie n t s  us ed  
in  p e s t ic id e  f o r m u la t io n s  t h a t  may p re s e n t  h e a l t h  
o r  e n v ir o n m e n ta l h a z a rd s .

AGENCY COMMENTS AND OUR EVALUA TION

EPA a d v is e d  us by l e t t e r  d a te d  S ep te m ber 1 1 , 1 9 7 5 , 
t h a t  o u r r e p o r t  was an e x h a u s t iv e  and g e n e r a l ly  e x c e l le n t  
s tu d y  o f  p e s t ic id e  r e g i s t r a t i o n  and to le r a n c e  s e t t i n g .
(S ee  ap p . I . )  H ow eve r,  EPA f e l t  t h a t  i t s  m andate  and 
p ro g ra m  w ere  n o t f a i r l y  re p re s e n te d  b e ca u se :
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— Th e r e p o r t  does n o t  re c o g n iz e  t h a t ,  g e n e r a l l y ,  
s ta n d a rd s  o f  e f f i c a c y  and s a fe ty  a re  n o t  c le a r  
c u t  and t h a t  EPA m ust t h e r e fo r e  e x e rc is e  re a s o n a b le  
ju d g m e n t in  d e v e lo p in g  s ta n d a rd s  and r e g u la t io n s  
w h i le  c o n s id e r in g  th e  s o c ia l  an d eco n om ic  c o s ts  
o f  r e g u la t io n  to  a l l  a f f e c te d  s e c to r s  o f  s o c ie t y .

— GAO's o b s e r v a t io n  o f  th e  p ro g ra m  was d u r in g  a p e r io d  
o f  tr e m e n d o u s  ch ange an d th e  r e p o r t  does n o t  ade­
q u a te ly  r e f l e c t  m a jo r  changes  in  o r g a n iz a t io n ,  p ro ­
c e d u re s ,  and r e g u la t io n s  w h ic h ,  a lt h o u g h  to o  new 
to  e v a lu a te ,  s h o u ld  c o r r e c t  many o f  th e  p ro b le m s  
i d e n t i f i e d  by GAO.

Th e F e d e ra l G ove rn m ent r e g u la te s  p e s t ic id e s  to  in s u re  
t h a t  q u a l i t y  p ro d u c ts  a re  a v a i la b le  to  th e  p u b l ic  and 
t h a t  when us ed  p r o p e r ly ,  th e s e  p ro d u c ts  w i l l  p ro v id e  c o n ­
sum ers  w i th  e f f e c t i v e  p e s t  c o n t r o l  w it h o u t  u n re a s o n a b le  
a d v e rs e  e f f e c t s  on hum an h e a l th  o r th e  e n v ir o n m e n t.

We a g re e  w i t h  EPA t h a t  g e n e r a l ly  s ta n d a rd s  o f  e f f i ­
c a c y  and s a fe ty  a re  n o t  c le a r  c u t  an d c o n s e q u e n t ly  ju d g ­
m ent is  needed in  r e g u la t in g  p e s t ic id e s .  Q u e s t io n s  in  th e  
r e p o r t  p e r t a in  to  in s ta n c e s  w h e re , a lt h o u g h  r e q u i r e d ,  
s u f f i c i e n t  d a ta  ha s n o t  be en  o b ta in e d  to  e n a b le  EPA to  
make a re a so n e d  ju d g m e n t on w h e th e r  th e  p o t e n t i a l  a d v e rs e  
e f f e c t s  a re  o u tw e ig h e d  by  eco n om ic  c o n s id e r a t io n s .

We a c k n o w le d g e  t h a t  o u r r e v ie w  was  made d u r in g  a 
p e r io d  o f  ch a n g e , b u t  a p p r o p r ia te  r e fe re n c e  has be en  
made in  th e  r e p o r t  to  any changes a f f e c t i n g  th e  m a t te r s  
d is c u s s e d  t h e r e in .  A ls o ,  m ost i f  n o t  a l l  th e  r e q u i r e ­
m en ts  d is c u s s e d  in  th e  r e p o r t  an d c o n ta in e d  in  th e  new 
r e g u la t io n s  d a te d  A u g u s t 4 , 1 9 7 5 , ha d be en  in  e f f e c t  
b e fo r e  t h a t  t im e .  F u r th e rm o re ,  in  v ie w  o f  E P A 's  p a s t  
p e rfo rm a n c e  w here  r e q u ir e m e n ts  w ere  ig n o re d  o r c ir c u m ­
v e n te d ,  we a g re e  w it h  E P A 's  co mmen t t h a t ,  i t  is  to o  
e a r ly  to  e v a lu a te  th e  su c c e s s  o f  changes mad e.

EPA g e n e r a l ly  a g re e d  w i t h  o u r re c o m m e n d a ti o n s  and 
p o in te d  o u t  c e r t a in  c o r r e c t i v e  m easure s w h ic h  ha d a lr e a d y  
been ta k e n .  W it h  re g a rd  to  d e f ic ie n c ie s  in  s u p p o r t in g  
d a ta ,  EPA s ta te d  t h a t

" * * * i n  a c c o rd  w i t h  th e  r e q u ir e m e n ts  o f  am ended
F I F RA , * * * g u id e l in e s  have  be en  d e v e lo p e d  ' s p e c i f y ­
in g  th e  k in d s  o f  in f o r m a t io n  w h ic h  w i l l  be r e q u ir e d  
to  s u p p o r t  th e  r e g i s t r a t i o n  o f a p e s t i c i d e . . . '
* * * i n  p r e p a r a t io n  f o r  r e r e g i s t r a t i o n ,  th e  d a ta  bas e 
s u p p o r t in g  th e  s a fe ty  o f  each r e g is t e r e d  a c t iv e
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i n g r e d ie n t  has be en  re v ie w e d ,  and an y gaps have  be en  
i d e n t i f i e d .  I f  th e re  a re  gaps w h ic h  r e q u ir e  s tu d ie s  
o f  s h o r t  d u r a t io n ,  p ro d u c ts  c o n ta in in g  an a f f e c te d  
c h e m ic a l w i l l  n o t  be r e r e g is t e r e d  u n t i l  th e  gap 
is  f i l l e d .  I f  m is s in g  d a ta  r e q u ir e  lo n g - te r m  s tu d ie s ,  
a f f e c te d  p ro d u c ts  w i l l  be g ra n te d  n o n -re n e w a b le  
r e r e g i s t r a t i o n  f o r  a p e r io d  re a s o n a b le  to  a ll o w  
d e v e lo p m e n t and re v ie w  o f th e  m is s in g  d a ta .

" I f  th e  d a ta  a re  n o t  s u b m it te d ,  th e  r e g i s t r a ­
t io n s  in v o lv e d  w i l l  la p s e .  I f  d a ta  a re  s u b m it te d ,  
th e n  th e  a c c e p t a b i l i t y  o f th e  r e g i s t r a t i o n  w i l l  be 
ju d g e d  on th e  b a s is  o f th e  d a ta . "

As  f o r  r e q u i r in g  th e  f u l l  ra nge  o f  d a ta  to  s u p p o r t  
r e r e g i s t r a t i o n ,  EPA s ta te d  t h a t  i t  had c o n s id e re d  an d 
r e je c t e d  t h i s  a p p ro a ch  because  EPA i t s e l f  and in d u s t r y  were  
fa c e d  w i t h  se ve re  re s o u rc e  an d ti m e  c o n s t r a in t s  f o r  r e r e g is ­
t r a t i o n .  EPA s a id  t h a t  i t  ha d th u s  d e te rm in e d  to  co n c e n ­
t r a t e  re s o u rc e s  in  th e  a re a  o f  h ig h e s t  p r i o r i t y ,  w h ic h  is  
p o t e n t ia l  human h a z a rd .  EPA a ls o  s ta te d  t h a t  th e  re m a in in g  
le s s  c r i t i c a l  gaps in  e f f i c a c y  and e n v ir o n m e n ta l d a ta  w i l l  
be a d d re s s e d  in  th e  c o u rs e  o f  f u t u r e  re n e w a ls ,  a t  w h ic h  
ti m e  a l l  p ro d u c ts  w i l l  be s u b je c t  to  a l l  d a ta  r e q u ir e m e n ts  
c u r r e n t  as  o f th e  re n e w a l d a te .

I f  p r o p e r ly  im p le m e n te d , EP A 's  new r e g i s t r a t i o n  r e g u la  
t io n s  and p ro c e d u re s  s h o u ld  c o r r e c t  many o f th e  d a ta  
d e f i c ie n c ie s  n o te d  in  th e  r e p o r t .  H ow ever,  c o l l e c t i n g  
m u ta g e n ic it y  s a fe ty  t e s t in g  d a ta  (s ee  p .  1 0 ) ,  as w e l l  as 
e f f i c a c y  and e n v ir o n m e n ta l c h e m is t r y  d a ta ,  w i l l  be c o n s id ­
e r a b ly  d e la y e d .  T h is  d e la y  is  n o t  d e s i r a b le  because  o f :

— Th e p o t e n t ia l  h e a lt h  h a z a rd s  o f p u b l ic  e x p o s u re  to  
p e s t ic id e s  where  th e  m u ta g e n ic it y  e f f e c t s  have  n o t  
been a s s e s s e d .

— P a s t e x e m p ti o n s  g ra n te d  r e g is t r a n t s  s u b je c t  to  th e s e  
d a ta  re q u ir e m e n ts ;  f o r  e x a m p le , e n v ir o n m e n ta l 
c h e m is t r y  d a ta  has be en a re q u ir e m e n t  f o r  p e s t ic id e s  
use d on f i e l d s ,  p a s tu r e s ,  and f o r e s t s  and w h ic h  may 
g e t  in t o  w a te r ,  s in c e  1970; h o w e v e r,  EPA has w a iv e d  
th e  re q u ir e m e n t  f o r  p e s t ic id e s  r e g is t e r e d  b e fo r e  
t h a t  d a te .

Th e ti m e  r e q u ir e d  to  d e v e lo p  th e  d a ta  w h ic h  is  b e in g  
w a iv e d  is  r e l a t i v e l y  s h o r t  co m pare d to  th e  2 - to  3 -y e a r  
p e r io d  w h ic h  w i l l  be r e q u ir e d  to  o b ta in  c h r o n ic  fe e d in g  
s tu d ie s  f o r  some p e s t i c i d e s . ' In  w a iv in g  th e  d a ta  r e q u i r e ­
m ent u n t i l  th e  p ro d u c t  comes  up f o r  5 -y e a r  re n e w a l c o u ld  
r e s u l t  in  su ch  d a ta  n o t b e in g  o b ta in e d  f o r  a p e r io d  o f  7
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t o  8 y e a rs  ( f o r  e x a m p le , 2 to  3 y e a rs  to  c o m p le te  a c h r o n ic  
fe e d in g  s tu d y  and up to  an a d d i t i o n a l  5 y e a rs  b e fo re  th e  
5 -y e a r  re n e w a l re v ie w  a n n iv e r s a r y  is  re a c h e d ) .  T h is  does 
n o t  ap p ea r c o n s is t e n t  w i t h  E P A 's  m andate  to  r e g is t e r  
p e s t i c id e s  w h ic h  w i l l  n o t  cause  u n re a s o n a b le  a d v e rs e  e f f e c t s  
to  man o r th e  e n v ir o n m e n t,  because  p o t e n t i a l  a d v e rs e  e f f e c t s  
c a n n o t be e v a lu a te d  u n t i l  a p p r o p r ia te  s tu d ie s  have  be en  d o n e .

In  re s p o n s e  to  o u r co mm en ts  on i n e r t  i n g r e d ie n t s ,  EPA
* s ta te d  t h a t

" * * *m a n y  s u b s ta n c e s  t h a t  a ppea r as i n e r t  in g r e d i ­
e n ts  in  p e s t ic id e s  a re  e x t re m e ly  common in  o th e r  
uses  as  w e l l ,  and th e re  i s  a p o t e n t ia l  in t e r f a c e  

t  w i t h  o th e r  e x i s t i n g  r e g u la t o r y  p ro g ra m s w h ic h  m ust
be c o n s id e re d .  I f  T o x ic  S u b s ta n c e  l e g i s l a t i o n  is  
p a s s e d , i t  may w e l l  p ro v id e  th e  m os t a p p r o p r ia te  
m echan is m s f o r  r e g u la t in g  many s u b s ta n c e s  w h ic h  
o c c u r  as i n e r t  in g r e d ie n t s  in  p e s t ic id e s .  T h e re  
i s ,  in  any c a s e , a p o s s i b i l i t y  o f  s i g n i f i c a n t  
r e g u la t o r y  o v e r la p .

* * * * *

" * * * t h e  Agency has th e  a u t h o r i t y  to  r e q u i r e ,  on a 
c a s e -b y -c a s e  b a s is ,  t e s t i n g  o f  i n e r t  in g r e d ie n t s  
w h ic h  may be h a z a rd o u s . T h is  a u t h o r i t y  has be en 
e x e rc is e d  f r e q u e n t ly ,  an d d u r in g  j u s t  th e  p a s t 
s ix  m onth s in  c o n n e c t io n  w i t h * * * [1 1 ] i n e r t  
in g r e d ie n t s  , * * * "

A lt h o u g h  EP A’ s a s s e r t io n  t h a t  i n e r t  in g r e d ie n t s  may be 
more a p p r o p r ia te ly  r e g u la te d  u n d e r o th e r  l e g i s l a t i o n  may be 
c o r r e c t ,  t h i s  l e g i s l a t i o n  ha s n o t  be en  p a s s e d , and u n t i l  i t  
is  and such a p ro g ra m  be co mes  o p e ra b le ,  i n e r t  in g r e d ie n t s  
m ust be r e g u la te d  u n d e r th e  e x is t i n g  p e s t ic id e  p ro g ra m .
We a g re e  t h a t  EPA has a u t h o r i t y  to  r e q u ir e  t e s t in g  o f  
p o t e n t i a l l y  h a z a rd o u s  in g r e d ie n t s .  The d a ta  re q u e s te d  by  
EPA on  th e  11 i n e r t  in g r e d ie n t s  m e n ti o n e d  above  was  n o t  th e  
f u l l  ra n g e  o f t e s t s  t h a t  w o u ld  be r e q u ir e d  o f  a c t iv e  
in g r e d ie n t s  us ed  on fo o d  o r fe e d  c ro p s .  O n ly  s u b a c u te  
(9 0 -d a y )  fe e d in g  s tu d ie s  w ere  re q u e s te d  on n in e  i n e r t s  
an d c h r o n ic  ( 2 - y e a r )  fe e d in g  s tu d ie s  w ere  re q u e s te d  on tw o .

* No t e r a t o g e n i c i t y ,  r e p r o d u c t io n ,  o r m u ta g e n ic it y  s tu d ie s  
w ere  re q u e s te d  on any o f  th e  11 i n e r t  in g r e d ie n t s .  A g a in ,  
we do n o t  b e li e v e  t h a t  EPA can  asse ss  th e  h a z a rd s  a s s o c i­
a te d  w i th  a c h e m ic a l' s  us e u n le s s  a p p r o p r ia te  s tu d ie s  a re  
p e r fo r m e d .

On o u r  re co m m e n d a ti o n  c o n c e rn in g  s a fe t y  and e n v ir o n m e n ta l 
t e s t i n g  o f  p e s t ic id e s  as m a rk e te d ,  EPA s ta te d  t h a t  i t  had
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c o n s id e re d  such an a p p ro a ch  b u t ha d r e je c te d  i t  because  o f  
th e  eco n om ic  im p a c t t h a t  w ou ld  r e s u l t .  EPA p o in te d  o u t  t h a t  
c o m b in a t io n s  o f  in g r e d ie n t s  in  fo rm u la te d  p ro d u c ts  a re  by 
no means th e  o n ly  c o m b in a t io n s  o f p e s t ic id e  c h e m ic a ls  to  
w h ic h  man an d th e  e n v ir o n m e n t a re  c h r o n ic a l l y  e x p o s e d . As  
soon as a p e s t ic id e  is  re le a s e d  in t o  th e  e n v ir o n m e n t,  com ­
p le x  p ro c e s s e s  o f  c h e m ic a l c o m b in a t io n  and t r a n s fo r m a t io n  
b e g in .  As  is  s ta te d  in  th e  N a t io n a l  Ac adem y o f  S c ie n c e s  
19 75  p u b l i c a t io n ,  P r in c ip le s  f o r  E v a lu a t in g  C h e m ic a ls  in  
th e  E n v ir o n m e n t , " t h e r e  a re  so man y d i f f e r e n t  p o s s i b i l i t i e s  
f o r  p o t e n t ia l  in t e r a c t io n s  t h a t  i t  i s  u n r e a l i s t i c  to  dema nd ♦t h a t  a l l  o f  them  be te s te d  in  a d v a n c e ."

E P A 's  ackn o w le d ge m e n t t h a t  th e  in t e r a c t io n  o f  p e s t ic id e s  
and o th e r  c h e m ic a ls  in  th e  e n v ir o n m e n t is  a m a t te r  o f  c o n ­
c e r n ,  we b e l ie v e ,  s u p p o r ts  o u r re co m m en d a tio n  t h a t  EPA needs  *
to  c o n s id e r  t e s t in g  p e s t ic id e s  as m a rk e te d . EP A 's  s ta te m e n t  
t h a t  a l l  in t e r a c t io n s  c a n n o t be te s te d  s h o u ld  n o t  be a b a s is  
f o r  t o t a l  in a c t io n .  The a c u te  t e s t in g  t h a t  EPA c u r r e n t l y  
r e q u i r e s  f o r  some fo rm u la te d  p e s t ic id e s  does n o t  a d d re s s  th e  
p ro b le m  o f  lo n g - te r m  e f f e c t s  su ch  as c a n c e r ,  m u ta g e n ic i t y ,  
o r  im p a ir m e n t o f  r e p r o d u c t iv e  c a p a c i t y .  The lo g ic  o f  n o t  
t e s t in g  p e s t ic id e s  as m a rk e te d  is  f a r  fr o m  c o n v in c in g ,  
p a r t i c u l a r l y  fr o m  th e  a s p e c t o f  co nsu m er p r o t e c t io n .

In  c o n s id e r in g  th e  ne ed  f o r  lo n g - te r m  t e s t in g  o f  p e s t i ­
c id e s  as  fo r m u la te d ,  EPA s h o u ld  m in im iz e  o v e r a l l  econom ic  
im p a c t to  th e  p e s t ic id e  in d u s t r y  by e s t a b l is h in g  g u id e l in e s  
w h ic h  c o n t r o l  th e  need  f o r  t e s t i n g .  F a c to rs  t h a t  s h o u ld  be 
c o n s id e re d  a re  th e  p e s t i c id e s '  p e r s is t e n c e ,  use p a t t e r n s ,  
an d vo lu m e  o f  u se .
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CHAPTER 3

MANY LABELS DO NOT COMPLY WITH EPA REQUIREMENTS

Many p e s t ic id e  p ro d u c ts  on th e  m a rk e t a re  m is b ra n d e d .
By la w , a p e s t ic id e  i s  deem ed  to  be m is b ra n d e d  wh en th e  
la b e l  does n o t  c o n ta in  p r e c a u t io n a r y  s ta te m e n ts  a d e q u a te  
to  p r o t e c t  man and th e  e n v ir o n m e n t.  A ls o ,  i t  is  u n la w fu l 
f o r  any p e rs o n  to  h o ld ,  d i s t r i b u t e ,  s e l l ,  o r o f f e r  f o r  s a le  
m is b ra n d e d  p e s t ic id e s .  EPA is  r e s p o n s ib le  f o r  e n fo rc e m e n t 
o f  th e  la w .

In  o u r sam ple  o f  100 r e g is t e r e d  p e s t ic id e s ,  we fo u nd  
many in s ta n c e s  w here  r e q u ir e d  p re c a u t io n s  w ere  n o t  in c lu d e d  
on  th e  la b e ls  o r  w here  f i n a l  p r in t e d  la b e ls  had n o t be en  
s u b m it te d  t o  EPA . In  some cases  th e  absence  o f  r e q u ir e d  
m a t e r ia l  d id  n o t  p e rm it  EPA to  d e te rm in e  i f  p r e c a u t io n s  f o r  
b e e s , b i r d s ,  f i s h ,  an d w i l d l i f e  w ere  r e q u i r e d .  EPA o f f i ­
c i a l s  a d v is e d  us t h a t  (1 )  s ta te m e n ts  m is s in g  fr o m  th e  la b e ls  
r e s u l t e d  fr o m  o v e r s ig h t s  o r (2 )  r e g i s t r a t i o n s  a n d /o r  la b e ls  
w ere  a p p ro ve d  on th e  c o n d i t io n  t h a t  r e q u ir e d  la b e l  s ta te m e n ts  
w o u ld  be added .

EPA o f f i c i a l s  a ls o  s a id  t h a t  EPA d id  n o t  have  s u f f i c i e n t  
man po wer  to  f o l lo w  up and in s u re  t n a t  re q u e s te d  la b e l in g  
changes  were  mad e.

PESTIC ID E LAB ELS LACK PROPER BEE, B IR D ,
F IS H , AND W IL DLIF E PRECAUTIONS

EPA g u id e l in e s  r e q u i r e  t h a t  i f  a p e s t ic id e  may cause  a 
h a z a rd  to  b e e s , b i r d s ,  f i s h ,  a n d /o r  w i l d l i f e ,  p r e c a u t io n a r y  
s ta te m e n ts  a re  r e q u ir e d  w h ic h  s p e c i f y  th e  n a tu re  o f  th e  
h a z a rd  and how to  m in im iz e  o r p re v e n t  i n j u r y ,  dam age, o r  
d e a th  to  th e s e  n o n ta r g e t  s p e c ie s .  Th e ty p e  o f  p r e c a u t io n a r y  
s ta te m e n ts  r e q u ir e d  a re  d e p e n d e n t on th e  t o x i c i t y  o f  th e  
p e s t ic id e  to  exposed  s p e c ie s .  Th e t o x i c i t y  o f  th e  p e s t ic id e  
is  d e te rm in e d  by  t e s t s  c o n d u c te d  by  th e  a p p l i c a n t / r e g i s t r a n t  
o r  fr o m  d a ta  a v a i la b le  fr o m  p u b li s h e d  s t u d ie s .

Ou r ra nd om  sam p le  o f  100 p e s t ic id e s  c o n ta in e d  28 
a g r i c u l t u r a l  p e s t ic id e s  who se  us e w o u ld  r e s u l t  in  c o n s id e r ­
a b le  e n v ir o n m e n ta l e x p o s u re  and , t h e r e f o r e ,  w o u ld  r e q u i r e  
b e e , b i r d ,  f i s h ,  and o th e r  w i l d l i f e  p r e c a u t io n s .  O f th e  28 
a g r i c u l t u r a l  p e s t i c id e s ,  we fo u n d  an d EPA o f f i c i a l s  a g re e d  
t h a t  22 (7 9 p e rc e n t )  had on e o r more o f  th e  f o l lo w in g  
s h o r tc o m in g s .
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Bee F is h B ir d
O th e r

w i l d l i f e

P r e c a u t io n  m is s in g 5 3 6 2P r e c a u t io n  was in a d e q u a te  
No d a ta  in  EPA f i l e s  to

3 1 5 0

d e te rm in e  p re c a u t io n  
re q u ir e m e n ts a 2 1 8 0

10 5 19 2
a No d a ta  on on e c h e m ic a l w h ic h  was in  tw o p e s t ic id e s

Be es

Bee s a re  o f eco n om ic  im p o r ta n c e  as honey p ro d u c e rs  and 
c ro p  p o l l i n a t o r s .  P e s t ic id e  p o is o n in g  o f  bees is  a m a jo r  
p ro b le m  o f  b e e k e e p e rs . Th e im p o r ta n c e  o f  bees was d is c u s s e d  
in  a 19 73  r e p o r t  p re p a re d  by  th e  Ho us e A p p r o p r ia t io n s  Com m it­
te e  in v e s t ig a t i v e  s t a f f .  The r e p o r t  s t a te d :

" * * * L o s s  o f  h o n e yb e e s , f o r  w h a te v e r  re a s o n , me ans 
a lo s s  in  p o l l i n a t i o n ;  an d a t  le a s t  90 im p o r ta n t  
c ro p s  g ro w n in  th e  U n it e d  S ta te s  a re  d e p e n d e n t,  to  
a la r g e  d e g re e , on honeybees f o r  p o l l i n a t i o n .
S e ve re  lo s s  o f bees r e s u l t i n g  fr o m  p e s t ic id e  
p o is o n in g  c a n , t h e r e f o r e ,  mean a s e r io u s  r e d u c t io n  
in  y i e l d  o f  th o s e  c r o p s . * * *

■ 'w it h o u t th e  h o n e yb e e , m e lo n  g ro w e rs  w ou ld  have  no 
c ro p s  to  h a r v e s t .  P ro d u c e rs  o f a l f a l f a  se ed  and 
o th e r  se ed  c ro p s  w ou ld  have  v e ry  poo r se ed  s e t  
w i t h o u t  be es to  p o l l i n a t e  t h e i r  p la n t s .  D e c id u o u s  
f r u i t  and n u t c ro p s  a re  d e p e n d e n t a ls o  up on  be es  
f o r  p o l l i n a t i o n . * * * "

D e c id u o u s  f r u i t s  and n u ts  in c lu d e  a p p le s ,  p e a c h e s , p lu m s , 
p e a rs ,  c h e r r ie s ,  a lm o n d s , and w a ln u ts .

Bee s may roam  up to  5 m il e s  fr o m  t h e i r  h iv e s .  Th e 
e x te n t  o f  p e s t ic id e  damage to  a c o lo n y  is  a f f e c te d  by such  
f a c t o r s  as  th e  nu mbe r o f  be es  fr o m  th e  c o lo n y  in  o r  nea r a 
t r e a te d  a re a ,  th e  ti m e  o f  da y th e  p e s t ic id e  is  a p p l ie d ,  th e
m eth od o f  a p p l i c a t io n ,  th e  w in d  d r i f t ,  and th e  t o x i c i t y  o f  4
th e  p e s t ic id e .

To p re v e n t  and re d u ce  dama ge  to  honeybees and o th e r  
p o l l i n a t i n g  in s e c t s ,  P e s t ic id e  R e g u la t io n  N o t ic e  6 8 -1 9 ,
is s u e d  on  Nov em be r 2 9 , 1 9 6 8 , r e q u ir e d  r e g is t r a n t s  to  in c lu d e  »
la b e l in g  s ta te m e n ts  f o r  d e s ig n a te d  p e s t ic id e s  w h ic h  w ere  
t o x i c  to  b e e s . T h is  n o t ic e  r e q u ir e d  t h a t  th e  bee s ta te m e n t
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be  ad de d to  ap p ro v ed  l a b e l s  as  th e y  w er e r e v i s e d  o r ,  a t 
th e  l a t e s t ,  when  th e  l a b e l s  w er e s u b m it te d  fo r  r e g i s t r a t i o n  
re n e w a l.

H on ey be es  k i l l e d  by a c c i d e n t a l  e x p o su re  to  th e  
p e s t i c i d e s  p a r a th io n  and c a r b a r y l ,  N o rt h  
C o l l i n s t o n ,  U ta h .

CREDIT: A g r i c u l t u r a l  R e se a rc h  S e r v i c e ,
D ep art m en t o f A g r i c u l tu r e ,  M.D. L e v in .
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T'ne i d e n t i f i c a t i o n  and p ro p e r  la b e l in g  o f  p e s t ic id e s  
t o x i c  to  bees s h o u ld  h e lp  m in im iz e  th e  G o v e rn m e n t' s  e xpend ­
i t u r e s  u nder th e  B e e ke e p e rs  I n d e m in i t y  Paym ent P ro g ra m  
a u th o r iz e d  by  th e  A g r i c u l t u r a l  A c t o f  19 70  (7 U .S .C . 13 5b  
n o t e ) .  T h is  p ro g ra m  p ro v id e s  f o r  r e im b u rs in g  b e e kee p e rs  
who, th ro u g h  no f a u l t  o f  t h e i r  ow n, lo s e  be es  exposed to  
p e s t ic id e s  r e g is t e r e d  by EPA. As  o f  June  30 , 19 7 4 , a b o u t 
$ 1 3 .3  m i l l i o n  ha d be en  p a id  under th e  p ro g ra m . E s t im a te d  
o b l ig a t io n s  f o r  f i s c a l  y e a rs  1975  an d 1976  w ere  $ 1 .8  and 
$ 3 .0  m i l l i o n ,  r e s p e c t iv e ly .

EPA i d e n t i f i e d  87 p e s t ic id e  c h e m ic a ls  w h ic h  w ere  h ig h ly  
o r m o d e ra te ly  t o x i c  to  be es and w h ic h  r e q u ir e d  la b e l  p re ­
c a u t io n a r y  s ta te m e n ts .  One p r e c a u t io n  s ta te s  t h a t  th e  
p e s t ic id e  is  " h ig h ly  t o x ic  to  be es  exposed  to  d i r e c t  t r e a t ­
m ent o r  r e s id u e s  on c r o p s , ” w he re as  th e  o th e r  s ta te s  t h a t  
th e  p ro d u c t  is  " t o x i c  to  be es and s h o u ld  n o t be a p p li e d  
wh en  be es a re  a c t i v e l y  v i s i t i n g  th e  a r e a . "  T h i r t e e n  o f  th e  
28 a g r i c u l t u r a l  p e s t ic id e s  in  o u r ra ndom  sam ple  c o n ta in e d  
c h e m ic a ls  w h ic h  r e q u ir e d  be e t o x i c i t y  p r e c a u t io n s .  L a b e ls  
f o r  5 o f th e  13 (3 8 p e rc e n t )  d id  n o t  c o n ta in  a bee t o x i c i t y  
p r e c a u t io n  an d 3 o th e r s  (2 3  p e r c e n t ) ,  a lt h o u g h  th e y  co n ­
ta in e d  bee s ta te m e n ts ,  d id  n o t ,  a c c o rd in g  t o  EPA o f f i c i a l s ,  
c o n ta in  th e  p ro p e r  p r e c a u t io n .

Th e ty p e s  o f  la b e l  s ta te m e n ts  r e q u ir e d  f o r  each  chem ­
i c a l  in  a p e s t ic id e  p ro d u c t  a re  sum m arized  in  E P A 's  Co mp en­
d iu m  o f  R e g is te re d  P e s t ic id e s .  EPA o f f i c i a l s  s a id  i t s  
re v ie w e rs  use d th e  co m pendiu m  to  in s u re  t h a t  r e q u ir e d  s t a t e ­
m ents  a re  in c lu d e d  on each p e s t i c i d e 's  a p p ro ve d  la b e l .  We 
fo u n d  t h a t  th e  co mpendium  d id  n o t  have  bee t o x i c i t y  p r e ­
c a u t io n s  f o r  28 o f  63 l i s t e d  c h e m ic a ls  and t h a t  1 t h a t  was  
l i s t e d  had th e  w ro ng p r e c a u t io n .  We a ls o  fo u nd  t h a t  a n o th e r  
22 c h e m ic a ls  us ed  in  p e s t ic id e s  w h ic h  a re  t o x ic  to  bee s w ere  
n o t  l i s t e d  in  th e  co m pend iu m . EPA o f f i c i a l s  t o ld  us t h a t  
i f  th e  bee s ta te m e n t  w ere  n o t  in c lu d e d  in  th e  com pendiu m , 
th e  re v ie w e rs  w o u ld  p ro b a b ly  o v e r lo o k  th e  ne ed  f o r  th e  
s ta te m e n t .  These  o f f i c i a l s  a ls o  s ta te d  t h a t  th e  co m pendiu m  
is  d e f i c i e n t  in  c e r t a in  d a ta  a re a s  because  th e re  is  i n s u f ­
f i c i e n t  a s s ig n e d  s t a f f — a t o t a l  o f s i x — to  ke ep i t  u p d a te d  
in  a t im e ly  m anne r.

We in fo rm e d  EPA o f f i c i a l s  a b o u t th e  e ig h t  p e s t ic id e s  
in  o u r sam ple  w h ic h  d id  n o t  c o n ta in  th e  r e q u ir e d  bee s t a t e ­
m ent o r  w h ic h  c o n ta in e d  an in c o r r e c t  bee s ta te m e n t .  As  a 
r e s u l t ,  EPA s e n t l e t t e r s  to  r e g is t r a n t s  r e q u i r in g  th a t  th e  
p ro p e r  bee s ta te m e n t  be p la c e d  on th e  la b e ls  o f  f i v e  
sam ple d  p e s t ic id e s .  An  EPA o f f i c i a l  s a id  th e  A gency d id  
n o t  se nd  l e t t e r s  to  th e  o th e r  th re e  because  EPA has n o t 
re v ie w e d  th e  p ro d u c ts  s in c e  P e s t id ic e  R e g u la t io n  N o t ic e  
6 8 -1 9  was is s u e d .
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When EPA e s t a b l is h e s  a new r e q u ir e m e n t ,  i t  does n o t  
re v ie w  th o s e  p e s t ic id e s  a lr e a d y  r e g is t e r e d  to  in s u r e  
c o m p li a n c e  w i t h  th e  r e q u ir e m e n t  u n t i l  EPA re n e w s  th e s e  
p e s t i c id e s '  r e g i s t r a t i o n s ;  re n e w a l may n o t  o c c u r  f o r  s e v e r a l 
y e a rs .  F or e x a m p le , EPA ha d n o t  re v ie w e d  40 p e rc e n t  o f  th e  
p e s t ic id e s  in  o u r sam p le  f o r  o v e r 6 y e a rs  a n d , t h e r e f o r e ,  
i t  c o u ld  n o t  in s u re  t h a t  changes  w ere  mad e.  We b e l ie v e  t h a t  
EPA s h o u ld  im p le m e n t a p ro c e d u re  r e q u i r in g  t h a t  p e s t i c id e s  
re v ie w e d  b e fo re  th e  e f f e c t i v e  d a te  o f  a la b e l in g  r e q u i r e ­
m ent be re v ie w e d  w i t h i n  1 y e a r  o f  th e  e f f e c t i v e  d a te  f o r  
c o m p li a n c e  w i th  th e  new  r e q u ir e m e n t .

B i r d ,  f i s h ,  an d o th e r  w i l d l i f e

FIF RA r e q u ir e s  p r e c a u t io n a r y  s ta te m e n ts  on th e  la b e ls  
w  o f  p e s t ic id e s  w h ic h  may cause  a h a z a rd  to  b i r d s ,  f i s h ,

a n d /o r  o th e r  w i l d l i f e .  Th e s ta te m e n ts  d e f in e  th e  n a tu re  o f  
th e  h a z a rd  an d a p p r o p r ia te  p r e c a u t io n s  to  w arn  o f  p o t e n t i a l  
a c c id e n t ,  i n j u r y ,  o r  da mag e to  n o n ta r g e t  s p e c ie s .

In  th e  28 a g r i c u l t u r a l  p e s t ic id e s  in c lu d e d  in  o u r  
s a m p le , 15 w e re  n o t  p r o p e r ly  la b e le d .  Of th e  2 8 , 10 (3 6 
p e rc e n t )  d id  n o t  have 1 o r more r e a u ir e d  b i r d ,  f i s h ,  and 
w i l d l i f e  p r e c a u t io n a r y  s ta te m e n ts ,  and 6 (2 1  p e rc e n t )  ha d 
in a d e q u a te  p r e c a u t io n a r y  s ta te m e n ts .  In  a d d i t i o n ,  EPA 
f i l e s  on e ig h t  (2 9 p e r c e n t )  la c k e d  b i r d  a n d /o r  f i s h  d a ta  
n e c e s s a ry  to  d e te rm in e  w h e th e r  p r e c a u t io n a r y  s ta te m e n ts  
w ere  n e e de d . EPA o f f i c i a l s  s ta te d  t h a t  m is s in g  o r 
i n c o r r e c t  p r e c a u t io n a r y  s ta te m e n ts  on p e s t ic id e s  on w h ic h  
d a ta  was a v a i la b le  w ere  p ro b a b ly  du e to  e r r o r s  on th e  p a r t  
o f  th e  r e v ie w e r s .

I n  May 19 75  an EPA b i o l o g i s t  s a id  t h a t  b i r d  and f i s h  
t o x i c i t y  d a ta  was n o t  a v a i la b le  on many c h e m ic a ls  us ed  in  
p e s t ic id e  f o r m u la t io n s  w h ic h  w ere  r e q u ir e d  to  have such  
d a ta .  We re q u e s te d  EPA to  re v ie w  th e  l i s t  o f  a b o u t 1 ,8 0 0  
p e s t ic id e  c h e m ic a ls ;  EPA o f f i c i a l s  i d e n t i f i e d  23 0 and 170  
c h e m ic a ls  on w h ic h  EPA d id  n o t  have  r e q u ir e d  b i r d  and f i s h  
d a ta ,  r e s p e c t iv e ly .

A lt h o u g h  E P A 's  p o l i c y  has be en  to  r e q u i r e  f i s h ,  b i r d ,  
and w i l d l i f e  d a ta ,  t h i s  r e q u ir e m e n t  was w a iv e d  b e fo r e  
A u g u s t 5 , 1 9 7 5 , f o r  th o s e  c h e m ic a ls  w h ic h

A  — a re  in g r e d ie n t s  in  p e s t ic id e s  t h a t  have  be en  m a rk e te d
f o r  s e v e ra l y e a rs  o r

— a re  in g r e d ie n t s  in  new  p e s t ic id e s  w h ic h  a re  r e g is ­
te re d  because  o f t h e i r  s i m i l a r i t y  to  p r e v io u s ly  

•  r e g is t e r e d  p r o d u c ts .  (T hese  a re  kn ow n as e s ta b l is h e d
us e p a t t e r n  r e g i s t r a t i o n s . )
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EPA o f f i c i a l s  s a id  t h a t  t h i s  w a iv e r  o f  re q u ir e m e n ts  has be en  
EPA p o l i c y  f o r  s e v e ra l y e a rs .  Th e p o l i c y  was fo r m a li z e d  in  
an i n t e r n a l  memo d a te d  S ep te m ber 5 , 1 9 7 4 , w h ic h  s ta te d :

" * * * u n le s s  th e  d a ta  la c k  i s  s e r io u s  enoug h to  
p u l l  s im i la r  p ro d u c ts  fr o m  th e  f i l e s  and im pos e 
th e  same re q u ir e m e n ts  on a l l  r e g is t r a n t s ,  we 
c a n n o t l e g a l l y  r e q u i r e  th e  second o r h u n d re d th  
r e g i s t r a n t  to  c o m p il e  su ch  d a ta . "

A d h e re n ce  to  such a p o l i c y  a p p e a rs  to  be a t  v a r ia n c e  w i th  
F IF R A , as  am ended, w h ic h  s ta te s  t h a t

"T he  A d m in is t r a to r  s h a l l  r e g is t e r  a p e s t ic id e  i f  
he d e te rm in e s  th a t* * * w h e n  use d in  a c c o rd a n c e  
w i t h  w id e s p re a d  and co m m only  re c o g n iz e d  p r a c t ic e  
i t  w i l l  n o t g e n e r a l ly  cause  u n re a s o n a b le  a d v e rs e  
e f f e c t s  on th e  e n v ir o n m e n t . "

Su ch  a d e te r m in a t io n  c a n n o t be made i f  th e  r e g i s t r a n t  i s  
n o t  r e q u ir e d  to  s u b m it  n e c e s s a ry  d a ta .

Th e b io l o g i s t s  r e s p o n s ib le  f o r  d e te r m in in g  w h e th e r  
f i s h ,  b i r d ,  and w i l d l i f e  s ta te m e n ts  a re  need ed  on a p e s t i ­
c id e 's  la b e l  r e l y  p r i m a r i l y  on an  EPA B io lo g is t s  Co mpe nd ium 
( n o t  th e  same com pendiu m  p r e v io u s ly  d is c u s s e d )  in  t h e i r  
w o rk . EPA b io l o g i s t s  s a id  th e  co m pendiu m  wa s th e  q u ic k e s t  
an d m ost c o n v e n ie n t  r e fe re n c e  s o u rc e .  They a ls o  s a id  th e  
com pendiu m  c o n ta in e d  many e r r o r s  and had n o t  be en  s i g n i f i ­
c a n t ly  u p d a te d  in  th e  l a s t  2 y e a r s .  One b i o l o g i s t  e s t im a te d  
t h a t  i t  w o u ld  ta k e  tw o b io l o g i s t s  w o rk in g  6 -d a y  wee ks  a b o u t 
6 m on th s  to  c o r r e c t  and u p d a te  th e  co m pend iu m . EPA c u r r e n t l y  
do es n o t  have  an y p r o fe s s io n a l  or c l e r i c a l  s t a f f  a s s ig n e d  to  
do  t h i s  w o rk . I t  w o u ld  appea r t h a t  an a c c u ra te  and u p - t o -  
d a te  com pendiu m  w o u ld  be a n e c e s s it y  f o r  EPA to  e f f e c t i v e l y  
in s u re  t h a t  a l l  p e s t ic id e s  r e g is t e r e d  a re  p r o p e r ly  la b e le d  
and c o n ta in  a p p r o p r ia te  p r e c a u t io n a r y  s ta te m e n ts  on p o te n ­
t i a l  h a z a rd s  to  b i r d s ,  f i s h ,  an d o th e r  w i l d l i f e .  An EPA 
o f f i c i a l  s a id  t h a t  b i r d  and f i s h  d a ta  w i l l  be a r e q u ir e m e n t  
f o r  FEPCA r e g i s t r a t i o n .

OTHER LABE LIN G DEFIC IE NCIE S NOTED

We a ls o  re v ie w e d  th e  r e g i s t r a t i o n  f i l e s  and la b e l in g  
o f th e  sam p le d  p e s t ic id e s  to  d e te rm in e  th e  e x te n t  o f  com ­
p li a n c e  w i t h  c e r t a in  r e q u ir e m e n ts .  We n o te d  s e v e ra l d e f i ­
c ie n c ie s  w h ic h  we d is c u s s e d  w i t h  EPA o f f i c i a l s .  These  d e f i ­
c ie n c ie s  an d th e  nu mbe r on w h ic h  EPA to o k  a c t io n  a re  d e t a i le d  
b e lo w . EPA o f f i c i a l s  s a id  th e  A gency d id  n o t  a c t  on th e  
re m a in in g  d e f ic ie n c ie s  because  th e y  were  n o t  c o n s id e re d  
s e r io u s  o r because  th e  p ro d u c ts  w ere  b e in g  c a n c e le d .
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Type of deficiency
Number of pesticides Percent with 

discrepancies
Number on 
which EPA 
took actionSubject to

requirement
with

discrepancies

No container disposal
statement 64 15 23 5

Inappropriate disclaimer 100 8 8 1
Confusing or contradictory

statement 100 5 5
No statement for residual

insecticide 5 3 60 0
Final printed label not

furnished 100 32 32 0

The  la c k  of  fo ll o w u p  c a p a b i l i t y  in EPA i s  d e m o n s tr a te d
in  two a r e a s .  The  f i r s t  r e l a t e s  t o  EPA 's p ro c e d u re o f
a p p ro v in g  p e s t i c i d e r e g i s t r a t i o n s  on c o n d i t io n  t h a t c e r t a i n
d e f e c t s  in  th e  l a b e l w i l l  be c o r r e c t e d . EPA 's fo rm l e t t e r
fo r  su ch  l a b e l s  s t a t e s  t h a t :

••“ ‘ c e r t a i n  d e f e c t s ,  g iv e n  b e lo w , ha ve  be en  
n o te d . Thes e c o r r e c t i o n s  m us t be in c o r p o ra te d  
when th e  f i n i s h e d  la b e l in g  i s  p r e p a r e d .  F iv e  
c o p ie s  of  th e  f i n i s h e d  la b e l in g  m us t be 
s u b m i t te d . “

As n o te d  in  th e  t a b l e  a b o v e , f i l e s  of  32 p e r c e n t  of th e  
p e s t i c i d e s  in c lu d e d  in  our sa m ple  d id  n o t c o n ta in  th e  f i n a l  
p r i n t e d  l a b e l  as r e q u i r e d .  EPA d o e s  n o t m a in ta in  fo ll o w u p  
f i l e s  to  in s u r e  t h a t  p e r io d ic  an d ti m e ly  fo ll o w u p  a c t i o n  can  
be  ta k e n . A ls o , EPA o f f i c i a l s  s t a t e d  t h a t  th e y  do n o t ha ve  
s u f f i c i e n t  ma npow er to  fo ll o w  up an d in s u r e  t h a t  r e q u e s te d  
l a b e l i n g  c h an g es w er e mad e.

S e c o n d ly , EPA h as  no sy s te m  to  in s u re  t h a t  PR n o t i c e s  
is s u e d  by i t  or  i t s  p r e d e c e s s o r ,  th e  D ep art m en t o f 
A g r i c u l tu r e ,  ha ve  been com pli ed  w i th .  PR n o t i c e s  a re  s t a t e ­
m en ts  d i r e c t i n g  th e  m a n u f a c tu r e r s , f o r m u la t o r s ,  d i s t r i b u t o r s  
an d r e g i s t r a n t s  of  eco nom ic  p o is o n s  ( p e s t i c i d e s )  to  ta k e  
c e r t a i n  a c t i o n  on t h e i r  p e s t i c i d e  r e g i s t r a t i o n s .  Fo r 
e x am p le , PR N o ti c e s  68-1 4  an d 7U -1 2, r e s p e c t i v e l y ,  p ro v id e :
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PR N o t ic e  6 8 -1 4

“ ♦ “ B ecause o f th e  l i k e l i h o o d  o f  c o n ta m in a t io n  
o f  fo o d ,  r e s id u a l  ty p e  in s e c t ic id e s  s h o u ld  n o t 
be use d in  th e  e d ib le  p ro d u c ts  a re a  o f  fo o d  
p ro c e s s in g  p la n t s .

" L a b e li n g  f o r  p ro d u c ts  c o n ta in in g  r e s id u a l  in s e c ­
t i c i d e s  w it h  d i r e c t io n s  f o r  us e in  an y fo o d  
p ro c e s s in g  p la n t  w h e th e r s ta te d  in  g e n e ra l te rm s
o r s p e c i f i c a l l y  m ust bear th e  f o l lo w in g  s t a t e -  *m ent in  a p ro m in e n t p o s i t i o n :  'D o n o t a p p ly  in  
th e  e d ib le  p ro d u c ts  a re a s  o f  fo o d  p ro c e s s in g  
p la n t s ’ . “

PR N o t ic e  7 0 -1 2  *

“ In  r e v ie w in g  fo rm u la  d a ta  s u b m it te d  fo r  
s t e r i l i z e r s ,  s p o r ic id e s ,  g e rm ic id e s ,  d i s i n f e c t ­
a n ts  and s a n i t i z e r s ,  i t  is  a p p a re n t t h a t  c e r t a in  
m a n ip u la t io n s ,  b o th  p h y s ic a l and c h e m ic a l in  
n a tu re  a re  r e q u ir e d  f o r  s u c c e s s fu l com p o u n d in g .
In  many cases th e s e  a re  n o t d e s c r ib e d  w i th  
s u f f i c i e n t  c l a r i t y ,  so t h a t  r e l i a b l e  e v a lu a t io n s  
as to  p re c is e  r e p l i c a t io n s  can be made in s o f a r  
as  e f f i c a c y  and s a fe ty  a re  c o n c e rn e d .

“ As an ad de d p u b l ic  p r o t e c t io n  m easu re , a l l  
a p p l i c a t io n s  f o r  th e  r e g i s t r a t i o n  o f  new 
s t e r i l i z e r s ,  s p o r ic id e s ,  g e rm ic id e s ,  d i s i n f e c t ­
a n ts  an d s a n i t i z e r s  m ust  be accom pan ie d  b y :

a . a c o m p le te  s ta te m e n t o f fo rm u la  
l i s t i n g  th e  p e rc e n ta g e s  by  w e ig h t  o f 
a l l  in g r e d ie n t s  p re s e n t  as s e t  f o r t h  
in  PR N o t ic e  6 7 -3  and on th e  re v e rs e  
s id e  o f  PR Fo rm  9 -1 9 9 ;

b .  a c o m p le te  d e s c r ip t io n  o f  th e  p ro d u c ­
t io n  c o n t r o l  p ro c e d u re s  e m p lo ye d ; and

c .  th e  a n a ly t i c a l  c h e m ic a l m eth ods us ed  
t h e r e in  and show n to  be a p p l ic a b le  to
each fo rm u la  p ro p o s e d . J

" T h is  same in fo r m a t io n  m ust be s u b m it te d  f o r  
e x i s t i n g  r e g is t r a t i o n s  on su ch  p ro d u c ts  w i t h in  
s ix  m onth s fr o m  th e  d a te  o f  t h i s  n o t i c e . "

*As  n o te d  in  th e  t a b le  above  th re e  o f  th e  f i v e  p e s t ic id e s  in  o u r sam p le  s u b je c t  to  PR N o t ic e  6 8 -1 4  d id  n o t c o n ta in  th e
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r e q u ir e d  s ta te m e n t f o r  r e s id u a l  in s e c t ic id e s  on th e  la b e l .
In  a d d i t io n ,  we n o te d  t h a t  82 p e rc e n t  o f th e  d i s i n f e c t a n t  
f i l e s  in  o u r sam ple  la c k e d  d e s c r ip t io n s  o f  p r o d u c t io n  con ­
t r o l  p ro c e d u re s  an d a n a l y t i c a l  m eth ods r e q u ir e d  by PR N o t ic e  
7 0 -1 2 .  These  n o t ic e s  w ere  is s u e d  in  19 68  and 1970, 
r e s p e c t iv e ly .

We d is c u s s e d  th e s e  d e f ic ie n c ie s  w i th  EPA o f f i c i a l s  and 
s u g q e s te d  t h a t  a c h e c k l i s t  f o r  a l l  r e q u ir e m e n ts  in c lu d in g  
fo l lo w u p  n o ta t io n s  m ig h t be b e n e f i c i a l  in  c a r r y in g  o u t t h e i r  

4 re v ie w  r e s p o n s i b i l i t i e s .

EPA o f f i c i a l s  r e s p o n s ib le  f o r  r e g i s t r a t i o n  a c t io n s  
a g re e d  t h a t  d is c r e p a n c ie s  e x is te d  in  th e  la b e l in g  o r d a ta  
s u b m is s io n s  o f th e  p e s t ic id e s  n o te d  a b o v e . They s a id  t h a t ,

*  g e n e r a l l y ,  th e s e  d is c r e p a n c ie s  r e s u l t e d  fr o m  (1 )  o v e r s ig h ts  
on  th e  p a r t  o f  r e g i s t r a t i o n  r e v ie w e r s ,  (2 )  th e  la c k  o f  
fo l lo w u p  c a p a b i l i t y  w i t h i n  th e  R e g is t r a t io n  D i v i s io n ,  o r 
( 3 )  in  a fe w  c a s e s ,  r e g is t e r in g  th e  p ro d u c t  b e fo re  im p le ­
m e n ti n g  th e  r e q u ir e m e n t .  These  o f f i c i a l s  a ls o  s a id  t h a t  
t h e i r  r e v ie w e rs  r e l y  on  kn o w le d g e  in  t h e i r  a re a s  o f  spe ­
c i a l i z a t i o n  to  in s u re  t h a t  th e  la b e l  c o n ta in s  a l l  r e q u ir e d  
s ta te m e n ts  an d t h a t  a l l  r e q u ir e d  d a ta  is  s u b m it te d .  They 
a ls o  d id  n o t  b e li e v e  t h a t  a c h e c k l i s t  w ou ld  be b e n e f i c i a l .

CONCLUSIONS

Many p e s t ic id e s  on  th e  m a rk e t a re  m is b ra n d e d . D u r in g  
o u r  re v ie w  we n o te d  ma ny in s ta n c e s  w here  r e q u ir e d  p re ­
c a u t io n a r y  s ta te m e n ts  w ere  m is s in g  fr o m  f i n a l  p r in t e d  
la b e ls .  By d e f i n i t i o n  in  th e  la w , th e  m is s in g  s ta te m e n ts  
c o n s t i t u t e  m is b ra n d in g  th e  p r o d u c t .  We a ls o  n o te d  s e v e ra l 
in s ta n c e s  w h e re , a lt h o u g h  a p re c a u t io n a r y  s ta te m e n t wa s 
in c lu d e d  in  th e  la b e l ,  i t  d id  n o t c o n fo rm  to  EPA r e q u ir e m e n ts .
The  m is la b e l in g  o f  th e s e  p e s t ic id e s  o c c u r re d  beca use  EPA
d id  n o t  have  s y s te m a t ic  p ro c e d u re s  f o r  r e v ie w in g  r e g is t r a t i o n s
an d f o r  t a k in g  a p p r o p r ia te  a c t io n  when r e q u ir e d  d a ta  was
m is s in g .  T h is  s i t u a t i o n  has be en  a g g ra v a te d  because  EPA
had  n o t a s s ig n e d  s u f f i c i e n t  s t a f f  to  c o m p le te  an d u p d a te
r e fe r e n c e  com pendiu m s use d by i t s  r e g i s t r a t i o n  re v ie w e rs
an d ha d no sys te m  to  m o n it o r  c o m p li a n c e  w i t h  p e s t ic id e
r e g u la t io n  n o t ic e  r e q u ir e m e n ts .  T h u s , c e r t a in  d a ta ,  su ch
as  th e  t o x i c i t y  o f a p e s t ic id e  to  b e e s , b i r d s ,  and f i s h ,
even  th o u g h  a v a i la b le ,  may have  be en  o v e r lo o k e d  because  r e fe r e n c e

* com pendiu m s had n o t  be en  u p d a te d .

E P A 's  p o l i c y  o f  n o t  r e q u i r in g  m is s in g  e n v ir o n m e n ta l 
t e s t  d a ta  f o r  c h e m ic a ls  in  a g r i c u l t u r a l  p e s t ic id e s  w h ic h  
a re  r e g is t e r e d  o r  f o r  new  p e s t ic id e s  w h ic h  a re  s im i la r  
to  r e g is t e r e d  p e s t ic id e s  is  n o t  c o n s is t e n t  w i t h  i t s  
l e g i s l a t i v e  m andate  to  p r o t e c t  th e  e n v ir o n m e n t.  We b e li e v e
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t h a t  e n v ir o n m e n ta l t e s t  d a ta  i s  n e c e s s a ry  f o r  a l l  p e s t ic id e s  
wh os e use s w i l l  r e s u l t  in  w id e s p re a d  e x p o s u re  o f  w i l d l i f e ,  
v e g e ta t io n ,  la n d ,  a i r ,  o r w a te r .

RECOMMENDATIONS

We rec om mend t h a t  th e  A d m in is t r a t o r ,  EPA , e s t a b l is h  
p ro c e d u re s  to  in s u re  t h a t  a l l  p e s t ic id e s  a re  a d e q u a te ly  
la b e le d .  F o ll o w in g  a re  some it e m s  t h a t  s h o u ld  be c o n s id e re d  
wh en  d e v e lo p in g  th e s e  p ro c e d u re s .

— An e f f e c t i v e  m e th o d , su ch  as re v ie w  c h e c k l i s t s ,  
s h o u ld  be d e v e lo p e d  and us ed  by  la b e l  re v ie w e rs  to  
in s u re  t h a t  a l l  la b e l in g  and d a ta  re q u ir e m e n ts  a re  
m e t.

— A sys te m  s h o u ld  be e s ta b l is h e d  by w h ic h  EPA ca n 
e f f i c i e n t l y  f o l lo w  up th o s e  p e s t ic id e s  w here  r e g is ­
t r a t i o n  has be en  a p p ro v e d  p e n d in g  E P A 's  r e c e ip t  o f 
th e  re q u e s te d  la b e l  o r o th e r  r e q u ir e d  m a t e r ia l .

— Mor e e m phas is  and p e rs o n n e l s h o u ld  be p ro v id e d  to  
c o r r e c t  and u p g ra d e  d a ta  co mpendium s use d in  th e  
r e g i s t r a t i o n  p ro c e s s .

— A sys te m  is  needed to  in s u re  t h a t  p e s t ic id e s  
re v ie w e d  b e fo re  th e  e f f e c t i v e  d a te  o f  a la b e l in g  
r e q u ir e m e n t  a re  re v ie w e d  w i t h in  1 ye a r f o r  
c o m p li a n c e  w it h  th e  r e q u ir e m e n t .

AGENCY COMMENTS AND OUR EVALUATION

In  com m enting  on o u r r e p o r t  (s ee  app . I ) ,  EPA s t a t e d :

"M an y changes have be en  made in  th e  c o u rs e  
o f  p re p a r in g  f o r  r e r e g i s t r a t i o n  w h ic h  s h o u ld  
r e s u l t  in  c o r r e c t io n  o f  m os t c u r r e n t  la b e l in g  
p ro b le m s  i d e n t i f i e d  by GAO. M ost im p o r ta n t  is  
th e  b a tc h  a p p ro a ch  to  r e r e i g s t r a t i o n , w h ic h  
ha s th e  f o l lo w in g  c h a r a c t e r i s t i c s :

(a )  B e fo re  r e r e g i s t r a t i o n  a p p l ic a t io n s  
a re  s o l i c i t e d  fr o m  th e  r e g i s t r a n t s ,
EPA re v ie w s  a g ro u p  o f  p ro d u c ts  
s im i la r  in  c h e m is t r y  and u s e .

(b )  T h is  re v ie w  c o n s id e rs  th e  s u f f i c ie n c y  
o f  s u p p o r t in g  d a ta ,  th e  us e c l a s s i f i ­
c a t io n ,  r e q u ir e d  p r e c a u t io n a r y  s t a t e ­
m e n ts , an d an y r e q u ir e d  changes in  
o th e r  la b e l in g  e le m e n ts .
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( c )  Th e p ro d u c t  o f  t h i s  re v ie w  is  a 
'L a b e l G u id a n ce  P a c k a g e ',  s p e c i f i c  
to  th e  p a r t i c u la r  b a tc h ,  i t e m iz in g  
la b e l  t e x t  and fo rm a t  r e q u ir e m e n ts .

(d )  Th e L a b e l G u id a nce  P ackage f o r  each  
b a tc h  w i l l  be s e n t to  a l l  r e g is t r a n t s  
o f  a f f e c te d  p ro d u c ts ,  to  a id  them  in  
d e v e lo p in g  a c c e p ta b le  la b e ls  f o r  
s u b m is s io n .

*
(e )  Th e L a b e l G u id a nce  P ackage w i l l  a ls o  

be p ro v id e d  to  th e  re v ie w e rs  to  us e
as  a r e fe r e n c e  s ta n d a rd  in  c o n s id e r in g  
a p p l i c a t io n s  f o r  p ro d u c ts  in  each

«- b a tc h .

"A n o th e r  s i g n i f i c a n t  change has be en  made in  
th e  r e g u la t io n s ,  w h ic h  now r e q u ir e  s u b m is s io n  o f  
f i n a l  p r in t e d  la b e l in g  p r i o r  to  a c c e p ta n c e  o f  th e  
a p p l i c a t io n ,  w h e th e r  f o r  new o r am ended r e g i s t r a ­
t i o n .  T h is  s h o u ld  e l im in a te  a l t o g e th e r  th e  
p ro b le m  a d d re s s e d  by GAO 's se co nd re c o m m e n d a ti o n ."

We re c o g n iz e  t h a t  EPA is  in  th e  p ro c e s s  o f  c h a n g in g  
re q u ir e m e n ts  f o r  th e  FEPCA r e g i s t r a t i o n  p ro g ra m . H o w eve r,  
as  o f  A u g u s t 19 75  we w ere  n o t  a b le  to  e v a lu a te  th e s e  changes 
because  th e y  had n o t  be en  im p le m e n te d . A ls o ,  a l i s t  o f  
p e s t ic id e  c h e m ic a ls  la c k in g  r e q u ir e d  d a ta  ha d n o t  be en  
p u b li s h e d  by  EPA and th e  L a b e l G u id a n ce  Pack age f o r  each  
b a tc h  was  n o t  c o m p le te d  o r a v a i la b le  f o r  GAO re v ie w .  
F u r th e rm o re ,  th e  la b e l in g  d e f ic ie n c ie s  d is c u s s e d  in  t h i s  
r e p o r t  w ere  it e m s  w h ic h  w ere  a t  v a r ia n c e  w i th  EPA w r i t t e n  
p o l i c y .  We c a n n o t c o n c lu d e  fr o m  o u r re v ie w  t h a t  a w r i t t e n  
re q u ir e m e n t  in  EPA r e g u la t io n s  o r  g u id e l in e s  w i l l  be 
a p p r o p r ia te ly  e n fo r c e d .
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CHAPTER 4

BETTER ASSURANCES NEEDED THAT PE ST IC IDE

RESIDUES IN  FOOD ARE SAFE

FFDCA r e q u ir e s  t h a t  a to le r a n c e  ( th e  maximum p e s t ic id e  
r e s id u e  c o n c e n t r a t io n  a ll o w e d  in  fo o d )  be e s ta b l is h e d  f o r  
a l l  p e s t ic id e s  w h ic h  re m a in  in  o r on a t r e a te d  fo o d .  W h il e  
EPA i s  r e s p o n s ib le  f o r  e s t a b l i s h in g  th e s e  to le r a n c e s ,  FDA 
is  r e s p o n s ib le  f o r  in s u r in g  t h a t  r e s id u e s  do n o t  exceed  
t o le r a n c e s .

P e s t ic id e  re s id u e s  in  fo o d  an d fe e d  may be u n s a fe  
because  EPA e s ta b l is h e d  re s id u e  to le ra n c e s  w i t h o u t  enough 
s a fe t y  o r  r e s id u e  d a ta  an d because  EPA does n o t  r e q u i r e  th e  
s u b m is s io n  o f t e s t  d a ta  wh en new t e s t  re q u ir e m e n ts  a re  
e s t a b l is h e d .  In  a d d i t io n  o u r re v ie w  show ed  t h a t :

— T o le ra n c e s  w ere  n o t  p e r i o d i c a l l y  re v ie w e d  to  in s u re  
t h a t  th e y  w ere  s u p p o r te d  by d a ta  m e e ti n g  c u r r e n t  EPA 
re q u ir e m e n ts .

— Human e x p o s u re  to  a p e s t ic id e  fr o m  a l l  fo o d s  may have  
exceeded  th e  a c c e p ta b le  d a i l y  in t a k e — d a i l y  in ta k e  o f  
a s u b s ta n c e  w h ic h  a p p e a rs  to  be w i th o u t  a p p re c ia b le  
h e a l th  r i s k .

— FDA t e s t s  f o r  a b o u t 90 o f  th e  o ve r 230 r e s id u e s  in  
fo o d .  FDA c o u ld  n o t  in s u re  t h a t  th e  re m a in in g  140 
do  n o t  exceed a p p ro ve d  to le r a n c e  le v e ls .

In  a d d i t i o n ,  many p e s t ic id e  to le ra n c e s  w ere  e s ta b l is h e d  
b e fo re  s e v e ra l im p o r ta n t  s a fe ty  t e s t s  w ere  r e q u i r e d .  EPA 
does n o t  p e r i o d i c a l l y  re v ie w  th e  adequacy o f  d a ta  s u p p o r t in g  
a lr e a d y  e s ta b l is h e d  to le r a n c e s  an d does n o t r e q u i r e  th e  sub ­
m is s io n  o f  t e s t  d a ta  when new s a fe t y  t e s t  re q u ir e m e n ts  a re  
e s t a b l is h e d .  T h u s , s a fe ty  d a ta  such  as t e r a t o g e n i c i t y ,  
m u ta g e n ic i t y ,  and r e p r o d u c t io n  s tu d ie s  ha ve  n o t be en  p ro ­
v id e d  by th e  r e g is t r a n t s  to  s u p p o r t  th e  s a fe ty  o f  some 
e s ta b l is h e d  t o le r a n c e s .

NEED TO PE RIOD ICAL LY  REVIEW TOLERANCES

A lt h o u g h  re q u ir e m e n ts  f o r  s a fe t y  d a ta  r e q u ir e d  fr o m  
r e g i s t r a n t s  f o r  e s t a b l i s h in g  more r e c e n t  to le ra n c e s  have  
be en  s t e a d i l y  s tre n g th e n e d  (s ee  p p . 7 an d 8 ) ,  EPA ha s n o t  
im p le m e n te d  a p ro g ra m  to  p e r i o d i c a l l y  r e e v a lu a te  th e  adequacy 
o f e x i s t i n g  to le ra n c e s  in  te rm s  o f c u r r e n t  r e q u ir e m e n ts .
Th e a c t in g  C h ie f ,  T o x ic o lo g y  B ra n c h , s a id  t h a t  to le ra n c e s



a re  re a s s e s s e d  o n ly  wh en a p e t i t i o n  i s  f i l e d  by a r e g i s t r a n t  
r e q u e s t in g  a d d i t i o n a l  t o le r a n c e s  f o r  new use s o f th e  
p e s t ic id e  o r  as  new s tu d ie s  become  a v a i la b le .  EPA does n o t  
n o rm a ll y  r e q u i r e  r e g is t r a n t s  to  s u b m it  t e s t  d a ta  f o r  e x i s t i n g  
to le r a n c e s  wh en i t  e s ta b l is h e s  new  s a fe t y  t e s t  r e q u ir e m e n ts .

C o n s e q u e n t ly ,  a d e q u a te  d a ta  is  n o t  a v a i la b le  to  e s ta b ­
l i s h  th e  s a fe t y  o f  ma ny c u r r e n t  t o le r a n c e s ,  and d a ta  on th e  
r e s id u e s  th e m s e lv e s  re m a in in g  in  o r  on fo o d  may be in a d e q u a te  
o r  la c k in g .  A ls o ,  we fo u n d  in s ta n c e s  w here  t o t a l  human 
e x p o s u re  to  a p e s t ic id e  in  fo o d  may exceed  th e  a c c e p ta b le  
d a i l y  in t a k e ;  t h i s  may be th e  case f o r  many o th e r  p e s t ic id e s .  
M is s in g  s a fe t y  and r e s id u e  d a ta  a re  n o t  a lw a y s  r e q u ir e d  an d 
t o le r a n c e s  e x c e e d in g  th e  a c c e p ta b le  d a i l y  in ta k e  a re  n o t 
re d u ce d  wh en s u b s e q u e n t t o le r a n c e  p e t i t i o n s  a re  re v ie w e d .  

In a d e q u a te  s a fe t y  d a ta

C a r c in o g e n ic ,  t e r a t o g e n ic ,  an d m u ta g e n ic  t e s t s  have  n o t 
be en  c o m p le te d  to  s u p p o r t  th e  t o le r a n c e s  f o r  many o f  th e  
36 p e s t ic id e  c h e m ic a ls  w i th  fo o d  o r  fe e d  t o le r a n c e s  in c lu d e d  
in  o u r s a m p le . (S ee  p .  9 f o r  l i s t i n g . )  In  a d d i t io n ,  we 
n o te d  s e v e ra l ca ses  w here  t o le r a n c e s  f o r  a d d i t i o n a l  uses 
have  be en  g ra n te d  f o r  a p e s t ic id e  a f t e r  a new d a ta  r e q u i r e ­
m ent was e s ta b l is h e d  w i t h o u t  s u b m is s io n  o f  su ch d a ta .  Th e 
f o l lo w in g  exa m p le s  i l l u s t r a t e  t h i s  p o in t .

Exam ple  1

As  o f  F e b ru a ry  1 9 7 5 , re s id u e  to le r a n c e s  f o r  th e  in s e c ­
t i c i d e  c a rb o p h e n o th io n  had be en  g ra n te d  f o r  o v e r 50 fo o d s .  
C a rb o p h e n o th io n  t o le r a n c e s  wer e f i r s t  e s ta b l is h e d  in  th e  
1950s when m u ta g e n ic i t y  and t e r a t o g e n ic i t y  s tu d ie s  w ere  n o t  
r e q u i r e d .  EPA d id  n o t ,  h o w e v e r,  r e q u i r e  t h a t  th e  m a n u fa c - 
t u r e r / r e g i s t r a n t  s u b m it  t e r a t o g e n ic i t y  o r m u ta g e n ic it y  
s t u d ie s  when o th e r  c a rb o p h e n o th io n  to le r a n c e s  w ere  e s ta b ­
l is h e d  a f t e r  r e q u ir e m e n ts  f o r  th e s e  s tu d ie s  w ere  a d o p te d ;  
as  a r e s u l t ,  s tu d ie s  have n e ve r be en  s u b m it te d .

In  a d d i t i o n ,  EPA d id  n o t  e s t a b l i s h  a f i n i t e  (m e a s u ra b le )  
r e s id u e  t o le r a n c e  f o r  c a rb o p h e n o th io n  in  m i lk  even th o u g h  
i t s  p o l i c y  is  to  do s o . T o le ra n c e s  w ere  e s ta b l is h e d  in  19 63  
f o r  c a rb o p h e n o th io n  in  a lm ond h u l l s ,  su g a r b e e t to p s ,  c i t r u s ,  
an d fo ra g e ,  a l l  o f w h ic h  may be fe d  to  d ia r y  c a t t l e .  EPA 
was aw are  t h a t  r e s id u e s  o f  0 .0 0 2  p a r t s  p e r m i l l i o n  (ppm ) 
w o u ld  o c c u r  in  th e  m i lk  o f d a i r y  c a t t l e  e a t in g  fe e d  c o n ta in in g  
as  l i t t l e  as  3 ppm c a rb o p h e n o th io n .

I n  O c to b e r  19 73  an  EPA c h e m is t r y  r e v ie w e r  s a id  fe e d in g  
d a ta  sh ow ed  t h a t  a p p r o p r ia te  re s id u e  t o le r a n c e s  w ere  
r e q u ir e d  to  c o v e r  r e s id u e s  t h a t  may o c c u r  in  m i l k ,  m e a t,



an d m ea t b y - p r o d u c ts .  T o le ra n c e s  w ere  e s ta b l is h e d  in  m e a t,  
b u t  no to le r a n c e  ha s be en  s e t  in  m i lk .  EPA r e g u la t io n s  
s t a t e  t h a t  when d a ta  sh ow s t h a t  f i n i t e  re s id u e s  may o c c u r  
in  m il k  fr o m  fe e d in g  a t r e a te d  ra w a g r i c u l t u r a l  co m m o d it y  
t o  d a i r y  c a t t l e ,  a to le r a n c e  w i l l  be e s ta b l is h e d  on th e  raw 
a g r i c u l t u r a l  com m od it y  o n ly  i f ,  on th e  b a s is  o f  t o x i c o lo g i c a l  
an d o th e r  d a ta ,  a to le r a n c e  ca n a ls o  be e s ta b l is h e d  f o r  th e  
f i n i t e  r e s id u e s  in  m i lk .

We b e li e v e  EPA s h o u ld  e n fo r c e  i t s  re q u ir e m e n ts  f o r  th e  
s u b m is s io n  o f  m u ta g e n ic it y  and t e r a t o g e n ic i t y  s tu d ie s  f o r  
c a rb o p h e n o th io n . We a ls o  b e l ie v e  t h a t  EPA s h o u ld  e s t a b l is h  
a f i n i t e  to le ra n c e  f o r  c a rb o p h e n o th io n  in  m i lk  i f  s u p p o r te d  
by  t o x i c o lo g i c a l  d a ta ,  o r  th e  to le r a n c e  f o r  r e s id u e s  in  fe e d  
f o r  d a i r y  c a t t l e  s h o u ld  be c a n c e le d .

Exam ple  2

Ma ny to le ra n c e s  f o r  a r s e n ic a l  ( a r s e n ic - c o n t a in in g )  
p e s t ic id e s  w ere  e s ta b l is h e d  in  M ar ch  19 55  as a r e s u l t  o f FDA 
h e a r in g s — kn ow n as th e  S p ra y  R e s id u e  H e a r in g s  o f  1 9 5 0 . The se  
in c lu d e d  to le ra n c e s  f o r  le a d  a r s e n a te ,  c a lc iu m  a r s e n a te ,  
sod iu m  a r s e n a te ,  m agnesi um  a r s e n a te ,  and co p p e r a r s e n a te ,  
w h ic h  a re  use d on a v a r i e t y  o f  c ro p s .

In  Dec em be r 19 69  th e  M ra k C om m is sio n  reco mmen de d t h a t  
e x p o s u re  to  c e r t a in  p e r s is t e n t  p e s t i c id e s ,  in c lu d in g  a rs e n -  
i c a l s ,  be r e s t r i c t e d  to  s p e c i f i c  e s s e n t ia l  uses w h ic h  w i l l  
c r e a te  no know n h a z a rd  to  man . PR N o t ic e  7 0 -8 ,  is s u e d  in  
M arc h 1 9 7 0 , s ta te d  t h a t  a d d i t io n a l  t e r a to g e n ic  s t u d ie s  were  
neede d f o r  th e  a r s e n ic a l  p e s t i c id e ,  c a c o d y li c  a c id  
( d im e th y la r s e n ic  a c id ) .

EPA e s ta b l is h e d  t o le r a n c e s  f o r  re s id u e s  o f  c a c o d y li c  
a c id  in  c o t to n s e e d  and c a t t l e  in  J a n u a ry  1972 . T e r a to g e n ic  
d a ta  was re q u ir e d  b e g in n in g  in  1970 . An EPA t o x i c o l o g i s t  
r e v ie w in g  th e  p e t i t i o n  d is c o u n te d  th e  e x is t in g  te r a to g e n ic  
s t u d ie s  because  th e y  were  do ne on  ta d p o le s  r a th e r  th a n  on a 
ma mmal.  A lt h o u g h  t e r a to g e n ic  s tu d ie s  w ere  n o t  s u b m it te d ,
EPA e s ta b l is h e d  a to le r a n c e  f o r  c a c o d y li c  a c id  w i t h o u t  
r e q u e s t in g  s u b m is s io n  o f such  s tu d ie s .  Ou r re v ie w  o f  th e  
t o le r a n c e  p e t i t i o n  in d ic a t e s  t h a t  no a d d i t io n a l  t e r a to g e n ic  
s tu d ie s  o r r e fe re n c e s  to  such  s tu d ie s  w ere  s u b m it te d  by  th e  
p e t i t i o n e r .

The  above  t o x ic o lo g y  re v ie w  was c o m p le te d  in  J u ly  1971,
2 m on th s a f t e r  p u b l i c a t io n  o f  an a r t i c l e  in  a s c i e n t i f i c  
p e r i o d i c a l ,  th e  A rc h iv e s  o f  E n v ir o n m e n ta l H e a lt h ,  l i n k i n g  
sod iu m  a rs e n a te  to  b i r t h  d e fe c ts  in  g o ld e n  h a m s te rs .  EPA 
a p p a r e n t ly  was  n o t  aw are  o f  th e  s tu d y  u n t i l  a c i t i z e n  
s u b m it te d  i t  in  F e b ru a ry  19 73  as th e  b a s is  f o r  o b je c t io n s



t o  s e t t in g  p e rm a n e n t to le r a n c e s  f o r  sod iu m  an d p o ta s s iu m  
a r s e n i t e  in  c a t t l e  and h o rs e s .  A f t e r  r e v ie w in g  th e  s u b m it te d  
s tu d y  an d an e a r l i e r  s tu d y  a ls o  in v o lv in g  h a m s te rs ,  an EPA 
t o x i c o l o g i s t  s ta te d  t h a t  " t h e r e  is  no d o u b t t h a t  r e l a t i v e l y  
h ig h  doses o f  sod iu m  a r s e n a te .  . . i n je c t e d  in t r a v e n o u s ly  
on th e  3 th  day o f  g e s t a t io n  to  p re g n a n t fe m a le s  in d u c e d  m a l­
fo rm a t io n s  in  th e  g o ld e n  h a m s te r . "  He d is c o u n te d  th e  
s ig n i f i c a n c e  o f  th e  r e p o r t ,  h o w e v e r,  because  th e  co mpo un d 
was n o t  a d m in is te r e d  in  a m an ne r p a r a l l e l  to  th e  n o rm a l 
hum an in t a k e — o r a l  i n g e s t io n .  In  s p i t e  o f  i t s  own r e q u i r e ­
m ent f o r  t e r a t o g e n ic  s tu d y  an d th e  q u e s t io n  o f  a r s e n ic a l  
e x p o s u re  c a u s in g  b i r t h  d e f e c t s ,  EPA a g a in  d id  n o t  re q u e s t  
a d d i t i o n a l  d a ta .  EPA e s ta b l is h e d  p e rm a n e n t to le r a n c e s  f o r  
sod iu m  and p o ta s s iu m  a r s e n i t e  in  c a t t l e  and h o rs e s  on 
Ju n e  6 , 1973 .

I n  a l e t t e r  to  GAO d a te d  A p r i l  1 , 1 9 7 5 , EPA s a id  th e  
e x p o s u re  le v e l  a t  w h ic h  c a c o d y l ic  a c id  w i l l  cause  b i r t h  d e fe c ts  
i s  n o t  know n, and t h a t  on  th e  b a s is  o f  a v a i la b le  in f o r m a t io n ,  
c a c o d y l ic  a c id  does n o t  ap p ea r to  be an e s s e n t ia l  c h e m ic a l 
f o r  any o f  i t s  r e g is t e r e d  u s e s . EPA s ta te d  t h a t  t e c h n i c a l l y  
i t  was a t  f a u l t  in  g r a n t in g  a r e g i s t r a t i o n  in  M arc h 19 72  f o r  
c a c o d y l ic  a c id  on  c o t t o n  an d t h a t  a m o ra to r iu m  on th e
r e g i s t r a t i o n  o f  a r s e n ic a l  p e s t ic id e s  s h o u ld  have  be en  in  
e f f e c t .

EPA a ls o  w ro te  t h a t :

"B ased s o le l y  on  s c i e n t i f i c  g ro u n d s , as o f
M arc h 2 2 , 19 7 2 , th e  PRD [P e s t ic id e  R e g is t r a t io n
D iv is io n ]  a p p a r e n t ly  ha d i n s u f f i c i e n t  e v id e n c e  
to  o b je c t  to  th e  r e g i s t r a t i o n  o f CA as a c o t to n  
d e f o l i a n t .  H o w e ve r,  i t  i s  a ls o  re a s o n a b le  to  
c o n c lu d e  t h a t  EPA s h o u ld  ha ve  c o n s id e re d  t h i s  
a c t io n  in  l i g h t  o f  (1 )  PR N o t ic e  7 0 -8  an d (2 ) 
t h a t  th e  S p e c ia l P e s t ic id e  R ev ie w  G ro up ha d 
j u s t  made i t s  re c o m m e n d a ti o n s  as to  th e  s ta tu s  
o f  use s o f  a r s e n ic  c o n ta in in g  p e s t ic id e s .
I n  th e  f i n a l  a n a ly s is  h o w e v e r,  a l l  p r e s e n t ly  
r e g is t e r e d  use s o f  a r s e n ic a l  p e s t ic id e s  w i l l  
be  exam in ed  an d e v a lu a te d ,  w it h  re co m m e n d a ti o n s  
s e t  f o r t h ,  by an in - d e p th  re v ie w  [b e in g ]  made 
by o u r C r i t e r i a  an d E v a lu a t io n  D i v i s i o n . "

Th e c o n t in u e d  r e g i s t r a t i o n  o f a r s e n ic a l  p e s t ic id e s  f o r  
n o n e s s e n t ia l uses is  h ig h ly  q u e s t io n a b le ,  p a r t i c u l a r l y  in  
l i g h t  o f d is c lo s u r e s  by tw o la r g e  c h e m ic a l co m pan ie s  t h a t  
e m p lo ye e s  in  t h e i r  a r s e n ic - p r o d u c in g  p la n t s  have  an in c re a s e d  
in c id e n c e  o f c a n c e r .  We a ls o  b e li e v e  t h a t  E P A 's  p o s i t i o n  
t h a t  i t  "h ad  i n s u f f i c i e n t  e v id e n c e  to  o b je c t  to  th e  
r e g i s t r a t i o n "  i s  c o n t r a r y  to  th e  i n t e n t  o f FIFR A w h ic h
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p la c e s  on th e  r e g is t r a n t  th e  b u rd e n  o f  p ro v in g  t h a t  a 
p e s t ic id e  i s  s a fe .  B ecause  EPA b e li e v e d  t h a t  a v a l i d  
t e r a t o g e n ic  s tu d y  ha d n o t  be en  mad e,  EPA c o u ld  have  d e n ie d  
r e g i s t r a t i o n  u n t i l  th e  s tu d y  was  p ro v id e d .  I f  EPA, in  i t s  
re v ie w  o f  c a c o d y l ic  a c id  and o th e r  a r s e n ic a ls ,  f in d s  t h a t  
c o n t in u e d  r e g i s t r a t i o n  is  r e q u i r e d ,  we b e li e v e  t h a t  c o m p le te  
s a fe t y  s t u d ie s  s h o u ld  be o b ta in e d  by  O c to b e r 19 76  b e fo re  th e  
p e s t ic id e s  a re  r e r e g is t e r e d .

In a d e q u a te  r e s id u e  d a ta

D u r in g  19 50  th e  S p ra y  R e s id u e  H e a r in g s  w ere  h e ld  to  
re v ie w  d a ta  on  th e  s a fe ty  o f ,  ne ed  f o r ,  and re s id u e s  o f  
p e s t ic id e s  us ed  on ra w a g r i c u l t u r a l  c o m m o d it ie s .  As  a - 
r e s u l t  o f th e  d a ta  a c c u m u la te d  d u r in g  th e  S p ra y  R e s id u e  
H e a r in g s ,  to le ra n c e s  w ere  e s ta b l is h e d  on M ar ch  1 1 , 19 5 5 , 
f o r  28 p e s t ic id e s  us ed  on a b o u t 50 c ro p s .

Our  re v ie w  o f  th e  re s id u e  d a ta  s u b m it te d  in  s u p p o r t  o f  
th e  t o le r a n c e s  e s ta b l is h e d  f o r  r e s id u e s  on 10 c ro p s  sh ow ed  
t h a t  a t  th e  ti m e  to le r a n c e s  w ere  e s ta b l is h e d ,  re s id u e  d a ta  
was n o t  a v a i la b le  f o r  m ost o f th e  c ro p s .  A ls o ,  some t o l e r ­
ances w ere  e s ta b l is h e d  w i t h o u t  c o n s id e r in g  t e c h n ic a l  and 
re s e a rc h  adva nce s  in  r e s id u e  t e s t in g  made be tw een  19 50  an d 
1 9 5 5 . As  sh ow n by  th e  f o l lo w in g  t a b le ,  fe w  o f  th e  to le ra n c e s
e s ta b l is h e d  a c c u r a te ly  r e f le c t e d  th e a v a i la b le  r e s id u e  d a ta .

T o le ra n c e  
d i f f e r s  

fr o m  d a ta

T o le ra n c e
r e f l e c t s
re s id u e

ow d a taC ro £
T o ta l

to le r a n c e s

R e s id u e  
d a ta  n o t  
a v a i la b le Ab ov e B e ll

A p p le s 20 8 5 5 2
Be an s 16 10 3 3 0
C e le r y 12 8 1 3 0
C orn 13 11 1 0 1
L e t tu c e 13 11 1 0 1
Peaches 16 8 3 4 1
Pe as 12 10 2 0 0
S p in a c h 11 8 2 1 0
S t r a w b e r r ie s 15 13 2 0 0
T om ato es 15 _4 _7 _3 1

143 91 27 19 6— = = = =
Of th e  52 c ro p  uses f o r  w h ic h  some re s id u e d a ta  wa s

a v a i la b le ,  27 to le ra n c e s w ere  s e t  a t re s id u e le v e ls  above  th e
c o r re s p o n d in g d a ta .  For e x a m p le , to le ra n c e s f o r  m e th o x y c h lo r
w ere  e s ta b l is h e d  a t  14 ppm in  beans and le t t u c e — a b o u t 100
ti m e s  g r e a te r th a n  e x p e c te d  re s id u e s w h ic h  w ere 0 .1 5  ppm o r
le s s .  I t  is E P A 's  p o l i c y t o . s e t  to le ra n c e s a t th e  maxim um
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r e s id u e s  l i k e l y  to  o c c u r  fr o m  p ro p e r  a p p l i c a t io n  p ro v id e d  
th e y  do n o t exceed  a c c e p ta b le  s a fe ty  l e v e ls .  T o le ra n c e s  
s e t  a t  a r t i f i c i a l l y  h ig h  le v e ls  may u n n e c e s s a r il y  s u b je c t  
th e  p u b l ic  to  p e s t ic id e  r e s id u e s  r e s u l t i n g  fr o m  m is a p p l ic a ­
t i o n .  Th e p o s s i b i l i t y  o f  e x c e s s iv e  r e s id u e s  is  o f  ad de d 
im p o r ta n c e  because  th e  s a fe ty  o f th e  h ig h e r  le v e ls  has n o t 
been a s s e s s e d , an d FDA does n o t  a lw a y s  t e s t  f o r  r e s id u e s  in  
t h e i r  e n fo rc e m e n t p ro g ra m .

In  c o n t r a s t ,  19 to le r a n c e s  w ere  e s ta b l is h e d  a t  le v e ls
*  lo w e r  th a n  th e  ma xim um  re s id u e s  fo u n d .  F o r e x a m p le , a 

to le r a n c e  o f  7 ppm com b in ed  f l u o r i n e  was e s ta b l is h e d  on 
a p p le s ,  a lt h o u g h  r e s id u e  d a ta  in d ic a te d  t h a t  r e s id u e s  on  
wash ed f r u i t  c o u ld  be as  h ig h  as 3 1 .4  pp m. S e t t in g  
t o le r a n c e s  a t  le v e ls  c o n s id e r a b ly  b e lo w  th e  ma xim um

*  re s id u e s  fo u n d  may r e s u l t  in  r e s id u e s  t h a t  exceed  th e  
t o le r a n c e  even th o u g h  th e  p e s t ic id e  was a p p li e d  a c c o rd in g  
t o  la b e l  d i r e c t i o n s .

A c c e p ta b le  d a i l y  in ta k e  o f
p e s t ic id e s  n o t  c o n s id e re d

EPA d e te rm in e s  th e  a c c e p ta b le  d a i l y  in ta k e  f o r  r e s id u e s  
o f  each  p e s t ic id e  w h ic h  may be p re s e n t  on a g r i c u l t u r a l  com ­
m o d i t ie s .  A c c e p ta b le  d a i l y  in ta k e  f o r  man is  u s u a l ly  1 
p e rc e n t  o f th e  p e s t ic id e  c o n c e n t r a t io n  w h ic h  was fo u n d  to  
have  no t o x i c  e f f e c t  in  th e  m ost s e n s i t i v e  a n im a l s p e c ie s  
t e s t e d .  B ecause i n h i b i t i o n  o f c h o l in e s te r a s e  by  o rg a n o p h o s ­
p h a te  and ca rb a m a te  p e s t ic id e s  is  a more s e n s i t i v e  in d ic a t o r  
o f  t o x i c i t y ,  th e  a c c e p ta b le  d a i l y  in ta k e  f o r  man is  s e t  a t  
10  p e rc e n t  o f  th e  n o - t o x i c - e f f e c t  l e v e l .  Th e a c c e p ta b le  
d a i l y  in ta k e  is  s e t  a t  o n ly  a f r a c t i o n  o f th e  n o - e f f e c t  
l e v e l  to  a l lo w  f o r  v a r i a t i o n s  in  th e  t o x i c i t y  w i t h in  a n im a l 
s p e c ie s  and man .

EPA d e te rm in e s  th e  t o t a l  p o s s ib le  e x p o s u re  to  p e s t ic id e  
r e s id u e s  t h a t  c o u ld  be p re s e n t  in  each  fo o d  co m m o d it y  in  th e  
a v e ra g e  d ie t  o f  a 6 0 - k il o g r a m  (a b o u t 132 p o u n d s ) man . The 
r e s id u e s  fr o m  eac h fo o d  co m m od it y  a re  th e n  t o t a le d  and com ­
p a re d  to  th e  a c c e p ta b le  d a i l y  in t a k e .  I f  th e  t o t a l  re s id u e s  
fr o m  a l l  c o m m o d it ie s  a re  b e lo w  th e  a c c e p ta b le  d a i l y  in t a k e ,  
th e n  th e  t o le r a n c e s  e s ta b l is h e d  a re  c o n s id e re d  to  be s a fe .

We fo u n d  in s ta n c e s  w here  th e  t o t a l  p e s t i c id e  e x p o s u re  
exce e de d  a c c e p ta b le  d a i l y  in ta k e  as sh ow n by  th e  f o l lo w in g  
e x a m p le . (A n o th e r  exam p le  is  d is c u s s e d  on p .  6 3 . )

Exam ple  3
*

A v a i la b le  t o x i c i t y  d a ta  in d ic a t e s  t h a t  th e  a c c e p ta b le  
d a i l y  in ta k e  f o r  p a r a t h io n ,  an o rg a n o p h o s p h a te  in s e c t i c i d e ,
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i s  0 .3  m i l l i g r a m s  p e r day f o r  a 6 0 - k il o g r a m  man . T o le ra n c e s  
f o r  r e s id u e s  o f p a r a th io n  hav e be en e s ta b l is h e d  f o r  a b o u t 70 
a g r i c u l t u r a l  c o m m o d it ie s  w n ic h  c o m p r is e  o v e r 34 p e rc e n t  o f  a 
6 0 - k il o g r a m  m a n 's  d i e t .  T o ta l e x p o s u re  to  p a r a th io n  f ro m  
th e s e  uses c o u ld  be 0 .5 1  m i l l ig r a m s  p e r d a y— 0 .2 1  m i l l ig r a m s  
a b o ve , o r a lm o s t tw ic e ,  th e  a c c e p ta b le  d a i l y  in t a k e .

I t  does n o t ap p ea r t h a t  t o t a l  e x p o s u re  to  p a ra th io n  fr o m  
a l l  s o u rc e s  was c o n s id e re d  when some to le ra n c e s  w ere  e s ta b ­
l i s h e d .  Th e a c c e p ta b le  d a i l y  in ta k e  o f  p a r a th io n  had a lr e a d y  
be en  e xceeded  wh en  EPA e s ta b l is h e d  in t e r im  to le ra n c e s  f o r  «
p a r a th io n  r e s id u e s  in  s u g a rb e e ts ,  s u g a rc a n e , s w e e tp o ta to e s , 
an d ry e  in  A u g u s t 1972.

FDA DOES NOT TEST FOR MOST
PE STIC ID E RESIDUES IN  FOOD *

I n  a d d i t io n  to  th e  a u e s t io n s  on th e  adequacy  o f  s u p p o r t ­
in g  d o c u m e n ta t io n  f o r  p e s t ic id e  t o le r a n c e s  e s ta b l is h e d  by  
EPA, FDA do e s  n o t  e f f e c t i v e l y  t e s t  f o r  m ost  p e s t i c id e  re s id u e s  
f o r  w h ic h  EPA ha s e s ta b l is h e d  r e s id u e  to le r a n c e s  in  fo o d .

FDA has tw o m a jo r p ro g ra m s  to  m o n it o r  th e  am ount o f 
p e s t i c id e  r e s id u e s  in  fo o d  p ro d u c ts  an d p e r fo rm s  s p e c ia l  
p u rp o s e  t e s t s  i n i t i a t e d  by i t s e l f  o r when re q u e s te d  by o th e r  
a g e n c ie s ,  su ch  as  EPA. An FDA o f f i c i a l  t o ld  us t h a t  in  a d d i­
t i o n  to  i t s  t e s t i n g ,  re s id u e  t e s t in g  i s  a ls o  p e rfo rm e d  by  
th e  D e p a rt m e n t o f  A g r i c u l t u r e  ( f o r  m ea t and p o u l t r y ) ,  v a r io u s  
S ta te  a g e n c ie s ,  and th e  fo o d  in d u s t r y ;  t h e r e f o r e ,  a s u b s ta n ­
t i a l  p o r t io n  o f th e  N a t io n 's  fo o d  s u p p ly  r o u t in e ly  u n d e rg o e s  
p e s t ic id e  r e s id u e  e x a m in a t io n .

The  p r im a ry  FDA r e g u la t o r y  p ro g ra m  f o r  e n fo r c in g  p e s t i ­
c id e  t o le r a n c e s  is  th e  p e s t ic id e  s u r v e i l la n c e  p ro g ra m  w h ic h  
i s  c o n d u c te d  on  a c o n t in u in g  b a s is  a t  a l l  17 FDA d i s t r i c t  
o f f i c e s .  S am ple s o f fo o d  c o m m o d it ie s  a re  c o l le c t e d  a t  th e  
g ro w e r o r  s h ip p e r  l e v e l .  P ro g ra m  o b je c t iv e s  a re  to

— d e te rm in e  on a g e o g r a p h ic a l b a s is  p e s t ic id e  le v e ls  o f  
i n d i v i d u a l  fo o d  c o m m o d it ie s ,

— s u rv e y  on a n a t io n w id e  b a s is  t o t a l  p e s t i c id e  r e s id u e  
le v e ls  o f  s e le c te d  fo o d  c o m m o d it ie s ,

— m o n it o r  im p o r te d  fo o d  c o m m o d it ie s  and deny e n t r y  to  J

th o s e  w it h  i l l e g a l  p e s t i c id e  r e s id u e s ,  and

—  id e n t i f y  p e s t i c id e  r e s id u e s  o c c u r r in g  in  e x c e s s iv e
le v e l s  as  a b a s is  f o r  c o m p li a n c e  f o l lo w u p .  t
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Th e second p ro g ra m , c a l le d  th e  t o t a l  d i e t  s tu d y ,  i s  an 
in f o r m a t io n - g a t h e r in g  p ro g ra m  an d does n o t  s e rv e  as a b a s is  
f o r  r e g u la t o r y  a c t io n  a g a in s t  s p e c i f i c  p r o d u c ts .  M a rk e t 
b a s k e ts ,  each  c o n ta in in g  117  fo o d  it e m s ,  a re  c o l le c t e d  6 
t im e s  a y e a r by  FDA in s p e c to r s  in  4 a re a s  o f  th e  U n it e d  
S ta te s .  FDA c o l l e c t s  20 m a rk e t b a s k e ts  r e p r e s e n t in g  th e  
d i e t  f o r  an a d o le s c e n t  m a le — u s u a l ly  th e  b ig g e s t  e a te r  in  
th e  g e n e ra l p o p u la t io n — and 10 m a rk e t b a s k e ts  each  r e p r e ­
s e n t in g  th e  d ie t s  o f  a 6 -m o n th  in f a n t  an d 2 -y e a r  t o d d le r .
The it e m s  in  each  m a rk e t b a s k e t a re  s e p a ra te d  in t o  co m m o d it y  
g ro u p s ,  and each  c o m p o s it e  g ro u p  is  b le n d e d  in t o  a ho mog e­
neous s l u r r y — a u n if o rm  m ix tu r e  o f s im i la r  fo o d  c o m m o d it ie s .  
Th e s l u r r i e s  a re  th e n  a n a ly z e d  f o r  o v e r 90 v a r io u s  p e s t ic id e  
r e s id u e s .

U nder b o th  th e  t o t a l  d ie t  s tu d y  and th e  p e s t ic id e  s u r ­
v e i l la n c e  p ro g ra m , FDA uses a m u l t i r e s id u e  t e s t  w h ic h  is  
c a p a b le  o f  d e t e c t in g  54 p a re n t- c o m p o u n d  p e s t ic id e  c h e m ic a ls -  
p r i m a r i l y  o rg a n o c h lo r in e  an d o rg a n o p h o s p h a te  c h e m ic a ls — an d 
a b o u t 90 o f  t h e i r  m e ta b o l i t e s  in  a lm o s t any ty p e  o f  fo o d .
An FDA o f f i c i a l  s ta te d  t h a t  th e s e  p e s t ic id e s  a re  h ig h ly  
t o x i c  o r q u i t e  p e r s i s t e n t  in  th e  e n v ir o n m e n t and c o u ld  pose  
a p o t e n t i a l l y  s e r io u s  t h r e a t  to  p u b l ic  h e a l t h .

FDA a ls o  e m p h a s iz e d  t h a t  u s in g  th e  m u l t i r e s id u e  t e s t  
does n o t  p re c lu d e  t e s t in g  fo o d s  f o r  o th e r  p e s t ic id e s  i f  
th e re  i s  e v id e n c e  o r s u s p ic io n  o f  m is u se  o r  s p e c ia l  i n t e r e s t  
in  th e  in c id e n c e  an d le v e ls  o f a c e r t a in  p e s t ic id e  r e s id u e .  
F o r e x a m p le , th e  t o t a l  d i e t  s tu d y  m easure s le a d ,  m e rc u ry ,  
z in c ,  and a r s e n ic  r e s id u e s  in  a l l  sa m p le s .

An FDA o f f i c i a l  t o ld  us  t h a t  FDA does n o t  t e s t  f o r  
a l l  p e s t i c id e  r e s id u e s  because  th e  r e s u l t s  o f  F D A 's  s u r ­
v e i l l a n c e  p ro g ra m  o v e r a p e r io d  o f  y e a rs  has in d ic a te d  
t h a t  p e s t i c id e  le v e ls  fo u n d  in  m ost  raw a g r i c u l t u r a l  com ­
m o d it ie s  a re  g e n e r a l ly  w e l l  b e lo w  e s ta b l is h e d  t o le r a n c e s .
He s a id  FDA b e li e v e s  t h a t  th e  r e s u l t s  o f  t h i s  t e s t in g  s h o u ld  
in d ic a t e  th e  o v e r a l l  s e r io u s n e s s  o f  th e  p e s t ic id e  r e s id u e  
p ro b le m  because  FDA c o n c e n t r a te s  i t s  e f f o r t s  on w id e ly  
use d an d p e r s is t e n t  p e s t i c id e s  w h ic h  a re  fo u n d  to  be v i o l a ­
t i v e  in  o n ly  a b o u t 3 p e rc e n t  o f th e  s a m p le s . He a ls o  s ta te d  
t h a t  FDA r e l i e s  on p ro g ra m s  o f i t s  own, EPA, S t a t e ,  and 
lo c a l  a g e n c ie s  to  in s u re  t h a t  qo od  a g r i c u l t u r a l  and ma nu­
f a c t u r in g  p r a c t ic e s  a re  fo ll o w e d  in  u s in g  p e s t ic id e s  because  
i t  is  g e n e r a l ly  r e c o g n iz e d  t h a t  us e o f  a p e s t ic id e  in  a 
m an ner c o n s is t e n t  w i t h  la b e l  d i r e c t io n s  g r e a t l y  l i m i t s  th e  
o c c u r re n c e  o f v i o l a t i v e  le v e ls  o f  p e s t ic id e s  in  fo o d .

W h il e  we do  n o t  q u e s t io n  (1 )  th e  e m p h a s is  p la c e d  on 
t e s t in g  fo o d  f o r  o r g a n o c h lo r in e  and o rg a n o p h o s p h a te  
in s e c t i c id e  r e s id u e s  b ecause  o f  t h e i r  t o x i c i t y ,  p e r s is t e n c e ,
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a n d /o r  w id e s p re a d  us e and (2 )  e f f o r t s  to  in s u re  go od  
a g r i c u l t u r a l  and m a n u fa c tu r in g  use o f p e s t ic id e s ,  we do  n o t 
b e li e v e  t h a t  t h i s  s h o u ld  p re c lu d e  p e r io d ic  t e s t in g  o f  o th e r  
p e s t ic id e s  f o r  w h ic h  to le r a n c e s  have  be en  e s ta b l is h e d .  The 
3 p e rc e n t  r a te  o f  v i o l a t i v e  sam p le s  n o te d  in  FD A 's  co mmen ts  
above  in d ic a t e s  t h a t  i l l e g a l  r e s id u e s  o c c u r d e s p it e  e f f o r t s  
to  th e  c o n t r a r y .  We b e li e v e  t h a t  t h i s  o c c u rre n c e  demon ­
s t r a t e s  a ne ed  f o r  FDA to  i n i t i a t e  a s y s te m a t ic  p ro c e d u re  
to  in s u re  t h a t  a l l  p e s t ic id e s  w it h  to le ra n c e s  a re  te s te d  in  
FD A 's  s u r v e i l la n c e  p ro g ra m  o v e r a p e r io d  o f y e a rs .

L im it e d  t e s t i ng  o f  *
h e r b ic id e s  and f u n g ic id e s

As o f J u ly  1 , 1 3 7 4 , 233 p e rm a n e n t to le ra n c e s  w ere  in  
e f f e c t .  In  n o n fa t t y  fo o d s ,  F D A 's  m u l t i r e s id u e  t e s t  w o u ld  •
m easure  e i t h e r  p a r t i a l  o r c o m p le te  r e s id u e s  o f  o n ly  54 o f
th e  233 p e s t ic id e s .  As  shown by  th e  t a b le  b e lo w , F D A 's  
d e t e c t io n  c a p a b i l i t i e s  were  p r i m a r i l y  l im i t e d  to  i n s e c t ic id e s .

Type o f  p e s t ic id e
Nu mb er o f  
t o le r a n c e s

D e te c t io n  c a p a b i l i t i e s
C o m p le te P a r t i a l None

I n s e c t ic id e s 93 27 8 58
H e r b ic id e s 72 5 4 63
F u n g ic id e s 40 2 4 34
O th e r 28 3 1 24— —" — —

T o ta l 2 33 Yj_ 17 179

Th e absence  o f  r e l i a b l e  d a ta  on h e r b ic id e  r e s id u e s  is  
im p o r ta n t  because h e r b ic id e  usa ge is  g r e a te r  th a n  in s e c t ic id e  
u s a g e . O n ly  9 o u t  o f  72 h e r b ic id e  to le ra n c e s  ca n be d e te c te d  
and e n fo rc e d  u s in g  th e  m u l t i r e s id u e  t e s t .

S i m i l a r l y ,  th e  m os t w id e ly  us ed  f u n g ic id e s ,  th e  e th y le n e  
b is d it h io c a r b a m a te s  (E B D C 's ) , a re  n e t d e te c te d  by  th e  m u l t i ­
r e s id u e  t e s t .  In  19 73  an EPA S p e c ia l P e s t ic id e  R ev ie w  Gro up 
la b e le d  a d e c o m p o s it io n  p ro d u c t  o f  th e  EBD C 's , e th y le n e  
t h io u r e a  (E T U ),  a p o t e n t ia l  c a rc in o g e n .  I t  a ls o  s ta te d  th a t  
ETU may be p re s e n t  in  a w id e  v a r i e t y  o f a g r i c u l t u r a l  commod­
i t i e s ,  in c lu d in g  m i lk .  Because FDA does n o t  t e s t  f o r  ETU 
and b e ca use  EPA has n o t re q u e s te d  t e s t i n g ,  th e  e x p o s u re  to
t h i s  p o s s ib le  c a rc in o g e n  is  unknow n. *

Because t e s t in g  in  b o th  th e  p e s t ic id e  s u r v e i l la n c e  
p ro g ra m  and t o t a l  d i e t  s tu d y  is  l im i t e d  p r i m a r i l y  to  o rg a n o ­
p h o s p h a te  and o rg a n o c h lo r in e  in s e c t i c id e s ,  t o t a l  p u b l ic
e x p o s u re  to  p e s t ic id e  r e s id u e s  is  unknow n. For e xa m p le , 47 *
p e rm a n e n t to le r a n c e s  hav e be en  e s ta b l is h e d  f o r  re s id u e s  in
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m i lk .  R e s id u e s  o f  o n ly  10 o f  th e s e  p e s t ic id e s  a re  d e te c te d  
in  FD A’ s t e s t in g  p ro g ra m s . Among th o s e  p e s t ic id e s  w h ic h  may 
re m a in — in  un kn ow n am o u n ts — in  m il k  a re  su ch co m m only  us ed  
p e s t ic id e s  as p ip e r o n y l  b u to x id e ,  p y r e t h r in s ,  d a la p o n , p a ra ­
q u a t ,  d ic a m b a , DDVP, c a r b o fu r a n ,  and p y ra z o n .

La ck  o f  EPA in p u t  in t o
r e s id u e  t e s t in g  p ro g ra m

FDA s u b m it s  to  LPA  w e e k ly  sam ple  a n a ly s is  r e p o r t s  l i s t ­
in g  p e s t ic id e  r e s id u e s  fo u n d  to  be above  t o le r a n c e s .  E P A 's  
C h e m is tr y  B ra nch  i d e n t i f i e d  th e  f o l lo w in g  a re a s  in  w h ic h  th e  
FDA r e p o r t s  ca n be u se d .

— To  i d e n t i f y  p ro b le m  a re a s  su ch  as th o s e  p e s t ic id e s  
w h ic h  r e g u la r l y  exceed  to le r a n c e s .

— To  i d e n t i f y  c o m m o d it ie s  c o n ta in in g  re s id u e s  w h ic h  
may n o t  have  be en  c o n s id e re d  when t o le r a n c e s  w ere  
e s t a b l i s h e d .

— To  e s t a b l i s h  a c t io n  le v e l s — th e  le v e l  w here  r e s id u e s  
a t  o r e x c e e d in g  to le r a n c e s  w i l l  r e q u i r e  a c t io n  to  
re m ove  th e  fo o d  o r fe e d  fr o m  i n t e r s t a t e  co m m erc e.

The u s e fu ln e s s  o f  F D A 's  r e s id u e  t e s t in g  r e p o r t s  is  
l i m i t e d ,  h o w e v e r,  by th e  la c k  o f  d a ta  on m os t p e s t ic id e  
r e s id u e s  o th e r  th a n  o rg a n o c h lo r in e  and o rg a n o p h o s p h a te  
i n s e c t i c id e s .  D e s p it e  th e  p o t e n t i a l  u s e fu ln e s s  o f  th e  FDA 
r e p o r t s  an d E P A 's  r e s p o n s i b i l i t y  f o r  s e t t in g  an d re v ie w in g  
t o le r a n c e s ,  EPA has ha d l i t t l e  o r no in p u t  in t o  th e  s co p e —  
e i t h e r  by  co m m o d it y  o r p e s t i c id e s — o f  th e  FDA p ro g ra m s . 
A lt h o u g h  FDA in d ic a te d  a w i l l i n g n e s s  to  c o n s id e r  EPA 
r e q u e s ts ,  no re q u e s ts  ha d be en  mad e.  An FDA o f f i c i a l  
e m p h a s iz e d , h o w e v e r,  t h a t  t im e  and b u d g e t r e s t r i c t i o n s  
w o u ld  be an im p o r ta n t  f a c t o r  in  e x p a n d in g  th e  t e s t in g  p ro ­
g ra m . A n o th e r  FDA o f f i c i a l  s ta te d  t h a t  s u i t a b le  m u l t i r e s i ­
du e m eth ods a re  n o t  a v a i la b le  f o r  m ost  r e g is t e r e d  p e s t ic id e s ,  
an d as s u c h , th e s e  p e s t ic id e s  a re  n o t  r o u t i n e l y  in c lu d e d  in  
F D A 's  s u r v e i l la n c e  p ro g ra m .

CONCLUSIONS

A d e q u a te  d a ta  s u p p o r t in g  th e  s a fe t y  o f  many p e s t ic id e  
to le r a n c e s  ha s n o t  be en  s u b m it te d ,  and d a ta  on many p e s t i ­
c id e  r e s id u e s  is  n o t  a v a i l a b le .  In  a d d i t i o n ,  t o t a l  e x p o s u re  
to  p e s t ic id e  re s id u e s  in  fo o d s  may exceed  th e  a c c e p ta b le  
d a i l y  in t a k e ,  w h ic h  c o u ld  a d v e rs e ly  a f f e c t  hum an h e a l t h .
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We b e li e v e  EPA s h o u ld  re v ie w  a l l  e x is t in g  p e s t ic id e  
to le r a n c e s  to  in s u re  c o m p li a n c e  w it h  c u r r e n t  c r i t e r i a  f o r  
s a fe t y  and re s id u e  d a ta  and f o r  t o t a l  human e x p o s u re . In  
a d d i t io n ,  to le ra n c e s  s h o u ld  be re v ie w e d  p e r i o d i c a l l y  t o  
in s u re  t h e i r  c o n s is te n c y  w it h  new d a ta  on th e  p e s t ic id e .

FDA s h o u ld  exp and  i t s  p e s t ic id e  m o n it o r in g  p ro g ra m  to  
d e te rm in e  r e s id u e  le v e ls  a t le a s t  p e r i o d i c a l l y .  These  t e s t s  
c o u ld  be ti m e d  to  c o in c id e  w i t h  EP A 's  5 -y e a r  r e g i s t r a t i o n  
re n e w a l r e v ie w s .  To a ssess  t o t a l  e x p o s u re  to  p e s t ic id e  
r e s id u e s ,  th e  t o t a l  d ie t  s tu d y  s h o u ld  be exp anded to  t e s t  
f o r  a l l  p e s t ic id e  r e s id u e s ,  n o t  f o r  j u s t  a l im i t e d  num ber.
In  t h i s  way  FDA m ig h t i d e n t i f y  p a r t i c u la r  p e s t ic id e s  w h ic h  
s h o u ld  be in c lu d e d  in  e n fo rc e m e n t t e s t in g .

REC OrthEf iDATIOt'lj

We recommend t h a t  th e  A d m in is t r a t o r ,  EPA:

— R evie w  th e  adequacy o f s u p p o r t in g  s a fe ty  and r e s id u e  
d a ta  f o r  a l l  e x is t in g  to le r a n c e s  and r e q u ir e  m an u fa c ­
t u r e r s  to  s u b m it  an y m is s in g  d a ta .

— E v a lu a te  t o t a l  human e x p o s u re  to  eac h p e s t ic id e
re s id u e  and in s u re  th a t  t o t a l  re s id u e s  do n o t exceed 
th e  a c c e p ta b le  d a i l y  in t a k e .

— P e r io d ic a l l y  re v ie w  a l l  to le ra n c e s  and r e v is e  as 
n e c e s s a ry .

— Work w it h  FDA to  d e v e lo p  a p ro g ra m  w h e re b y  o v e r a 
p e r io d  o f y e a rs  a l l  p e s t ic id e s  w it h  to le ra n c e s  w o u ld  
be te s te d  in  FD A 's  s u r v e i l la n c e  p ro g ra m .

Vue recommend t h a t  th e  S e c r e ta r y  o f  HEW th ro u g h  th e  
C o m m is s io n e r , FDA:

— Exp and i t s  s u r v e i l la n c e  p ro g ra m  so t h a t  o ve r a p e r io d  
o f y e a rs  a l l  p e s t ic id e s  w it h  to le ra n c e s  a re  te s te d  in  
th e  s u r v e i l la n c e  p ro g ra m .

— C o o rd in a te  w i t h  EPA on a l l  f u t u r e  s a m p li n g s  o f  
p e s t i c id e  r e s id u e s  in  fo o d .

AGEriCY COMMENTS AND OUR EVALUATION

I n  com m enting  on o u r r e p o r t  (s e e  ap p . I ) ,  EPA s ta te d
t h a t :

"G AO 's  c r i t i c i s m s  a re  w e ll - f o u n d e d ,  and we 
a re  v e ry  much  co n ce rn e d  a b o u t t o le r a n c e - s e t t in g
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p ro b le m s . In  th e  r e c e n t  p a s t  o u r em p h a s is  on 
th e  im p le m e n ta t io n  o f  FIFR A ha s a ll o w e d  f o r  
i n s u f f i c i e n t  a t t e n t io n  to  th e  p ro b le m s  id e n ­
t i f i e d  h e re .  How t h a t  th e  n e c e s s a ry  r e g u la ­
t io n s  f o r  r e g i s t r a t i o n  have  be en  p ro m u lg a te d ,  
we ca n t u r n  more o f  o u r a t t e n t io n  to  re v ie w  
o f  th e  to le r a n c e  r e g u la t io n s  and p ro c e d u re s ,  
to  re a s s e s s m e n t o f  t o le r a n c e s  a lr e a d y  re g u ­
la t e d ,  and to  a c o m p re h e n s iv e  e v a lu a t io n  o f  
th e  w h o le  s c i e n t i f i c  b a s is  f o r  t o le r a n c e

*  s e t t i n g .  We a c c e p t and w i l l  im p le m e n t GAO 's 
re c o m m e n d a ti o n s  in  t h i s  a re a . "

In  com m enting  on o u r  r e p o r t  (s e e  a p p . I I ) ,  HEW c o n -  
% e lu d e d  t h a t :

"We do n o t  c o n c u r  w it h  th e  p ro p o se d  
e x p a n s io n  o f  th e  p e s t ic id e  s u r v e i l la n c e  
p ro g ra m  a t  t h i s  t im e .  In  e s s e n c e , we do 
n o t  b e li e v e  th e re  is  a s i g n i f i c a n t  ne ed  
f o r  s u r v e i l la n c e  o f  a l l  p e s t ic id e s  s in c e  
th e re  a re  me ans o th e r  th a n  re s id u e  t e s t in g  
f o r  e n s u r in g  th e  s a fe  use  o f p e s t ic id e s  
and o u r c u r r e n t  a sse ssm e n ts  o f th e  t o t a l  
fo o d  s u p p ly  do n o t  in d ic a t e  th e  p re s e n c e  
o f e x c e s s iv e  p e s t ic id e  l e v e ls .

“ In  a s s e s s in g  F D A 's  s u r v e i l la n c e  p ro ­
gram  i t  is  e s s e n t ia l  to  u n d e rs ta n d  t h a t  th e  
c o n t r o l  o f p e s t ic id e s  in  fo o d  enco m passe s 
more  th a n  m e re ly  t e s t in g  sam ple s o f fo o d  f o r  
th e  p re s e n c e  o f  i l l e g a l  r e s id u e s .  Th e 
r e l a t i o n s h ip  o f go od  a g r i c u l t u r a l  and manu­
f a c t u r in g  p r a c t ic e s  to  th e  r e g u la t o r y  c o n ­
t r o l  o f  p e s t ic id e s  in  fo o d  is  an e q u a l ly ,  i f  
n o t  more im p o r ta n t  c o n s id e r a t io n .  I t  is  
g e n e r a l ly  re c o g n iz e d  t h a t  i f  fo o d  is  t r e a te d  
w i th  a p e s t ic id e  in  a m an ne r c o n s is t e n t  w i th  
i t s  la b e le d  d i r e c t i o n s ,  th e re  is  o n ly  a v e ry  
re m o te  p o s s i b i l i t y  t h a t  v i o l a t i v e  le v e ls  o f 
re s id u e s  w o u ld  o c c u r .  I t  is  f o r  t h i s  re a s o n  
t h a t  FDA , EPA, S ta te  and lo c a l  a g e n c ie s  c o n ­
d u c t  e s ta b l is h m e n t  in s p e c t io n s  to  make c e r t a in  
t h a t  p e s t ic id e s  a re  b e in g  p r o p e r ly  u s e d ."

HEW d id  n o t  b e l ie v e  t h a t  e x p a n s io n  o f  r e s id u e  t e s t in g  
a d d re s s e d  th e  r e l a t i v e  s e r io u s n e s s  o f  p e s t ic id e  re s id u e s  
in  fo o d  b e ca u se :

*
— P e s t ic id e  r e s id u e s  f o r  o ve r 90 o f  th e  more p e r s is t e n t  

and t o x i c  p e s t ic id e s  ( o r  t h e i r  m e ta b o l i t e s )  a re  fo u n d
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in  le s s  th a n  3 p e rc e n t  o f  th e  7 ,0 00  to  8 ,0 0 0  
s h ip m e n ts  o f fo o d  and  fe e d  te s te d  ea ch  y e a r .

— The  r e s u l t s  o f th e  FDA t o t a l  d ie t  s tu d ie s  f o r  th e  
p a s t  10 y e a rs  in d ic a te  t h a t  th e  c o n s u m e r 's  a v e ra g e  
d a i l y  d ie t a r y  in ta k e  fo r  o ve r 90 o f  th e  mo re p e r ­
s i s t e n t  and t o x ic  p e s t ic id e s  o r t h e i r  m e ta b o li t e s  
i s  w e l l  w i t h in  e s ta b l is h e d  a c c e p ta b le  d a i l y  in ta k e  
l i m i t s .

— A f i s c a l  ye a r 1^ 74  e x a m in a t io n  o f 500 fo o d  sam p le s  •
f o r  32 p e s t ic id e s  n o t re c o v e re d  in  th e  r o u t in e  
s u r v e i l la n c e  p ro g ra m  d e te c te d  o n ly  4 sam p le s w it h  
r e s id u e s  above  to le r a n c e .

HEw f u r t h e r  s ta te d  t h a t ,  on th e  b a s is  o f th e  f o r e g o in g ,  ’
th e re  is  l i t t l e  re a so n  to  e x p e c t t h a t  re s id u e s  o f le s s  
p e r s is t e n t  p e s t ic id e s  a re  o c c u r r in g  in  th e  N a t io n 's  fo o d  
s u p p ly  to  an y m a jo r  d e g re e .

A lt h o u g h  p e s t ic id e  c o n t r o l  enco m pass es more th a n  t e s t ­
in g  fo o d  f o r  r e s id u e s ,  we b e li e v e  t h a t  t h i s  is  a v e ry  
im p o r ta n t  p a r t  o f c o n t r o l .  The f a c t  t h a t  FDA is  d e te c t in g  
v i o l a t i v e  re s id u e s  in  th e  s m a ll  nu mbe r o f s h ip m e n ts  sa m ple d 
in d ic a t e s  t h a t  o th e r  a s p e c ts  o f  p e s t ic id e  c o n t r o l  in  fo o d  
a re  n o t a l t o g e th e r  e f f e c t i v e .  In  f a c t  th e  3 p e rc e n t r a te  
o f  v i o l a t i o n  a p p e a rs  h ig h  when c o n s id e r in g  t h a t  FDA is  
t e s t in g  f o r  le s s  th a n  o n e - fo u r th  o f th e  p e s t ic id e s  w i t h  
t o le r a n c e s .

F u r t h e r ,  we do n o t ag re e  w it h  FD A 's  in fe re n c e  t h a t  
o r g a n o c h lo r in e  and o rg a n o p h o s p h a te  re s id u e s  a re  r e l i a b l e  
p r e d ic t o r s  o f th e  re s id u e s  w h ic h  w i l l  r e s u l t  fr o m  o th e r  
p e s t ic id e  u s e s . Nor  s h o u ld  t h i s  t e s t in g  p re c lu d e  
p e r i o d i c a l l y  • t e s t in g  o th e r  p e s t ic id e s .

In  com m enting  on o u r re co m m en d a tio n  t h a t  FDA c o o rd in a te  
w it h  EPA on a l l  f u t u r e  s a m p li n g s  o f  p e s t ic id e  r e s id u e s  in  fo o d ,  HEW s ta te d :

"We a g re e  w it h  t h i s  re c o m m e n d a ti o n . In  f a c t ,  
th e  June 1 2 , 19 75 Me mo randum o f  U n d e rs ta n d in g  
on P e s t ic id e  E n fo rc e m e n t c o n ta in s  p r o v is io n s  
a lo n g  th e s e  v e ry  same l i n e s .  A c c o r d in g ly ,  i t  
i s  FD A 's  in t e n t i o n  to  f o r m a l ly  re q u e s t t h a t  
EPA re v ie w  and comm ent on th e  sc ope and o v e r a l l  
adequ a cy  o f th e  FDA s u r v e i l la n c e  p ro g ra m  and 
t o t a l  d ie t  s tu d ie s  in c lu d in g  th e  ty p e s  o f fo o d s  
and p e s t ic id e s  c o v e re d  by th e s e  a c t i v i t i e s .
FDA w o u ld  th e n  m o d if y  th e s e  p ro g ra m s as 
a p p r o p r ia te ,  based on EPA s u g g e s t io n s . "
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CHAPTER 5

SAFETY OF IN TE RIM  TOLERANCES NOT ES TA BL ISHE D

FOR REGISTERED PE ST IC IDES

Und er  th e  la w  any p e s t ic id e  r e s id u e  on fo o d  s h a l l  be 
deem ed u n s a fe  u n le s s  a t o le r a n c e — o r an e x e m p ti o n  fr o m  th e  
re q u ir e m e n t  o f  a t o le r a n c e — has be en  e s ta b l is h e d  and th e  
am ount o f r e s id u e  re m a in in g  is  w i t h in  th e  l i m i t s  o f  t h a t  
t o le r a n c e .  A p e rm a n e n t to le r a n c e  is  to  be e s ta b l is h e d  o n ly  
a f t e r  EPA is  s a t i s f i e d  t h a t  th e  d a ta  s u b m it te d  by  th e  
p e t i t i o n e r  is  a d e q u a te  to  s u p p o r t  th e  s a fe ty  o f  th e  p ro p o s e d  
t o le r a n c e .

Any fo o d  p ro d u c t  c o n ta in in g  re s id u e s  o f  a p e s t ic id e  f o r  
w h ic h  a to le ra n c e  ha s n o t  be en  e s ta b l is h e d  o r c o n ta in in g  
r e s id u e s  in  e x c e s s  o f e s ta b l is h e d  to le r a n c e s  is  a d u l te r a te d  
u n d e r FFDCA. FFDCA p r o h ib i t s  th e  mov em en t o f  a d u l t e r a te d  
fo o d s  in  i n t e r s t a t e  co mmerce  and p ro v id e s  f o r  re m o v in g  su ch  
p ro d u c ts  fr o m  in t e r s t a t e  co mmerce  and f o r  p e n a l t ie s  f o r  
v i o l a t o r s .  H o w eve r,  FD A 's  r e s id u e  t e s t in g  p ro g ra m  is  p r i ­
m a r i ly  l im i t e d  to  in s e c t i c id e s ,  and many p e s t ic id e s ,  p a r ­
t i c u l a r l y  th o s e  w i th  in t e r im  t o le r a n c e s ,  a re  n o t  m o n it o re d .

EPA ha s p e r m it te d  th e  r e g i s t r a t i o n  o f  p e s t ic id e s  r e s u l t  
in g  in  r e s id u e s  on fo o d  w i t h o u t  e s t a b l is h in g  to le r a n c e s ,  
u s u a l ly  because  th e  s a fe t y  a n d /o r  am ount o f  re s id u e s  re m a in ­
in g  have  n o t  be en  d e te rm in e d .  For e x a m p le , some use s o f  
c h lo rd a n e  r e s u l t  in  r e s id u e s  in  m i lk ;  h o w e v e r,  to le ra n c e s  
f o r  su ch  re s id u e s  have n o t  be en  s e t .  T h u s , u s in g  th e  
p ro d u c t  a c c o rd in g  to  la b e l  d i r e c t io n s  c o u ld  a d u l t e r a t e  m i lk .

EPA ha s e s ta b l is h e d  a sys te m  o f  in t e r im  to le ra n c e s  to  
a ll o w  u s in g  a p e s t ic id e  w h il e  th e  re v ie w  o f  th e  t o le r a n c e  
p e t i t i o n  is  in  p ro g r e s s .  I n t e r im  to le ra n c e s  w ere  u s u a l ly  
e s ta b l is h e d  wh en (1 )  q u e s t io n s  o f  s a fe ty  e x is t e d ,  (2 )  
in a d e q u a te  d a ta  was p ro v id e d  on re s id u e  l e v e l s ,  an d (3 ) 
p e t i t i o n e r s  s u b m it te d  no d a ta  to  s u p p o r t  th e  s a fe ty  o f  th e  
p ro p o s e d  u s e s . Su ch  t o le r a n c e s  a re  n o t  c o n s is t e n t  w it h  
EP A 's  m andate  to  p r o t e c t  hum an h e a l t h .

"NO RE SIDU E" TOLERANCES

B e fo re  A p r i l  1966  r e g i s t r a t i o n s  w ere  g ra n te d  f o r  
a g r i c u l t u r a l  p e s t ic id e s  on a "n o r e s id u e "  b a s is  i f  d a ta  
wa s s u b m it te d  to  show  th a t  no d e te c ta b le  re s id u e  re m a in ed  
on th e  c ro p  o r fo o d  p ro d u c t  as a r e s u l t  o f th e  p ro p o se d  u se . 
Any d e te c ta b le  r e s id u e  o f su ch  p e s t ic id e s  w o u ld  re n d e r  th e  
c ro p  a d u l te r a te d  and s u b je c t  to  s e iz u re  u n d e r FFDCA.
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A dvances  in  a n a l y t i c a l  c h e m is t r y  made  i t  p o s s ib le  to  
d e te c t  m in u te  am ounts  o f r e s id u e  w h ic h  w ere  p r e v io u s ly  
u n d e te c te d .  As  a r e s u l t ,  r e s id u e s  w ere  d e te c te d  f o r  
p e s t ic id e s  p r e v io u s ly  r e g is t e r e d  on a n o - re s id u e  b a s is .

I n  June 19 65  a c o m m it te e  a p p o in te d  by  th e  N a t io n a l  
R e se a rc h  C o u n c il ,  N a t io n a l  Ac ad em y o f  S c ie n c e s ,  reco mmen de d 
e l im in a t i n g  th e  n o - re s id u e  m eth od o f  r e g is t e r in g  p e s t ic id e s .
The c o m m it te e  reco mmen de d t h a t  th e  e x is t in g  n o - re s id u e  
to le r a n c e s  be c o n v e r te d  to  " n e g l i g i b l e "  ( g e n e r a l ly  le s s  th a n  
.1  ppm) re s id u e  to le ra n c e s  i f  t h e i r  us e r e s u l t e d  in  r e s id u e s  •o f  a n e g l ig ib le  o r  p e r m is s ib le  f r a c t i o n  o f  th e  p e s t i c i d e 's  
a c c e p ta b le  d a i l y  in t a k e .  I n  A p r i l  19 66  th e  D e p a rt m e n ts  o f  
A g r i c u l t u r e  and H e a lt h ,  E d u c a t io n ,  and W e lf a re  in  im p le m e n ta ­
t io n  p la n s  p u b li s h e d  in  th e  F e d e ra l R e g is te r  a g re e d  t h a t :

*
“ * * *n e w  us es o f  p e s t ic id e s  on fo o d  c ro p s  w h ic h  
may re a s o n a b ly  be e x p e c te d  to  r e s u l t  in  s m a ll  
r e s id u e s  in  o r  on fo o d  s h o u ld  n o t be r e g is t e r e d  
* * * u n le s s  a f i n i t e  r e s id u e  le v e l  is  f o r m a l ly  
p ro v id e d  f o r  by t o le r a n c e s * * * .

* * * * *

" * * * I f  th e  a v a i la b le  d a ta  do n o t  e s t a b l is h  
th e  s a fe ty  o f a p e s t ic id e  f o r  a p a r t i c u la r  u s e , 
such  us e w i l l  be deemed to  be h a z a rd o u s  and 
*** [E P A J  w o u ld  n o t r e g is t e r  th e  p e s t ic id e  
f o r  such  u s e ."

They c o n c lu d e d  t h a t :

" * * * T h e  c h a n g e o v e r , in c lu d in g  p ro c e s s in g  o f  
p e t i t i o n s ,  s h o u ld  be e f f e c t i v e  as so on  as  
p o s s ib le ,  b u t  in  no e v e n t s h o u ld  su ch  
n o - r e s id u e * * * r e g is t r a t io n s  be c o n t in u e d  
l a t e r  th a n  Dec em be r 3 1 , 1 9 7 0 ."

Because many to le ra n c e  p e t i t i o n s  w ere  f i l e d  s h o r t l y  
b e fo r e  th e  Dec em be r 3 1 , 19 7 0 , d e a d l in e ,  th e  d e a d li n e  was 
e x te n d e d  to  De ce mbe r 31 , 1 9 7 1 . No a c t io n  was  ta k e n  to  
f o r m a l ly  e x te n d  th e  d e a d li n e  be tw een  J a n u a ry  and M arc h 
1 9 7 2 . To a v o id  f u r t h e r  e x te n s io n s  o f th e  n o - r e s id u e  
r e g i s t r a t i o n s ,  EPA began is s u in g  in t e r im  to le ra n c e s  in
A p r i l  19 7 2 ; as o f F e b ru a ry  19 75  th e re  w ere  in t e r im  t o l e r -  *ances  f o r  22 p e s t ic id e s  in  o r  on o ve r 50 c r o p s .  I n t e r im  
to le r a n c e s  p e rm it  c o n t in u in g  n o - re s id u e  r e g i s t r a t i o n s  
w h il e  p e t i t i o n s  f o r  p e rm a n e n t to le ra n c e s  a re  p e n d in g .

In  a d d i t io n  to  p e s t ic id e s  w i th  in t e r im  t o le r a n c e s ,  1

some p e s t ic id e  r e g i s t r a t i o n s  were  e x te n d e d  beyo nd  th e
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Dec em be r 3 1 , 19 7 1 , d e a d l in e  w i th o u t  e i t h e r  a p e rm a n e n t o r 
in t e r im  t o le r a n c e .  A v a i la b le  s a fe ty  d a ta  was in a d e q u a te  
f o r  d e te r m in in g  to le r a n c e s  f o r  th e s e  p e s t ic id e s .

PE ST IC IDES  MARKETED WITHOUT A TOLERANCE

A lt h o u g h  in t e r im  t o le r a n c e s  w ere  e s ta b l is h e d  f o r  m ost  
o f th e  n o - re s id u e  uses f o r  w h ic h  p e t i t i o n s  w ere  s t i l l  
p e n d in g ,  th e  T o x ic o lo g y  B ra n ch  reco mmen de d a g a in s t  e s ta b ­
l i s h in g  in t e r im  t o le r a n c e s  f o r  c e r t a in  use s o f  c h lo rd a n e ,

9  e n d r in ,  h e p ta c h lo r ,  s i l v e x ,  m e ta -s y s to x  R , an d m o re s ta n
because  o f unansw ere d  q u e s t io n s  a b o u t th e  s a fe t y  o f  th e  
p ro p o s e d  u s e s . M ost  o f  th e s e  p e s t ic id e s  a re  w id e ly  u se d . 
In  a memo d a te d  June 2 ,  19 7 2 , th e  C h ie f ,  T o x ic o lo g y  B ra n ch  
s ta te d  th e  f o l lo w in g  o b je c t io n s  to  th e  p ro p o s e d  in t e r im

•  t o le r a n c e s .

“ C h lo rd a n e ; Th e re q u e s te d  m il k  to le r a n c e  f o r  
c h lo rd a n e ,  0 .3  ppm in  m il k  f a t ,  is  a t  le a s t  
tw ic e  as  h ig h  as  a v a i la b le  t o x i c i t y  d a ta  ca n 
s u p p o r t  as  s a fe  to  th e  yo ung in f a n t  on a l l - m i l k  
d i e t .  M o re o v e r, max imum  r e s id u e s  w h ic h  c o u ld  
o c c u r in  a v e ra g e  d a i l y  d i e t ,  i f  a l l  t o le r a n c e s  
re q u e s te d  in  PP# 0F 09 35  a re  g ra n te d ,  w i l l  be a t  
le a s t  tw ic e  as h ig h  as a v a i la b le  t o x i c i t y  d a ta  
can s u p p o r t  as  s a fe  to  th e  a d u l t .

“ E n d r in : A l l  t o le r a n c e s  f o r  e n d r in  a re  e s ta b ­
l is h e d  a t  z e ro .  Th e p re s e n t  r e q u e s t  f o r  0 .0 5  
ppm o f  e n d r in  in  m i lk  an d eggs may n o t  be 
a d e q u a te  to  c o v e r  r e s id u e s  fr o m  p ro p o s e d  u s e s .
Th e n o - e f f e c t  l e v e l  f o r  e n d r in  is  0 .5  ppm in  
th e  d o g , an d 1 ppm in  th e  r a t  an d th e re  is  
c o n c e rn  o ve r th e  e f f e c t s  o f e n d r in  on th e  
r e p r o d u c t iv e  c a p a c i t y  in  d o g s . F u r th e r  
t o x i c i t y  s tu d ie s  a re  reco mmen de d b e fo re  t h i s  
re q u e s t  ca n be ju d g e d  s a fe .

" H e p ta c h lo r / h e p ta c h lo r  e p o x id e : Th e re a u e s te d  
m i lk  t o le r a n c e ,  0 .3  ppm in  m il k  f a t ,  i f  
e x p re s s e d  o n ly  in  te rm s  o f re s id u e s  o f  
h e p ta c h lo r / h e p ta c h lo r  e p o x id e ,  is  a p p r e c ia b ly  
h ig h e r  th a n  th e  a v a i la b le  t o x i c i t y  d a ta  ca n  
s u p p o r t  as  s a fe  to  th e  young in f a n t  on  an

*  a l l - m i l k  d i e t .  F u r th e rm o re ,  maxim um  r e s id u e s  
w h ic h  c o u ld  o c c u r  in  a v e ra g e  d a i l y  d i e t ,  i f  a l l  
t o le r a n c e s  re q u e s te d  in  PP#CFO935 a re  g ra n te d ,  
exceed  th o s e  t h a t  a v a i la b le  t o x i c i t y  d a ta  ca n 
s u p p o r t  as  s a fe  to  th e  a d u l t .

* * * * *
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•‘ S i l v e x : T h is  i s  an e s te r  o f  2 ,4 ,5 - T  and th e  
p re s e n c e  o f  2 , 3 , 7 , 8 - t e t r a c h lo r o d ib e n z o - p - d io x in 1  
has n o t be en  r u le d  o u t w it h  c e r t a i n t y .  The 
t o x i c i t y  d a ta  in  ou r f i l e s  w i l l  o n ly  s u p p o r t  
to le ra n c e s  f o r  re s id u e s  a t  th e  n e g l ig ib le  l e v e l .
D a ta  a v a i la b le  t o  C h e m is tr y  B ra nch  doe s n o t  
e n a b le  them  to  e s t im a te  w h e th e r th e  le v e ls  in  
m il k  fr o m  use o i  S i l v e x  on p a s tu re  g ra s s  a re  
n e g l ig ib le  o r n o t .  An in t e r im  to le ra n c e  f o r  
t h i s  co mpo un d is  n o t  in  th e  b e s t i n t e r e s t  o f
th e  p u b l ic  h e a l t h .  

a

" M e ta -s y s to x  R : The n o - e f le c t  le v e l  f o r  t h i s  
c h o li n e s te r a s e  i n h i b i t i n g  comp ou nd  is  1 ppm 
based upon  9 0 -d a y  fe e d in g  s t u d ie s .  Th e le v e l
w h ic h  c o u ld  be s u p p o r te d  in  tn e  t o t a l  d i e t  *
w o u ld  be 0 .0 0 5  ppm. C h e m is tr y  B ra nch  s ta te s
th a t  a to le ra n c e  h ig h e r  th a n  th e  re q u e s te d  3
ppm on a l f a l f a  and c lo v e r  is  n e c e s s a ry  to
c o v e r e x p e c te d  r e s id u e s  fr o m  p ro p o se d  u se s .
S in c e  CB (C h e m is tr y  B ra n c h ] has i n s u f f i c i e n t  
d a ta  a t  ha na  to  e s t im a te  th e  le v e l  o f M e ta - 
s y s to x  R t h a t  m ig h t t r a n s f e r  to  m i lk ,  i t  is  
my o p in io n  t h a t  an in t e r im  to le ra n c e  f o r  t h i s  
use  o f  M e ta -s y s to x  R i s  n o t  s a fe .  N e it h e r  
c h ro n ic  s tu d ie s  no r a r e p r o d u c t io n  s tu d y  
w h ic h  is  g e n e r a l ly  re co m m en ded, i f  re s id u e s  
appear in  m i lk ,  a re  a v a i la b le .

“ w o re s ta n : T o le ra n c e s  re q u e s te d  a re  n o t 
n e g l ig ib le  and t h i s  c a n n o t be c o n s id e re d  as  
f a l l i n g  under th e  'n o  re s id u e  r e g i s t r a t i o n 1 
c a te g o ry  f o r  is s u in g  t o le r a n c e s .  Th e 
t o x i c i t y  d a ta  a v a i la b le  does n o t s u p p o r t  
th e  s a fe ty  o f th e  re q u e s te d  to le ra n c e s  f o r  
t h i s  com pound ."

On A u g u s t 1 6 , 1» 7 2 , th e  A c t in g  D i r e c t o r ,  P e s t ic id e  
T o le ra n c e  D iv i s io n ,  re co mmen de d th a t  th e  P e s t ic id e  R e g is ­
t r a t i o n  D iv is io n  c a n c e l th e  r e g i s t r a t i o n  o f p e s t ic id e  
uses on c ro p s  f o r  w h ic h  s e t t in g  in t e r im  to le ra n c e s  was 
n o t  reco mmen de d because  o f  u n re s o lv e d  s a fe ty  q u e s t io n s .
EPA d id  n o t a c t  on th e  re co m m en d a tio n  and th e s e  p e s t ic id e
uses were  n o t c o v e re d  by  to le r a n c e s .  O n ly  m e ta -s y s to x  R
and m o re s ta n  e v e n tu a l ly  w ere  co v e re d  by  a t o le r a n c e .  J

------------------------------- 
#

1A h ig h ly  t o x ic  c o n ta m in a n t w h ic h  causes b i r t h  d e fe c t s .
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B ecause  of  th e  s t ro n g  o b je c t io n s  of  EPA 's T o x ic o lo g y  
B ra nch  to  s e t t i n g  even  in te r im  to l e r a n c e s  fo r  th e s e  u se s  
an d th e  p o s s i b i l i t y  of a d u l t e r a t i n g  fo od  p ro d u c ts  by u s in g  
th e  p e s t i c i d e s ,  in  a l e t t e r  d a te d  S ep te m ber 1 7 , 1974 , we 
a sk e d  EPA to  j u s t i f y  th e  c o n ti n u e d  r e g i s t r a t i o n  o f th e s e  
p e s t i c i d e s .

EPA, in  i t s  O c to b e r 3 1 , 1974 , r e s p o n s e , s t a t e d  th a t

“ ***T he f a c t  t h a t  p e s t i c i d e  r e s id u e s  in  a
•  c ro p  may re n d e r  i t  a d u l t e r a t e d  under th e  FFDCA 

in  th e  a b se n c e  of  a t o l e r a n c e  or  ex em p ti o n  
from  th e  re q u ir e m e n t of  a to l e r a n c e  does n o t 
r e q u i r e * * * th e  i n s t i t u t i o n  of  c a n c e l l a t i o n  
p ro c e e d in g s  under FIF RA. ** *T he  S e v e n th

•  C i r c u i t  C o u rt  of A p p ea ls  in  C o n t in e n ta l  
C hem is te  C o rp o ra t io n  v . R u c k e ls h a u s , 461  F .
2d 331 (1 9 7 2 ) , h e ld  t h a t  'a d u l t e r a t i o n '  of 
a fo od  du e to  p e s t i c i d e  c o n ta m in a t io n  does 
n o t f o r e c lo s e  r e g i s t r a t i o n  of  t h a t  p e s t i c i d e  
under FIF RA , b e c a u se  th e  d e f i n i t i o n  of  
p ro d u c t s a f e ty  under FFDCA i s  n o t in c o r p o r a te d  
in  FIF R A .“

EPA f u r th e r  s t a t e d  t h a t  i t  a g re e s  w it h  th e  p o s i t i o n  on 
to l e r a n c e s  ta k e n  by th e  fo rm er C h ie f , T o x ic o lo g y  B ra nch  
( s e e  pa ge 5 4 ) , e x c e p t fo r  m e ta -s y s to x  R an d m o re s ta n  fo r  
w hi ch  in te r im  to l e r a n c e s  w er e e s t a b l i s h e d  on  A ugust  1 6 , 1972  
P erm an en t t o l e r a n c e s  fo r  m e ta - s y s to x  R an d m o re s ta n  were 
e s t a b l i s h e d  in  No vemb er 19 72  and J u ly  1974 , r e s p e c t i v e l y .

Th e fo rm er C h ie f ,  T o x ic o lo g y  B ra n ch , rec om men de d (1 ) 
c a n c e l in g  e n d r in ,  c h lo r d a n e , and h e p ta c h lo r  b e c a u se  th e  
a v a i l a b l e  t o x i c i t y  d a ta  d id  n o t s u p p o r t th e  t o l e r a n c e s  an d 
(2 ) c a n c e l in g  2 ,4 ,5 - T  and s i lv e x  b ecau se  th e  c h e m is t ry  
d a ta  was i n s u f f i c i e n t  to  d e te rm in e  a p p r o p r ia t e  to l e r a n c e  
l e v e l s .  EPA m a in ta in s ,  how ever,  th a t

" ‘ “ S in c e  th e  h a z a rd  was  no g r e a t e r  th a n  
ha d o c c u r re d  th ro u g h o u t th e  y e a r s  of  r e g i s ­
t r a t i o n  under 'z e r o  t o l e r a n c e ' (no r e s id u e )  
th e r e  seem ed  to  be a weak c a se  f o r  
c a n c e l l a t i o n . “

® E PA 's  c o n te n t io n  t h a t  th e  h a z a rd  i s  no g r e a t e r  i s  im m a te r ia l
b e c a u se  th e  e x te n t  of  th e  h a z a rd  has n o t be en  d e te rm in e d  and 
p r e v e n t s  EPA fro m f u l f i l l i n g  i t s  m an dat e to  p r o t e c t  human 
h e a l t h .

We b e l i e v e  t h a t  th e  C o n t in e n ta l  C hem is te  c a s e  does  no t 
p r e c lu d e  c a n c e l in g  or  su sp e n d in g  p e s t i c i d e  r e g i s t r a t i o n s
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f o r  w h ic h  to le ra n c e s  have  n o t  be en  e s ta b l is h e d .  F u r t h e r ,  
th e  U n it e d  S ta te s  C i r c u i t  C o u r t  o f  A p p e a ls  f o r  th e  D i s t r i c t  
o f  C o lu m b ia  in  E n v ir o n m e n ta l D e fe n se  Fu nd  v .  U n it e d  S ta te s  
D e p a rt m e n t o f  H e a lt h ,  E d u c a t io n  an d W e lf a re ,  428 F . 2d 
10 85  ( l9 ? 0 )  s t a t e d :

" I f  C ong re ss  in te n d e d  t h a t  e i t h e r  d e p a r tm e n t 
[ f o r m e r ly  HEW and th e  D e p t.  o f  A g r i c u l t u r e  
b u t  now o n ly  EPA] d e fe r  to  th e  o t h e r ,  th e  
Ho use an d S en a te  r e p o r t s  s u g g e s t t h a t  
o r d i n a r i l y  A g r i c u l t u r e 's  d e c is io n s  as to  
w h e th e r to  r e g is t e r  a p e s t ic id e  u n d e r FIFR A 
f o r  us e on fo o d  c ro p s  s h o u ld  depe nd  up on  
HEW's  d e c is io n  to  g r a n t  a t o le r a n c e . "
( M a te r ia l  in  b ra c k e ts  s u p p l ie d . )

In  f o o tn o te  11 o f th e  o p in io n  th e  c o u r t  f u r t h e r  r e f e r r e d  to  
th e  l e g i s l a t i v e  h i s t o r y  o f s e c t io n  346a  ( s e c t io n  408 o f  FFDCA) 
sh o w in g  a li n k a g e  be tw een  to le r a n c e s  under th e  s e c t io n  and 
r e g i s t r a t i o n .

“ Th e C o n g re s s io n a l C o m m it te e  R e p o r ts  
sum m arized  th e  d e p a r tm e n ta l r e s p o n s i b i l i t i e s  
as  f o l lo w s :

Under t h i s  b i l l  [ th e  p re s e n t  FFDCA 
p r o v i s i o n s ] , a r e g u la t io n  e s t a b l i s h in g  
a to le ra n c e  f o r  a p e s t ic id e  c h e m ic a l us ed 
on ra w a g r i c u l t u r a l  c o m m o d it ie s  may be 
i n i t i a t e d  by  an a p p l ic a n t  f o r  r e g i s t r a ­
t io n  o f an eco n om ic  p o is o n  u nder th e  
F e d e ra l I n s e c t i c i d e ,  F u n g ic id e ,  and 
R o d e n t ic id e  A c t  o r by  th e  S e c re ta r y  o f  
H e a lt h ,  E d u c a t io n ,  and W e lf a re .  I t  is  
a n t ic ip a te d  t h a t ,  in  th e  u s u a l c a s e , 
r e g i s t r a t i o n  o f a new econom ic  p o is o n  
w o u ld  be w it h h e ld  by  th e  D e p a rt m e n t 
o f  A g r ic u l t u r e  p e n d in g  th e  is s u a n c e  
o f th e  t o le r a n c e .

H .R . Rep . No. 1 3 8 5 , s u p ra  N o te  8 , a t  3 , U .S .
Code C ong. & A dm in . New 1 9 5 4 , p .  2628 . * * *
S i m i l a r l y ,  th e  D e p a rt m e n t o f  A g r ic u l t u r e
s h o u ld  p re s u m a b ly  d e r e g is t e r  a p e s t ic id e  f o r
use  on  fo o d  c ro p s  i f  HEW re v o k e s  an  e x is t i n g
to le r a n c e .  P r e c is e ly  t h i s  p a t t e r n  was
fo ll o w e d  r e c e n t ly  wh en A g r ic u l t u r e  re vo ke d  
r e g is t r a t i o n s  o f  li n d a n e  an d benzene 
h e x a c h lo r id e  f o r  us e on c e r t a in  c ro p s  because  
HEW had c a n c e ll e d  t o le r a n c e s  f o r  th e s e  
p e s t ic id e s .  USDA R e le a s e  No. 9 4 3 -7 0 ,
M arc h 2 5 , 1 9 7 0 ."  (U n d e rs c o r in g  s u p p l ie d . )

a

*
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Th e Hou se  and S e n a te  r e p o r t s  (H ouse  R e p o rt N o. 1 3 8 5 , p . 3 , 
an d S e n a te  R e p o r t  N o. 1 6 3 5 , p .  3 , 83 d C o n g re s s , 2d  S e s s .)  
a n t i c ip a te d  t h a t  r e g i s t r a t i o n  w ou ld  be w i th h e ld  p e n d in g  
is s u a n c e  o f a t o le r a n c e  in  th e  o r d in a r y  c a s e , le a v in g  open 
th e  p o s s i b i l i t y  o f  r e g i s t r a t i o n  w i th o u t  a t o le r a n c e  in  
e x c e p t io n a l c a s e s . A ls o ,  c a n c e l la t io n  ( " d e r e g i s t r a t i o n " )  
w o u ld  p re s u m a b ly  be r e q u i r e d ,  a c c o rd in g  to  th e  c o u r t ,  i f  
an e x is t in g  t o le r a n c e  w ere  re v o k e d .

We b e li e v e  th e  fo re g o in g  d e c is io n s  c l e a r l y  d e m o n s tr a te  

#  t h a t  th e  C o n g re ss  in te n d e d  t h a t  p e s t ic id e  r e g i s t r a t i o n
r e s u l t i n g  in  r e s id u e s  in  o r  on fo o d  o r  fe e d  w o u ld  be w i t h ­
h e ld  o r c a n c e le d  u n le s s  r e q u ir e d  to le ra n c e s  c o u ld  be 
e s t a b l is h e d .  ERA s h o u ld  r e v is e  i t s  p o l i c y  a c c o r d in g ly .

< S u b s e q u e n t ly ,  on J u ly  3 0 , 1975, th e  EPA A d m in is t r a t o r
suspended  th e  m a n u fa c tu re  o f  c h lo rd a n e  and h e p ta c h lo r  as 
an im m in e n t hum an c a n c e r h a z a rd .  In  h is  o rd e r  th e  
A d m in is t r a t o r  s t a t e d :

•' I have  fo u n d  t h a t  th e s e  co mpo un ds  cause c a n c e r 
in  la b o r a t o r y  a n im a ls  and t h a t  la b o r a t o r y  t e s t s  
a re  r e l i a b l e  in d ic a t io n s  o f  th e  human c a n c e r 
h a z a rd .  In  a d d i t i o n ,  a lt h o u g h  an y s in g le  
com ponen t o f  hum an e x p o s u re — such as  in ta k e  
th ro u g h  p o u l t r y — may n o t appea r to  be s i g n i f ­
i c a n t ,  i t  a lo n e  pose s  a c a n c e r h a z a rd  to  
c e r t a in  o f th e  more s u s c e p t ib le  i n d iv id u a ls  
an d to g e th e r  w i th  th e  s e v e ra l o th e r  com ponen ts  
o f hum an e x p o s u re  p re s e n ts  a s e r io u s  human 
c a n c e r  t h r e a t .  T h is  t h r e a t  is  made eve n more 
a la rm in g  by  e v id e n c e  t h a t  human e x p o s u re  
b e g in s  in  th e  m o th e r 's  womb and c o n t in u e s  
w i t h o u t  i n t e r r u p t i o n  th ro u g h o u t  l i f e .  I n  
a d d i t i o n ,  because  th e s e  c h e m ic a ls  a re
u b iq u i t o u s ,  th e  m a jo r  s o u rc e s  o f hum an 
e x p o s u re  a re  l a r g e l y  u n a v o id a b le  by  in d iv id u a l  
a c t i o n . "

QUESTIONABLE IN TE RI M TOLERANCES ESTABLISHED

Some in t e r im  to le r a n c e s  w ere  e s ta b l is h e d  in  case s  
w he re  (1 )  q u e s t io n s  o f  s a fe t y  e x is t e d ,  (2 )  in a d e q u a te  d a ta  
was p ro v id e d  on r e s id u e  le v e ls ,  and (3 )  p e t i t i o n e r s  s u b - 

*  m i t t e d  no d a ta  to  s u p p o r t  th e  s a fe ty  o f  th e  p ro p o s e d  u s e s .
EPA has n o t e s ta b l is h e d  g u id e l in e s  g o v e rn in g  in t e r im  
t o le r a n c e s .
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Q u e s t io n s  o f  s a fe t y

As sh ow n by  th e  f o l lo w in g  e x a m p le s , in t e r im  to le r a n c e s  
have  be en  s e t  f o r  p e s t ic id e  uses on w h ic h  q u e s t io n s  o f  
s a fe t y  e x i s t  in v o lv in g  th e  c a r c in o g e n ic i t y  o r  t e r a t o g e n ic i t y  
o f th e  p e s t ic id e s .

Exam ple  1

I n  Dec em be r 1965* th e  M ra k C om m is s io n  reco mmen de d t h a t  
human e x p o s u re  to  p e n ta c h lo r o n it r o b e n z e n e  (PCNB)  be m in i -  
m iz ed  because  o f t e s t s  sh o w in g  PCNB to  be b o th  a c a rc in o g e n  
and a te r a to g e n .  A lt h o u g h  EPA n o t i f i e d  m a n u fa c tu re rs  t h a t  
a d d i t i o n a l  c a r c in o g e n ic i t y  an d t e r a t o g e n ic i t y  s tu d ie s  were  
r e q u i r e d ,  a m a n u fa c tu re r  r e f i l e d  a p e t i t i o n  f o r  PCNB
to le r a n c e s  on p e a n u ts  and 10 o th e r  a g r i c u l t u r a l  c o m m o d it ie s  *
in  Dec em be r 19 70  w i t h o u t  s u b m it t in g  a d d i t io n a l  s t u d ie s .

In  Dec em be r 19 72  EPA e s ta b l is h e d  an in t e r im  to le ra n c e  
f o r  PCNB. Th e in t e r im  t o le r a n c e  was  e s ta b l is h e d  because  
(1 )  a d d i t i o n a l  s tu d ie s  on  c a r c in o g e n ic i t y  and t e r a to g e n ­
i c i t y  w ere  b e in g  c o n d u c te d , and (2 )  th e  p u r i t y  o f th e  
p e s t ic id e  us ed  in  th e  e a r l i e r  t e s t  and p ro d u c e d  by a n o th e r  
m a n u fa c tu re r  was unkn ow n.

Because  th e  a v a i la b le  d a ta  d id  n o t in d ic a t e  th e  s a fe ty  
o f th e  p ro p o se d  u s e s , we q u e s t io n  EP A 's  e s t a b l is h in g  an 
in t e r im  to le r a n c e  b e fo re  a d d i t io n a l  c a r c in o g e n ic i t y  and 
t e r a t o g e n ic i t y  s tu d ie s  w ere  c o m p le te d . In  a d d i t i o n ,  PCNB 
p ro d u c e d  by  th e  p e t i t i o n e r  c o n ta in e d  h e x a c h lo ro b e n z e n e  
im p u r i t i e s .  EP A 's  re s id u e  c h e m is ts  s a id  th e  p ro p o s e d  
uses w ou ld  r e s u l t  in  r e s id u e s  in  mea t and m il k  and w ou ld  
r e q u i r e  to le ra n c e s  o f  0 .2  ppm in  m il k  and in  m e a t,  f a t ,  and 
m eat b y -p ro d u c ts  o f c a t t l e ,  g o a ts ,  h o rs e s ,  and s h e e p . The y 
s ta te d  t h a t  th e s e  re s id u e s  w o u ld  be a lm o s t e n t i r e l y  h e xa ­
c h lo ro b e n z e n e .  Any  r e s id u e s  o f  PCNB o r  h e x a c h lo ro b e n z e n e  
in  m ea t and m il k  w o u ld  re n d e r  th e  p ro d u c t  a d u l te r a te d  
because  n e i t h e r  an in t e r im  n o r a p e rm a n e n t to le r a n c e  hav e 
be en  e s ta b l is h e d  f o r  th e s e  in g r e d ie n t s .

Because th e  p e t i t i o n e r  d id  n o t  p ro p o s e  t o le r a n c e s  in  
m eat and m i lk ,  th e  T o x ic o lo g y  B ra nch  d id  n o t  re v ie w  th e  
s a f e t y  o f  th e  p ro b a b le  r e s id u e s  in  mea t and m i lk ,  eve n 
th o u g h  th e  c ro p s  f o r  w h ic h  to le ra n c e s  w ere  g ra n te d  w ere
fe d  to  a n im a ls  and w o u ld  have r e s u l te d  in  such  r e s id u e s .  •»
Thus th e  p u b l i c ,  th ro u g h  th e  e s ta b li s h m e n t  o f in t e r im  
t o le r a n c e s  f o r  PCNB us e on c e r t a in  a g r i c u l t u r a l  commod­
i t i e s ,  may be exposed  to  p ro d u c ts  a d u lt e r a te d  w i t h  
r e s id u e s  o f  a p o s s ib le  c a r c in o g e n ic  and te r a to g e n ic
p e s t ic id e .  *
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E xam ple  2

In  S e p te m b e r 197U a p e t i t i o n  was f i l e d  r e q u e s t in g  th e  
e s ta b l is h m e n t  o f a p e rm a n e n t to le r a n c e  f o r  th e  f u n g ic id e  
d it h a n e  fr l-4 5 in  p o ta to e s  an d m i lk ,  an d in  m e a t,  f a t ,  and 
m ea t b y -p r o d u c ts  fr o m  d a i r y  an d b e e f c a t t l e .  Beca use  o f  
q u e s t io n s  a b o u t th e  c a r c in o g e n ic  p r o p e r t ie s  o f  ETU, an 
im p u r i t y  an d m e ta b o l i t e  o f d it h a n e  M-45 and o th e r  EBDC 
p e s t i c id e s ,  in  Nov em be r 1 9 /1  EPA n o t i f i e d  th e  p e t i t i o n e r  
t h a t  i t  was u n a b le  to  c o m p le te  i t s  t o x ic o lo g y  re v ie w

*  u n t i l  th e  q u e s t io n  o f  ETU r e s id u e s  was  r e s o lv e d .

H o w eve r,  in  May 19 72  th e  T o x ic o lo g y  B ra n ch  re co mmen de d 
e s t a b l i s h in g  in t e r im  t o le r a n c e s  f o r  d it h a n e  M-45 and tw o 
o th e r  EBDC p e s t ic id e s  because  o f h ig h e r  t o le r a n c e s  in  o th e r

*  EBDC p e s t ic id e s .  Th e T o x ic o lo g y  B ra n ch  j u s t i f i e d  t h i s  
re co m m e n d a ti o n  on th e  b a s is  t h a t  th e  re q u e s te d  in t e r im  
to le r a n c e s  w ere  le s s  th a n  p e rm a n e n t to le r a n c e s  g ra n te d  f o r  
s im i l a r  EBDC p e s t ic id e s ,  an d , c o n s e q u e n t ly ,  " a lt h o u g h  
t o x i c i t y  d a ta  does n o t  c o m p le te ly  s u p p o r t  th e  s a fe t y  o f  
th e s e  com pounds, TB [T o x ic o lo g y  B ra n c h ] m ust reco mmen d th em  
f o r  i n t e r im  t o le r a n c e . "  EPA w o u ld  be b e t t e r  f u l f i l l i n g  i t s  
m andate  to  p r o t e c t  hum an h e a lt h  by c a n c e li n g  th o s e  t o l e r ­
ances n o t  s u p p o r te d  by s a fe t y  d a ta  r a th e r  th a n  by  j u s t i f y i n g  
a d d i t i o n a l  t o le r a n c e s  on th e  b a s is  o f  th o s e  e s ta b l is h e d  
w i t h o u t  a d e q u a te  d a ta .

On Dece mber 2 , 1 9 7 2 , in t e r im  to le ra n c e s  w ere  e s ta b ­
l is h e d  f o r  th e  th re e  EBDC p e s t ic id e s .  A lt h o u g h  an in t e r im  
to le r a n c e  o f  1 ppm was e s ta b l is h e d  f o r  d it h a n e  M -45 in  
p o ta to e s ,  no in t e r im  t o le r a n c e  f o r  d it h a n e  M -4 5 o r  ETU 
was e s ta b l is h e d  in  m i lk ,  even th o u g h  d a i r y  c a t t l e  a re  
fe d  p o ta to e s .  Th e C h e m is tr y  B ra n ch  o f  E P A 's  R e g is t r a t io n  
D iv is io n  c o n c lu d e d  t h a t  r e s id u e s  o f  ETU in  m i lk  w ou ld  
l i k e l y  be be tw een  0 .0 1  an d 0 .0 2  ppm and c o u ld  ru n  as  h ig h  
as  0 .0 5  pp m.

Because o f  th e  s e r io u s  q u e s t io n s  c o n c e rn in g  th e  s a fe t y  
o f  EBDC f u n g ic id e s ,  i t  seem s in a p p r o p r ia te  to  a p p ro v e  
a d d i t i o n a l  t o le r a n c e s  f o r  d it h a n e  M-45 u n t i l  th e s e  q u e s ­
t io n s  a re  r e s o lv e d .  R a th e r ,  i t  w o u ld  seem more a p p r o p r ia te  
to  e l im in a te  a l l  n o n e s s e n t ia l uses o f  EBDC f u n g ic id e s  u n t i l  
th e  q u e s t io n  o f  s a fe t y  i s  r e s o lv e d .

Th e D e p a rtm e n t o f  A g r i c u l t u r e  in d ic a te d  t h a t  EBDC 
fu n g ic id e s  a re  p ro b a b ly  th e  m os t im p o r ta n t  s in g le  f u n g i ­
c id e  g ro u p  an d t h a t  many o f  th e  use s have  no a l t e r n a t i v e s .  
T h e re  a re  a l t e r n a t i v e s  f o r  th e  tw o  EBDC fu n g ic id e s  f o r  
w h ic h  in t e r im  t o le r a n c e s  have  be en  s e t  and f o r  th e  us e o f

*  d it h a n e  M -4 5 on p o ta to e s .  Th e in t e r im  to le r a n c e  f o r
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d it h a n e  M-45 is  e s p e c ia l ly  q u e s t io n a b le  because  o f th e
e x p e c te d  ETU re s id u e s  in  m il k  and th e  i n a b i l i t y  to  d e te c t
ETU r e s id u e s .

In a d e q u a te  r e s id u e  d a ta

Th e C h e m is tr y  B ra nch  re v ie w s  th e  re s id u e  d a ta  sub ­
m it te d  w i t h  to le ra n c e  p e t i t i o n s  to  d e te rm in e  w h e th e r th e  
p ro p o s e d  to le r a n c e  le v e ls  a re  a d e q u a te  to  c o v e r th e  
e x p e c te d  r e s id u e s .  In  s e v e ra l ca se s  EPA s e t  in t e r im  
to le ra n c e s  a t  le v e ls  re q u e s te d  by th e  r e g is t r a n t  ev en
th o ug h  th e  C h e m is tr y  B ra n ch  fo u n d  t h a t  re s id u e s  w ou ld  be *
h ig h e r .  E P A 's  T o x ic o lo g y  B ra nch  d id  n o t  e v a lu a te  th e  
s a fe ty  o f consum in g  fo o d s  c o n ta in in g  r e s id u e s  a t  th e  
h ig h e r  le v e l  and , c o n s e q u e n t ly ,  th e  p u b l ic  may be exp osed 
to  p e s t ic id e  re s id u e s  e x c e e d in g  s a fe  le v e ls .  I f  th e  vr e s id u e s  o c c u r re d  a t  le v e ls  above  t o le r a n c e s ,  th e  fo o d  
w o u ld  be a d u l t e r a te d .  H ow ever,  s in c e  m os t o f th e  p e s t i ­
c id e s  a n d /o r  c ro p s  f o r  w h ic h  in t e r im  to le ra n c e s  were  
e s ta b l is h e d  a re  n o t in c lu d e d  in  FD A 's  p e s t ic id e  m o n it o r in g  
p ro g ra m , such a d u lt e r a te d  fo o d s  w i l l  n o t  be d e te c te d  and 
re m ov ed  fr o m  co mm erc e.

Th e f o l lo w in g  exam p le s  i l l u s t r a t e  th e s e  p o in t s :

E xam ple  3

In  Dec em be r 1967 a p e t i t i o n  was s u b m it te d  re q u e s t in g  
to le ra n c e s  f o r  th e  h e r b ic id e  2 ,4 -D  on a nu mbe r o f  a g r i c u l ­
t u r a l  c o m m o d it ie s  in c lu d in g  g ra s s e s  and m i lk .  The p e t i t i o n  
was r e je c te d  beca use  e x p e c te d  r e s id u e s  fo r  some commod­
i t i e s ,  in c lu d in g  mea t and m i lk ,  w ou ld  exc eed th e  re q u e s te d  
t o le r a n c e s .  A f t e r  re p e a te d  re s u b m is s io n s  and r e j e c t io n s ,  
an in t e r im  to le ra n c e  o f 300 ppm was e s ta b l is h e d  f o r  2 ,4 -D  
re s id u e s  in  g ra s s e s  in  1972. Th e in t e r im  to le ra n c e  d id  
n o t ,  h o w e v e r,  c o v e r r e s id u e s  o f 2 ,4 -D  in  m ea t and m i lk .

E P A 's  Co mpe nd ium o f R e g is te re d  P e s t ic id e  Uses p la c e s  
no ti m e  r e s t r i c t i o n s  on mea t a n im a ls ' g ra z in g  on 2 ,4 -D  
t r e a te d  g ra s s e s ;  h o w e v e r,  d a i r y  a n im a ls  may n o t  be g ra z e d  
u n t i l  7 d a ys  a f t e r  t r e a tm e n t .  In  a June 19 72  re v ie w  o f  
th e  t o le r a n c e  p e t i t i o n ,  an  EPA re s id u e  c h e m is t e s t im a te d  
fr o m  th e  d a ta  p ro v id e d  t h a t  th e  maximum 2 ,4 -D  re s id u e s  
on g ra s s e s  w o u ld  be a b o u t 2 ,0 0 0  Dpm a t th e  ti m e  o f
a p p l i c a t io n  and 400 ppm 7 days  l a t e r .  As a r e s u l t ,  th e  1
re s id u e  c h e m is t  c o n c lu d e d  t h a t  2 ,4 -D  re s id u e  le v e ls  in
m ea t an d m il k  w ou ld  exceed th e  p ro p o s e d  to le r a n c e  le v e ls
o f  0 .1  ppm in  m e a t,  1 ppm in  k id n e y ,  and 0 .0 5  ppm in
m il k  b u t  d id  n o t  e s t im a te  what th e  re s id u e s  w ou ld  b e .

•
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In  a s u b s e q u e n t re v ie w  d a te d  Dec em be r 1 4 , 1 9 7 3 , th e  
re s id u e  c h e m is t  c o n c lu d e d  t h a t :

r

" A f t e r  r e e v a lu a t io n ,  we now f in d  a to le ra n c e  
le v e l  o f  0■2 ppm w i l l  be neede d f o r  com b in ed  
re s id u e s  o f  2 ,4 -D  an d 2 ,4 -D C P  (a  m e ta b o li t e  
o f  2 ,4 -D )  in  m i l k .  T h is  a d ju s tm e n t  is  base d 
up on  th e  r e s id u e  d a ta  f o r  g ra s s e s ,  w h ic h  
in d ic a t e  up to  700 ppm re s id u e s  c o u ld  be 
p re s e n t  a f t e r  7 days  a t  th e  ma xim um  p ro p o se d  
us e r a te  o f 6 lb s  a i / A  [ a c t iv e  in g r e d ie n t /  
a c re ]  . I f  th e  ma xim um  p ro p o s e d  r a te  f o r  
o v e r a l l  a p p l i c a t io n s  w ere  to  be re d u ce d  to  
3 lb s .  a i / A  (b y  s p e c i f y in g  th e  6 lb s  a i / A  
r a te  was o n ly  f o r  s p o t t r e a t m e n t ) ,  a 0 .1  ppm 
to le r a n c e  le v e l  f o r  com bin ed  re s id u e s  
( 2 , 4 - D /2 , 4-D CP) in  m il k  w o u ld  be a d e q u a te .

* *  *  *  X

"T he p e t i t i o n e r  now p ro p o s e s  m eat t o le r a n c e s  
o f  1 ppm f o r  l i v e r  an d k id n e y  and 0 .1  ppm 
f o r  o th e r  t i s s u e s .  A 7 -d a y  PS I [P re  S la u g h te r  
I n t e r v a l ] * * * f o r  l i v e s t o c k  is  a ls o  p ro p o s e d ; 
t h i s  l i m i t a t i o n  s h o u ld  be ad ded  to  th e  la b e l .

"T he p ro p o s e d  t o le r a n c e  le v e ls  a re  a d e q u a te  
to  c o v e r  com b in ed  re s id u e s  o f  2 , 4 - D /2 , 4-D CP 
in  m ea t fr o m  th e  fe e d  use s o f  g ra s s e s  
p e r s e , p ro v id e d  th e re  is  a 7 -d a y  P S I;  
h o w e v e r,  th e s e  t o le r a n c e  le v e ls  a re  n o t 
a d e q u a te  to  c o v e r  re s id u e s  fr o m  in g e s t io n  
o f  g ra s s  h a y ; a n d , we ha ve  no r e s id u e  d a ta  
on a l f a l f a  and c lo v e r  a n d /o r  t h e i r  hays w i t h  
w h ic h  to  ju d g e  w h a t le v e ls  o f  to le ra n c e s  
w i l l  be needed to  c o v e r  s e c o n d a ry  r e s id u e s  
in  l i v e s t o c k  in c u r r e d  fr o m  t h e i r  in g e s t io n .

★ * * *  X

»

" T h is  d e f ic ie n c y  re m a in s  u n re s o lv e d  p e n d in g  
th e  p e t i t i o n e r ' s  re s p o n s e . A t p re s e n t  we 
can d ra w  no f i n a l  o v e r - a l l  c o n c lu s io n s  re  
th e  le v e ls  o f t o le r a n c e s  f o r  m ea t w h ic h  
w i l l  be n e e d e d ."

A lt h o u g h  E P A 's  T o x ic o lo g y  B ra n ch  re v ie w e d  th e  s a fe ty  
o f th e  p ro p o s e d  t o le r a n c e s ,  th e y  d id  n o t  re v ie w  th e  s a fe t y  
o f  th e  re s id u e  le v e ls  w h ic h  th e  c h e m is t  s a id  w ou ld  l i k e l y  
o c c u r .  Th e fo rm e r  C h ie f ,  T o x ic o lo g y  B ra n c h , t o ld  u s ,
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h o w e v e r,  t h a t  th e  t o x i c i t y  o f  2 ,4 -D  is  so lo w  t h a t  she 
w o u ld  n o t h e s i t a t e  to  a p p ro ve  th e  h ig h e r  to le r a n c e  l e v e l .

We q u e s t io n  e s t a b l is h in g  an in t e r im  to le r a n c e  f o r  
2 ,4 -D  on g ra s s e s  a t 300  ppm wh en  EPA e x p e c ts  r e s id u e s  to  be 
as  much as  6 t im e s  t h a t  l e v e l .  Su ch  a c t io n  is  e s p e c ia l l y  
q u e s t io n a b le  because  FDA was n o t  re q u e s te d  to  m o n it o r  th e  
t o le r a n c e .  In  a d d i t io n ,  because  to le ra n c e s  wer e n o t  s e t  
f o r  m il k  and m ea t,  th e  p re s e n c e  o f  2 ,4 -D  in  m ea t o r m il k  
a t  any le v e l  w o u ld  re n d e r  th em  a d u l t e r a te d ;  mea t an d m il k  
fr o m  l iv e s t o c k  g ra z e d  on t r e a te d  g ra s s e s  c o n ta in  2 ,4 -D
r e s id u e s .  *

Exam ple  4

In  De ce mbe r 19 70  a p e s t ic id e  m a n u fa c tu re r  s u b m it te d  a 
p e t i t i o n  re q u e s t in g  a to le r a n c e  f o r  to xa p h e n e  in  a l f a l f a  
hay and in  m i lk .  An in t e r im  to le ra n c e  o f  0 .0 5  ppm in  m il k  
and 1 ppm in  a l f a l f a  ha y wa s e s ta b l is h e d  in  A u g u s t 19 7 2 .

In  a June 6 , 1972, l e t t e r ,  EPA n o t i f i e d  th e  
m a n u fa c tu re r  to

"R e v is e  la b e l  r e s t r i c t i o n s  to  f l a t l y  p r o h ib i t  
th e  fe e d in g  o r g ra z in g  to  l i v e s t o c k  o f fe e d  
it e m s  w h ic h  now bear th e  r e s t r i c t i o n s ,  'D o 
n o t  fe e d  to  d a i r y  a n im a ls  o r a n im a ls  b e in g  
f in is h e d  f o r  s la u g h t e r ' . "

I n  a l e t t e r  d a te d  Nov em be r 2 , 1972 , EPA e x p la in e d  i t s  
o b je c t io n s  and s ta te d  t h a t  w it h  th e  p r e c a u t io n a r y  la b e l in g  
c u r r e n t l y  on th e  p ro d u c t  "e x c e s s  r e s id u e s  may r e s u l t  in  
m ea t o r m i l k . "  In  t h a t  l e t t e r  EPA a ls o  s ta te d  t h a t  to x a ­
phene re s id u e s  fo u n d  by FDA and A g r ic u l t u r e  in  m ea t and 
m i lk  w ere  o f  lo w  o rd e r .

FDA n o t i f i e d  EPA in  Dec em be r 1972  t h a t  th e  S ta te  o f  
A r iz o n a  and th e  Los A n g e le s  D i s t r i c t  o f FDA w ere  a l le d g e d ly  
f i n d in g  to xa p h e n e  in  m il k  a t  3 to  4 ti m e s  th e  e s ta b l is h e d  
O'. 05 ppm in t e r im  t o le r a n c e .  FDA w an te d  to  know  w h e th e r  
th e  to le r a n c e  p e t i t i o n  c o n ta in e d  any gas ch ro m a to g ra m s  o f  
w ha t to xa p h e n e  lo o k s  l i k e  a f t e r  b e in g  fe d  to  cow s.

An EPA r e s id u e  c h e m is t  in d ic a te d  t h a t  th e  above  d a ta  
was  n o t a v a i la b le  in  th e  p e t i t i o n  b u t  ag re e d  t h a t  i t  was *
n e e d e d , s t a t in g  in  a Dec em be r 1972  memo t h a t :

" I n  v ie w  o f th e  above  re c e n t  p ro b le m  o f to x a ­
phene  in  m i lk ,  th e  p e t i t i o n e r  s h o u ld  be
in fo rm e d  t h a t  in  a d d i t io n  to  d a ta  a lr e a d y  •
r e q u e s te d ,  we ne ed  t o  know  w ha t c h a n g e s , i f
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a n y , o c c u r  in  to x a p h e n e  a f t e r  in g e s t io n  by  
th e  d a i r y  a n im a l.  A ls o ,  we w i l l  ne ed  a 
v a l id a t e d  a n a l y t i c a l  m et hod f o r  to xa p h e n e  
in  m i lk .  Gas c h ro m a to g ra p h s  o f  b o th  
sa m p le s  and s ta n d a rd s  s h o u ld  be s u b m it te d . "

S in c e  t h a t  t im e  EPA h a s , a t  th e  r e q u e s t  o f th e  m a n u fa c tu re r ,  
e x te n d e d  th e  d e a d l in e  f o r  re s p o n d in g  to  E P A 's  June 1972  
r e j e c t io n  on se ven o c c a s io n s ;  th e  l a t e s t  e x te n t io n  p la c e d  
th e  p e t i t i o n  in  abeyance  u n t i l  S ep te m ber 1 1 , 1975 . On 

t  S ep te m ber 1 5 , 1975 , th e  m a n u fa c tu re r  s u b m it te d  th e  re q u e s te d
d a ta  w h ic h  was s t i l l  under EPA re v ie w  as o f  O c to b e r  2 1 , 19 75

In  e v a lu a t in g  th e  s a fe ty  o f th e  p ro p o s e d  m il k  t o l e r ­
a n c e , EP A 's  T o x ic o lo g y  B ra nch  a ll o w e d  t o t a l  p u b l ic  e x p o s u re  

W to  to xa p h e n e  re s id u e s  fr o m  a g r i c u l t u r a l  c o m m o d it ie s  to
exceed  th e  a c c e p ta b le  d a i l y  in t a k e .  T oxaphene to le ra n c e s  
a re  e s ta b l is h e d  f o r  o ve r 50 a g r i c u l t u r a l  c o m m o d it ie s  com ­
p r i s in g  a b o u t 32 p e rc e n t  o f  th e  d ie t  o f  a 6 0 - k il o g r a m  ma n. 
T o ta l  e x p o s u re  to  to x a p h e n e  re s id u e s  fr o m  th e s e  use s c o u ld  
exceed  2 .7 9  m i l l i g r a m s  a day— a lm o s t 4 t im e s  th e  a c c e p ta b le  
d a i l y  in ta k e  o f to x a p h e n e  w h ic h  is  o n ly  0 .7 5  m i l l i g r a m s .

We b e li e v e  t h a t  to le ra n c e s  s h o u ld  n o t  be p e r m i t te d —  
eve n on an in t e r im  b a s is — w h ic h  in  th e  a g g re g a te  c o u ld  
exceed  th e  a c c e p ta b le  d a i l y  in t a k e .

No s a fe t y  d a ta  p ro v id e d

Some in t e r im  t o le r a n c e s  c u r r e n t l y  in  e f f e c t  w ere  n o t 
e s ta b l is h e d  as  e x te n s io n s  o f  n o - r e s id u e  r e g i s t r a t i o n s .
These in t e r im  to le r a n c e s  w ere  e s ta b l is h e d  because  o f  
s p e c ia l  re q u e s ts  and f r e q u e n t ly  d id  n o t  c o n ta in  an y s a fe t y  
d a ta  o r  r e fe r e n c e s  to  d a ta  to  p ro v e  th e  s a fe t y  o f  th e  p ro ­
posed u s e s . In  su ch  ca ses  EP A 's  t o x i c o lo g i s t s  had to  
o b ta in  d a ta  to  s u p p o r t  th e  s a fe ty  o f  th e  o ro p o se d  t o l e r ­
ances fr o m  o th e r  s o u rc e s  (su ch  as e a r l i e r  p e t i t i o n s  and 
p u b li s h e d  a r t i c l e s ) .  In  so d o in g ,  h o w e v e r,  we b e li e v e  EPA 
assu med  th e  r e s p o n s i b i l i t y  o f p ro v in g  th e  s a fe ty  o f th e  
p ro p o s e d  uses r a th e r  th a n  h a v in g  th e  r e g is t r a n t s  s u p p ly  
th e  s a fe ty  d a ta .  T h is  is  i l l u s t r a t e d  in  th e  f o l lo w in g  
e x a m p le s .

Exam ple  5
•

Because o f an e x p e c te d  s h o r ta g e  o f  2 ,4 -D  d u r in g  th e  
1974 g ro w in g  s e a s o n , th re e  S ta te s  f i l e d  re q u e s ts  f o r  a 
te m p o ra ry  to le r a n c e  f o r  th e  h e r b ic id e  p ic lo r a m  in  b a r le y  
and w h e a t.  No ne o f th e  re q u e s ts  c o n ta in e d  an y d a ta  o r  
r e fe r e n c e s  to  d a ta  on  th e  s a fe ty  o f  th e  p ro p o se d  u s e s .
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Th e T o x ic o lo g y  B ra nch  d e te rm in e d ,  on  th e  b a s is  o f  
t o x i c i t y  d a ta  s u b m it te d  in  a 19 67  p e t i t i o n ,  t h a t  r e s id u e s  
o f  0 .5  ppm p ic lo ra m  in  b a r le y  and w heat w o u ld  be s a fe .  
A f t e r  th e  re v ie w  by th e  T o x ic o lo g y  B ra n c h , h o w e v e r,  th e  
C h e m is tr y  B ra nch  d e te rm in e d  t h a t  to le ra n c e s  w o u ld  a ls o  
be r e q u ir e d  in  h o rs e s ,  h o g s , p o u l t r y ,  and e g g s . Th e 
T o x ic o lo g y  B ra nch  fo u n d  th e  to le r a n c e  le v e ls  p ro p o s e d  by  
th e  C h e m is tr y  B ra nch  in  h o g s , h o rs e s ,  p o u l t r y ,  and eggs 
to  be s a fe ,  and in t e r im  to le ra n c e s  were  app ro ved  on 
June 1 9 , 1974.

E xam ple  6

On A u g u s t 29 , 1973 , a p e t i t i o n  was f i l e d  r e q u e s t in g  
an in t e r im  to le ra n c e  f o r  benzene h e x a c h lo r id e  (BHC ) in  
im p o r te d  p a p r ik a .  Th e p e t i t i o n  was f i l e d  because  FDA was 
d e ta in in g  s e v e ra l l o t s  o f  im p o r te d  p a p r ik a  fo u n d  to  con ­
t a i n  BHC r e s id u e s .  Th e p a p r ik a  was c o n s id e re d  a d u l te r a te d  
because  no to le ra n c e  had be en  g ra n te d  f o r  BHC in  p a p r ik a .

Th e D i r e c t o r  o f  th e  R e g is t r a t io n  D iv is io n  r e q u ir e d  
th e  T o x ic o lo g y  an d C h e m is tr y  B ra n ch es  to  c o m p le te  t h e i r  
re v ie w s  o f  th e  p a p r ik a  p e t i t i o n  in  2 d a y s . The p e t i t i o n  
c o n ta in e d  n e i th e r  d a ta  on th e  s a fe ty  o f BHC nor re fe re n c e s  
to  s tu d ie s  in  e a r l i e r  p e t i t i o n s  o r p u b li s h e d  a r t i c l e s .
Th e p e t i t i o n  c o n ta in e d  re s id u e  d a ta  on o n ly  f i v e  l o t s  
w h ic h  FDA fo u nd  to  be in  e xce ss  o f  th e  1 ppm to le r a n c e .  
D e s p it e  th e  la c k  o f  d a ta  p ro v id e d  w it h  th e  p e t i t i o n ,  th e  
T o x ic o lo g y  B ra nch  c o m p le te d  t h e i r  re v ie w  in  1 d a y , th e  
C h e m is tr y  B ra nch  in  2 d a y s . On th e  b a s is  o f  th e s e  
r e v ie w s ,  EPA e s ta b l is h e d  an in t e r im  to le ra n c e  f o r  BHC in  
p a p r ik a .

A c c e p t in g  s u b m it te d  p e t i t i o n s  w it h o u t  p ro p e r  s u p p o r t ­
in g  d a ta  and p la c in g  u n re a s o n a b le  ti m e  c o n s t r a in t s  on  
r e v ie w e r s  c o u ld  c r e a te  a p o t e n t i a l l y  h a z a rd o u s  s i t u a t i o n .  
A lt h o u g h  th e  le v e l  o f  BHC e n te r in g  th e  d ie t  fr o m  p a p r ik a  
i s  m in o r ,  BHC is  on th e  l i s t  o f  s u s p e c te d  c a rc in o g e n s  o f  
th e  N a t io n a l  I n s t i t u t e  f o r  O c c u p a t io n a l S a fe ty  an d H e a lt h .  
E s t a b l is h in g  in t e r im  t o le r a n c e s  w i th o u t  p ro p e r  s a fe ty  
d a ta ,  eve n f o r  m in o r u s e s , s e ts  a bad p re c e d e n t .

CONCLUSIONS

EPA ha s p e rm it te d  r e g i s t r a t i o n  o f  p e s t ic id e s  f o r  us e 
on fo o d  c ro p s  w i t h o u t  a d e q u a te  d a ta  to  s u p p o r t  th e  s a fe t y  
o f  th e  r e s u l t i n g  r e s id u e s .  A ls o ,  we fo u n d  in s ta n c e s  where  
com m only  us ed  p e s t ic id e s  w ere  r e g is t e r e d  f o r  us e on  c ro p s  
r e s u l t i n g  in  re s id u e s  on fo o d  f o r  w h ic h  t o le r a n c e s  had n o t 
be en  e s ta b l is h e d .  In  a l lo w in g  th e  c o n t in u e d  use  o f  
c h lo rd a n e ,  e n d r in ,  h e p ta c h lo r ,  and s i l v e x  on fo o d  c ro p s
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w it h o u t  a t o le r a n c e ,  EPA h a s , in  e f f e c t ,  condoned 
a d u l t e r a t in g  fo o d  p ro d u c ts  w h ic h  w o u ld  r e s u l t  fr o m  th e s e  
u s e s . More im p o r t a n t ly ,  EPA is  a ll o w in g  th e  p u b l ic  to  be 
exposed to  r e s id u e s  w h ic h  i t s  T o x ic o lo g y  B ra n ch  has 
d e te rm in e d  to  be o v e r  th e  s a fe  e x p o s u re  l e v e l .

EPA has e s ta b l is h e d  in t e r im  to le ra n c e s  f o r  r e s id u e s  
o f  many p e s t ic id e s  because  i t  la c k s  a d e q u a te  d a ta  to  d e t e r ­
m in e th e  s a fe t y  o f th e  e x p e c te d  r e s id u e s .  A lt h o u g h  e s ta b ­
l i s h i n g  an in t e r im  t o le r a n c e  a ll o w s  u s in g  th e  p e s t ic id e  

r  w it h o u t  th e  t r e a te d  fo o d  p ro d u c t  b e in g  c o n s id e re d  a d u l t e r ­
a te d ,  i t  does n o t  in s u re  t h a t  such r e s id u e s  ca n be s a f e ly  
consu m ed.

EPA s h o u ld  re v ie w  th e  j u s t i f i c a t i o n  f o r  in t e r im  t o l e r -
•  ances in  l i g h t  o f i t s  r e s p o n s i b i l i t y  to  p r o t e c t  th e  p u b l i c  

fr o m  p e s t ic id e  h a z a rd s .  I f  i t  d e te rm in e s  t h a t  some ty p e s  
o f  in t e r im  t o le r a n c e s  a re  an e s s e n t ia l  p a r t  o f th e  t o l e r ­
ance p ro g ra m , th e n  EPA s h o u ld  p ro p o s e  g u id e l in e s  and l e g i s ­
l a t i o n ,  i f  ne e de d , c o v e r in g  t h e i r  u se . Th e s ta tu s  o f  a l l  
e x i s t i n g  in t e r im  t o le r a n c e s  s h o u ld  be re v ie w e d  f o r  co n ­
f o r m i t y  w i th  p ro p o s e d  g u id e l in e s .  We a ls o  b e li e v e  in t e r im  
t o le r a n c e s  s h o u ld  n o t  be e s ta b l is h e d  where  th e re  a re  q u e s ­
t io n s  on th e  adequacy  o f  s a fe ty  o r r e s id u e  d a ta .

R e g is te re d  p e s t ic id e s  s h o u ld  n o t  be p e r m it te d  to  be 
use d on c ro p s  f o r  w h ic h  in t e r im  to le ra n c e s  c a n n o t be e s t a b l -  
l i s h e d  w h il e  p e t i t i o n s  f o r  a p e rm a n e n t to le r a n c e  a re  
p e n d in g .

RECOMMENDATIONS

We recommend t h a t  th e  A d m in is t r a t o r ,  EPA:

— E v a lu a te  th e  ne ed  f o r  in t e r im  to le r a n c e s  and i f  
d e te rm in e d  e s s e n t i a l ,  p ro p o s e  g u id e l in e s  f o r  t h e i r  
e s ta b l is h m e n t .

— R eassess th e  ne ed  f o r  and adequacy  o f  d a ta  su b m is ­
s io n s  f o r  a l l  i n t e r im  to le r a n c e s ;  in t e r im  t o le r a n c e s  
fo u n d  u n n e c e s s a ry  o r la c k in g  s u f f i c i e n t  d a ta  s h o u ld  
be c a n c e le d  i f  th e  d a ta  is  n o t  s u b m it te d  by  a s e t  
d e a d l in e .

*  — C a n c e l th e  r e g i s t r a t i o n s  o f  p e s t ic id e  fo o d  use s f o r
w h ic h  n e i t h e r  p e rm a n e n t n o r in t e r im  t o le r a n c e s  
e x i s t .
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AGENCY COMMENTS

I n  c o m m e n ti n g  on  o u r  r e p o r t ,  EPA s t a t e d  t h a t  G A O 's  
c r i t i c i s m s  a r e  w e l l - f o u n d e d  a n d  t h a t  i s  a c c e p t s  an d  w i l l  
im p le m e n t  t h e  r e c o m m e n d a t io n s .

1
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CHAPTER 6

STATUTORY REGISTRATIO N REQUIR EMENTS NOT CARRIED OUT

IN  A T I MELY AND ADEQUATE MANNER

FEPCA, e n a c te d  on  O c to b e r  2 1 , 19 7 2 , r e q u ir e d  EPA, among 
o th e r  t h in g s ,  to  r e g is t e r  a l l  p e s t ic id e s  d u r in g  th e  2 -y e a r  
p e r io d  e n d in g  O c to b e r  19 76  (FEPCA r e g i s t r a t i o n  p ro g ra m ) ,  
r e g a r d le s s  o f  any p re v io u s  r e g i s t r a t i o n .  EPA m ust r e g is t e r  
a b o u t 4 6 ,0 0 0  p e s t ic id e s  in  a d d i t io n  to  p ro c e s s in g  i t s  n o rm a l 
w o rk lo a d  d u r in g  t h i s  2 -y e a r  p e r io d .  P r e s e n t ly ,  EPA does n o t 
ha ve  th e  n e c e s s a ry  c a p a b i l i t y  to  re v ie w  and r e g is t e r  th e s e  
p e s t ic id e s  w i t h in  th e  ti m e  fr am e  p ro v id e d  o r to  a s s u re  th e  
p u b l ic  t h a t  th e s e  p e s t ic id e s  a re  s a fe  and e f f e c t i v e .  To  
co mpo un d th e  p ro b le m , EPA was la t e  in  is s u in g  r e g u la t io n s  
and g u id e l in e s  f o r  r e g is t e r in g  and c la s s i f y i n g  p e s t ic id e s .

P e s t ic id e  r e g i s t r a t i o n s  a re  v a l i d  f o r  5 y e a rs  and m u s t,  
by  la w , be re new ed o r c a n c e le d  a t  th e  en d o f t h i s  p e r io d .  
H o w eve r,  EPA has n o t  re new ed o r c a n c e le d  p e s t ic id e  r e g i s t r a ­
t io n s  as r e q u i r e d ,  and , as a r e s u l t ,  many p e s t ic id e s  who se  
r e g is t r a t i o n s  a re  o v e r 5 y e a rs  o ld  a re  b e in g  m a rk e te d , 
a lt h o u g h  t h e i r  r e g i s t r a t i o n s  have  n o t be en  re n e w e d .

AL L PE ST IC ID ES  CANNOT BE ADEQUATELY 
REGISTERED BY OCTOBER 19 76  
AS REQUIRED BY FEPCA

In  a d d i t io n  to  th e  4 6 ,0 0 0  FEPCA r e g i s t r a t i o n s ,  E P A 's  
p r o je c te d  w o rk lo a d  d u r in g  th e  2 -y e a r  p e r io d  in c lu d e s  1 3 ,0 0 0  
a n t ic ip a te d  new p e s t ic id e  r e g i s t r a t i o n s  and 1 4 ,0 0 0  am ended 
r e g i s t r a t i o n s  ( a p p l i c a t io n s  f o r  ch a n g e s , su ch  as changes in  
p ro d u c t  f o r m u la t io n s ,  u s e s , o r l a b e l i n g ) .

EPA e s t im a te s  t h a t  th e  n e t  e f f e c t  o f  th e  FEPCA r e g is ­
t r a t i o n  p ro g ra m  on th e  n o rm a l w o rk lo a d  w i l l  be an in c re a s e  
o f  a p p ro x im a te ly  35 p e rc e n t  o v e r th e  le v e ls  o f  f i s c a l  y e a rs  
19 73  and 1974.

Th e FEPCA r e g i s t r a t i o n  p ro g ra m  w o rk lo a d  o f  a b o u t 4 6 ,0 0 0  
p e s t ic id e s  is  co mpo se d o f  a b o u t 2 9 ,0 0 0  c u r r e n t l y  r e g is t e r e d  
p e s t ic id e s  t h a t  m ust  be r e r e g is t e r e d  and 1 7 ,0 0 0  in t r a s t a t e  
p e s t ic id e s  t h a t  w ere  n o t  p r e v io u s ly  r e q u ir e d  to  be 
r e g is t e r e d  by  EPA .

E P A 's  R e g is t r a t io n  D iv is io n  s t a f f  was  in c re a s e d  fr o m  217 
to  222 p o s i t io n s  be tw een  f i s c a l  y e a rs  19 73  and 1976 , an 
in c re a s e  o f  o n ly  5 p o s i t i o n s .  O f th e s e  p o s i t io n s ,  th e re  
w ere  156 p r o f e s s io n a l  s t a f f  p o s i t io n s  as  co m pare d to  138 a t
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th e  b e g in n in g  o f  f i s c a l  ye a r 19 7 4 . A c c o rd in g  to  EPA, 
p o s i t i o n  in c re a s e s  in  f i s c a l  y e a rs  19 74  and 19 75  w ere  
m o d e ra te  and w ere  n o t a d e qu a te  to  h a n d le  th e  b u rd e n  o f 
FEPCA r e g i s t r a t i o n .  M o re o v e r, no in c re a s e  in  p o s i t io n s  
has be en  a p p ro ve d  f o r  f i s c a l  y e a r  1976.

A c c o rd in g  t o  EPA o f f i c i a l s ,  EPA has had d i f f i c u l t y  in  
k e e p in g  up  w it h  i t s  n o rm a l w o rk lo a d  a t  th e  c u r r e n t  s t a f f i n g  
le v e l  even  a f t e r  th e  r e g i s t r a t i o n  re n e w a l p ro c e s s  was s u s ­
p e n d e d . EPA o f f i c i a l s  s a id  t h a t  th e  r e c e n t  r e o r g a n iz a t io n  
o f th e  R e g is t r a t io n  D iv is io n  ha d im p ro ve d  i t s  e f f i c i e n c y  ?
an d e f f e c t i v e n e s s  in  p ro c e s s in g  r e g i s t r a t i o n  a p p l i c a t io n s .

Our  re v ie w  o f  E P A 's  w e e k ly  w o rk lo a d  r e p o r t s  sh ow ed  t h a t  
th e re  w ere  a b o u t 1 ,5 5 0  r e g i s t r a t i o n  a p p l ic a t io n s  on ha nd  
a w a it in g  re v ie w  on J u ly  1 , 1972 , wh en  EPA suspended  th e  
re n e w a l p ro g ra m . As o f  A p r i l  2 5 , 19 7 5 , a b o u t 1 ,7 2 0  r e g i s t r a ­
t io n  a p p l i c a t io n s  on ha nd  were  a w a it in g  r e v ie w ,  an in c re a s e  
o f  a p p ro x im a te ly  370 a p p l i c a t io n s  o v e r th e  b a c k lo g  on ha nd  
when th e  R e g is t r a t io n  D iv is io n  was re o rg a n iz e d  in  Dec em be r 
19 7 4 . EPA o f f i c i a l s  s a id  th e  t im e  ne ed ed  to  p ro c e s s  an 
a p p l i c a t io n  ha s be en  re d u ce d  as a r e s u l t  o f th e  r e o r g a n iz a ­
t i o n .  Because th e  r e o r g a n iz a t io n  was o n ly  r e c e n t ly  im p le ­
m en te d , we d id  n o t re v ie w  t h i s  a s p e c t o f th e  p ro g ra m .

FEPCA r e q u ir e d  t h a t  by  O c to b e r 2 1 , 1974 , EPA e s t a b l i s h  
r e g u la t io n s  f o r  r e g is t e r in g  and c la s s i f y in g  p e s t ic id e s  in  
a c c o rd a n c e  w it h  p r o v is io n s  o f  th e  a c t  and t h a t  a l l  p e s t i ­
c id e s  be r e g is t e r e d  under su ch  r e g u la t io n s .  R e g u la t io n s  
is s u e d  by an e x e c u t iv e  a u t h o r i t y  o f  th e  G overn m ent have  th e  
same e f f e c t  as la w s . G u id e l in e s ,  us ed  in  c o n ju n c t io n  w i t h  
r e g u la t io n s ,  p ro v id e  in f o r m a t io n  n e c e s s a ry  to  c l a r i f y  and 
im p le m e n t th e  r e g u la t io n s .  A ls o ,  g u id e l in e s  p ro v id e  
r e g is t r a n t s  w it h  s p e c i f i c  in f o r m a t io n  on w hat k in d  o f  d a ta  
is  needed to  s u p p o r t  p e s t ic id e  r e g i s t r a t i o n s .

E P A 's  p ro p o se d  r e g u la t io n s  d id  n o t appea r in  th e  
F e d e ra l R e g is te r  f o r  p u b l ic  co mmen t u n t i l  O c to b e r 1 6 , 1974—  
j u s t  5 d a ys  b e fo re  th e  m andate d d e a d li n e  f o r  c o m p le t in g  
th e  r e g u la t io n s .  EPA is  r e q u ir e d  to  s o l i c i t  p u b l ic  co mmen t 
on  th e  p ro p o se d  r e g u la t io n s  b e fo re  th e y  ca n be f i n a l i z e d .
A f t e r  p u b l i c  co mmen ts  w ere  re c e iv e d  and e v a lu a te d  by  EPA, 
th e  f i n a l  r e g u la t io n s  w ere  p u b li s h e d  in  th e  F e d e ra l 
R e g is te r  in  f i n a l  fo rm  on J u ly  3 , 1975, and became  e f f e c ­
t i v e  A u g u s t 4, 1975. P ro p o sed  g u id e l in e s  f o r  r e g is t e r in g  •
p e s t ic id e s  w ere  p u b li s h e d  in  th e  F e d e ra l R e g is te r  on  
June 2 5 , 1975.

An EPA o f f i c i a l  s a id  t h a t  r e g u la t io n s  an d g u id e l in e s  twere  n o t  c o m p le te d  in  ti m e  to  m eet th e  l e g i s l a t i v e  d e a d li n e  
because  d i f f i c u l t i e s  w ere  e n c o u n te re d  in  (1 )  r e s o lv in g
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q u e s t io n s  on  t e c h n ic a l  a s p e c ts  o f  r e g i s t r a t i o n  r e q u ir e m e n ts ,  
such as th e  c o n t r o v e r s y  o ve r w h e th e r m ic e  or r a t s  s h o u ld  be 
us ed as  th e  t e s t  a n im a ls  f o r  p e s t i c id e  t o x i c i t y  t e s t i n g ,
(2 ) d e te r m in in g  i f  a c la u s e  s im i la r  to  th e  D e la n e y  C la u s e  1 
s h o u ld  be in c lu d e d ,  (3 )  d e te r m in in g  th e  p r e c is e  w o rd in g  o f  
v a r io u s  s e c t io n s  o f  th e  r e g u la t io n s  and g u id e l in e s ,  and 
(4 ,  r e a c h in g  a c c o m o d a ti o n  w it h  o th e r  F e d e ra l a g e n c ie s  and 
v a r io u s  i n t e r e s t  g ro u p s .

An EPA o f f i c i a l  a ls o  s a id  t h a t  e s t a b l i s h in g  th e  f i n a l  
r e g u la t io n s  and g u id e l in e s  was f u r t h e r  d e la y e d  because  o f  
r e c e n t  c o u r t  d e c is io n s  on E P A 's  r e s p o n s i b i l i t y  f o r  c a n c e li n g  
p e s t ic id e  r e g i s t r a t i o n s .  Beca use  o f th e s e  d e c is io n s  w h ic h  
d e a l t  w i th  q u e s t io n s  o f  s a fe ty  and " r i s k  v e rs u s  b e n e f i t , "  
c e r t a in  changes ha d to  be in c o rp o r a te d  in t o  th e  r e g u la t io n s .  
EPA c o u ld  n o t  s t a r t  th e  FEPCA r e g i s t r a t i o n  p ro g ra m  u n t i l  
th e  r e g u la t io n s  w ere  is s u e d  an d , c o n s e q u e n t ly ,  EPA l o s t  
a b o u t 9 m on th s  o f  th e  2 -y e a r  p e r io d  p ro v id e d  by th e  a c t .

FEPCA r e q u ir e s  t h a t  a l l  i n t r a s t a t e  p e s t ic id e s  n o t p r e ­
v io u s ly  r e q u ir e d  to  be r e g is t e r e d  by  EPA m ust be r e g is t e r e d  
w i t h  EPA be tw e en  O c to b e r  22 , 1974 , an d O c to b e r  2 1 , 19 7 6 .
EPA e s t im a te d  in  A p r i l  19 74  t h a t  i t  w o u ld  be re q u e s te d  to  
r e g is t e r  a b o u t 1 4 ,7 0 0  i n t r a s t a t e  p e s t ic id e s ;  how ever a c c o rd ­
in g  to  an EPA o f f i c i a l ,  t h i s  d a ta  was base d on p r e l im in a r y  
in f o r m a t io n  fr o m  E P A 's  r e g io n a l  o f f i c e s  an d re p re s e n te d  
t h e i r  b e s t  guess based on t h e i r  kno w le d g e  o f  th e  a re a .

I n  Nov em be r 1974 we c o n ta c te d  EPA r e g io n  I I I ,  IV ,  and 
IX  o f f i c i a l s  to  d e te rm in e  how many in t r a s t a t e  p e s t ic id e s  
w ere  r e g is t e r e d  w i t h  th e  S ta te s  an d T e r r i t o r i e s  in  th o s e  
re g io n s  b u t  n o t  w i t h  EPA. O f f i c i a l s  in  r e g io n s  IV  an d IX  
s a id  a b o u t 1 4 ,3 0 0  p e s t ic id e s  in  12 S ta te s  and s in g le  
T e r r i t o r y  in  t h e i r  r e g io n s  w i l l  have  to  be r e g is t e r e d .  A 
r e g io n  I I I  o f f i c i a l  was n o t  a b le  to  p ro v id e  us w i th  an 
e s t im a te  o f  th e  nu mbe r o f  p e s t ic id e s  in  h is  r e g io n  w h ic h  
w ere  n o t  r e g is t e r e d  w i t h  EPA . E P A 's  ro u g h  e s t im a te  o f  
A p r i l  1974  wa s 9 ,9 7 0  f o r  th e s e  tw o r e g io n s .

EPA c o m p le te d  a s tu d y  in  M arc h 19 75  w h ic h  sh ow ed  t h a t  
a b o u t 1 7 ,3 7 0  i n t r a s t a t e  p e s t ic id e s  w ere  r e g is t e r e d  by th e  
S ta te s  w h ic h  w ere  n o t  p r e v io u s ly  r e g is t e r e d  by  EPA. T h is  
f i g u r e  was  r e l a t i v e l y  c lo s e  to  E P A 's  o r i g i n a l  e s t im a te  f o r  
th e  e n t i r e  c o u n t r y — a d i f f e r e n c e  o f a b o u t 15 p e rc e n t .  We 
d id  n o t  make a d e t a i le d  a n a ly s is  o f  E P A 's  l a t e s t  s tu d y .

iT h e  D e la n e y  C la u s e  is  an am en dm en t to  FFDCA w h ic h  p r o h ib i t s  
u s in g  c h e m ic a ls  in  fo o d  w h ic h  a re  know n to  cause  c a n c e r in  
man o r a n im a ls  by any ty p e  o f  e x p o s u re .



REGISTRATIONS NOT RENEWED AT 
REQUIRED 5-Y EA R INTERVALS

P e s t ic id e  r e g is t r a t i o n s  a re  v a l i d  f o r  5 y e a rs .  A t  th e  
end o f t h i s  p e r io d  th e  r e g is t r a n t  may re q u e s t re n e w a l o f  th e  
p e s t i c i d e 's  r e g i s t r a t i o n  o r th e  r e g i s t r a t i o n  is  to  be ca n ­
c e le d .  B e fo re  a p ro d u c t  r e g i s t r a t i o n  ca n be re new ed , EPA 
r e q u ir e s  t h a t  th e  p e s t ic id e  u nderg o  a c o m p le te  re v ie w  to  
in s u re  t h a t  i t  c o m p li e s  w it h  a l l  c u r r e n t  la b e l in g  and d a ta  
r e q u ir e m e n ts .  T h is  in c lu d e s  a c h e m ic a l,  a human s a f e t y ,  a 
u s e - e f f e c t iv e n e s s ,  and an e n v ir o n m e n ta l s a fe ty  r e v ie w .

EPA d o e s  n o t  c u r r e n t ly  hav e a fo rm a l p e s t ic id e  r e g i s t r a ­
t io n  re n e w a l p ro g ra m ; s in c e  De ce mbe r 19 70  i t  ha s had on e in  
o n ly  15 m o n th s . The r e g i s t r a t i o n  re n e w a l p ro g ra m  was f i r s t  
suspended f o r  a 4 -m on th  p e r io d  be tw een  May an d A u g u s t 19 71  
because  o f  b a c k lo g s  in  r e g i s t r a t i o n  w o rk .

In  J u ly  19 72  EPA a g a in  suspended r e g i s t r a t i o n  re n e w a ls  
and th e y  have  n o t  been  re sum ed. EPA o f f i c i a l s  t o ld  us t h a t  
t h i s  s u s p e n s io n  o c c u rre d  because  a l l  p e s t ic id e s  c u r r e n t l y  
r e g is t e r e d  m ust be r e r e g is t e r e d  be tw een  O c to b e r 2 2 , 1974 , 
an d O c to b e r 2 1 , 1976, and re n e w in g  th e  r e g i s t r a t i o n  a f t e r  
J u ly  1972  w o u ld  s e rv e  no p u rp o se  because  th e y  w ou ld  have  to  
be r e r e g is t e r e d  a g a in  w i t h in  a 2 - to  4 -y e a r  p e r io d .  A ls o ,  
th e  s u s p e n s io n  w ou ld  a ll o w  EPA to  re d u ce  i t s  b a c k lo g  o f  ne w, 
am en de d,  and s u p p le m e n ta l r e g i s t r a t i o n s .  T h is  b a c k lo g ,  
h o w e v e r,  was  n o t  a p p re c ia b ly  re d u c e d .

We re v ie w e d  th e  r e g i s t r a t i o n  f i l e s  f o r  100 ra n d o m ly  
s e le c te d  p e s t ic id e s  as o f  June 30 , 1974 , to  d e te rm in e  th e  
t im e l in e s s  o f  re n e w a l re v ie w s  made by  EPA . Of  th e  100 
sam p le d  p e s t ic id e s ,  78 s h o u ld  ha ve  be en  re newed w i t h in  th e  
5 -y e a r  p e r io d  e n d in g  June 3 0 , 19 7 4 . Of th e  78 p e s t ic id e s ,
14 w ere  re new ed w i t h in  th e  p ro p e r  ti m e  fr a m e ; h o w e v e r,  th e  
re m a in in g  64 p e s t ic id e  r e g is t r a t i o n s  had n o t be en  re new ed 
a t  th e  en d o f  th e  5 -y e a r  p e r io d  as  r e q u ir e d .  A ls o ,  48 
p e s t ic id e s  r e g is t e r e d  f o r  6 or more y e a rs  ha ve  n o t  re c e iv e d  
re n e w a l re v ie w s  s in c e  t h e i r  i n i t i a l  r e g i s t r a t i o n ;  33 o f  
th e s e  w ere  i n i t i a l l y  r e g is t e r e d  b e fo re  J u ly  1967 and s h o u ld  
have und erg o n e  re n e w a l re v ie w s  b e fo re  J u ly  1972  wh en  EPA 
suspended i t s  re n e w a l p ro g ra m . T h u s , a lt h o u g h  EPA ha d a 
re n e w a l p ro g ra m  b e fo re  J u ly  1972, i t  was n o t e f f e c t i v e  in  
in s u r in g  t h a t  r e q u ir e d  r e g i s t r a t i o n  re n e w a ls  w ere  b e in g  
c o n d u c te d .

EPA o f f i c i a l s  s a id  i t  had be en  t h e i r  p o l i c y  to  a u to ­
m a t i c a l l y  e x te n d  a p e s t i c id e 's  r e g i s t r a t i o n  f o r  5 y e a rs  eac h 
t im e  th e  p e s t i c i d e 's  la b e l  is  re v ie w e d . EPA o f f i c i a l s  
s ta te d  t h a t  g e n e r a l ly  a la b e l  re v ie w  w o u ld  n o t ha ve  
in c lu d e d  a l l  fo u r  re v ie w s  r e q u ir e d  in  th e  r e g i s t r a t i o n  o r
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th e  r e g i s t r a t i o n  re n e w a l re v ie w s  as  p r e v io u s ly  m e n ti o n e d . 
T he re  were  18 p e s t ic id e s  in  o u r sa m ple  o f  100 t h a t  had n o t  
ha d a r e g i s t r a t i o n  re n e w a l re v ie w  in  o v e r 10 y e a rs  b u t eac h 
had re c e iv e d  a la b e l  re v ie w  w h ic h  EPA us ed  to  re new th e  
5 -y e a r  r e g i s t r a t i o n  p e r io d .

An EPA o f f i c i a l  s ta te d  t h a t  a re q u e s t to  add an a d d i­
t i o n a l  us e to  th e  la b e l  g e n e r a l ly  r e q u ir e d  o n ly  a us e re v ie w  
to  in s u re  t h a t  th e  p e s t ic id e  w i l l  be e f f e c t i v e  f o r  th e  new 
p e s t  u sa g e ; as a r e s u l t  o f  t h i s  r e v ie w ,  EPA c o n s id e re d  th e  

< p e s t ic id e  r e g i s t r a t i o n  as h a v in g  be en  re n e w e d .

Of  th e  100 sam ple d  p e s t i c id e s ,  40 had n o t  u n d e rg o n e  
any ty p e  o f  re v ie w  f o r  6 o r  more y e a rs .  A ls o ,  48 p e s t ic id e s  
in  o u r sam ple  r e g is t e r e d  f o r  6 or more y e a rs  had n o t  r e c e iv e d

*  a re n e w a l re v ie w  s in c e  t h e i r  i n i t i a l  r e g i s t r a t i o n ;  h o w e v e r,
39  o f  th e s e  had r e c e iv e d  la b e l  re v ie w s  w h ic h  may ha ve  
s u b s t i t u t e d  as a re n e w a l re v ie w .

We exam in ed th e  re c o rd  ja c k e ts  o f th e s e  p e s t ic id e s  t o  
d e te rm in e  w ha t ty p e s  o f  re v ie w s  were  mad e.  H o w eve r,  th e s e  
f i l e s  do n o t  c o n ta in  e v id e n c e  show in g  th e  ty p e  o f  re v ie w  
t h a t  was c o n d u c te d  d u r in g  eac h la b e l  a n d /o r  re n e w a l r e v ie w .  
C o n s e q u e n t ly ,  we c o u ld  n o t  d e te rm in e  w ha t re v ie w s  w ere  made 
o r  th e  b a s is  on w h ic h  th e  re v ie w e rs  ju d g e d  t h a t  th e  r e g is ­
t r a n t  c o m p li e d  w i th  a l l  c u r r e n t  EPA re q u ir e m e n ts .

Our  re v ie w  o f  th e  adequacy o f  la b e l in g  and d a ta  sub ­
m is s io n s  (hu man  and e n v ir o n m e n ta l s a f e t y ,  u s e - e f f e c t iv e n e s s ,  
an d c h e m is t r y  d a ta )  in d ic a t e d  t h a t  th e s e  re v ie w s  w ere  n o t 
th o ro u g h  and t h a t  r e g is t r a n t s  w ere  n o t  re q u e s te d  to  co m p ly  
w i t h  c u r r e n t  EPA r e q u ir e m e n ts .  The se  a re a s  a re  d is c u s s e d  
in  g re a te r  d e t a i l  in  c h a p te r s  2 and 3 . We b e li e v e  t h a t  
th e s e  in a d e q u a c ie s  e m p h a s iz e  th e  ne ed  f o r  EPA to  e l im in a te  
i t s  p r a c t i c e  o f  e x te n d in g  th e  5 -y e a r  re n e w a l d a ta  a t  each  
la b e l  ch a n ge .

As  sh ow n in  c h a p te r  2 o f  t h i s  r e p o r t ,  ma ny  s tu d ie s  a re  
r e q u ir e d  by EPA b e fo r e  a p ro d u c t  ca n be r e g is t e r e d .  Ma ny 
o f  th e s e  s tu d ie s  have n o t  be en  s u b m it te d  by  th e  r e g is t r a n t s  
o f c u r r e n t l y  r e g is t e r e d  p e s t ic id e s .  Some o f  th e s e  s t u d ie s ,  
in c lu d in g  c h ro n ic  ( lo n g - te r m )  fe e d in g  and o n c o g e n ic  s t u d ie s ,  
ta k e  2 o r more y e a rs  to  c o m p le te .  C o n s e q u e n t ly ,  i f  EPA ha d

*  re v ie w e d  th e s e  p e s t ic id e s  as  th e y  came up f o r  re n e w a l,  i t  
c o u ld  have  n o t i f i e d  th e  r e g is t r a n t s  t h a t  su ch  s tu d ie s  w o u ld  
be r e q u ir e d  b e fo re  t h e i r  p ro d u c t  c o u ld  be r e r e g is t e r e d ,  
th e re b y  e x p e d i t in g  th e  FEPCA r e g i s t r a t i o n  p ro g ra m .

*  As  o u t l in e d  in  i t s  is s u e d  r e g u la t io n s ,  EPA w i l l  g r a n t  
te m p o ra ry  r e g i s t r a t i o n s  f o r  le s s  them  5 y e a rs  f o r  th o s e  
p ro d u c ts  w h ic h  la c k  c e r t a in  r e q u ir e d  s t u d ie s .  I f  EPA ha d
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n o t i f i e d  th e  m a n u fa c tu re rs  o f  th e s e  re a u ir e m e n ts ,  s tu d ie s  
m ig h t  have  be en  a v a i la b le  b e fo re  th e  FEPCA r e g i s t r a t i o n  
p e r io d  e x p ir e s  in  O c to b e r  1976. Many p ro d u c ts  (4 0 p e rc e n t  
in  o u r sa m p le ) hav e n o t  be en  re v ie w e d  f o r  e x c e s s iv e  p e r io d s  
o f  ti m e  an d w i l l  p ro b a b ly  r e q u i r e  e x te n s iv e  s a fe ty  and 
la b e l  re v ie w s  to  in s u re  t h a t  th e y  com p ly  w it h  c u r r e n t  
r e q u ir e m e n ts .  In  c h a p te r  2 we q u e s t io n  w h e th e r e s t a b l is h in g  
te m p o ra ry  r e g is t r a t i o n s  w i l l  a f f o r d  th e  co nsu m er p r o t e c t io n  
a g a in s t  u n s a fe  an d i n e f f e c t i v e  p e s t ic id e s .

CONCLUSIONS

EPA i s  e x p e r ie n c in g  an in c re a s e  in  i t s  r e g i s t r a t i o n  
w o rk lo a d ,  p a r t i c u l a r l y  d u r in g  th e  FEPCA r e g i s t r a t i o n  p r o ­
g ra m — O c to b e r  1974  to  O c to b e r  19 7 6 . EPA 's  w o rk lo a d  d u r in g  
th e  2 -y e a r  p e r io d  w i l l  t o t a l  a b o u t 7 3 ,0 0 0  p e s t ic id e  r e g is ­
t r a t i o n s  and re n e w a ls .  T h is  is  3 ti m e s  th e  n o rm a l w o rk lo a d .  
T he re  w i l l  be a p e rm a n e n t in c re a s e  in  EP A 's  r e g i s t r a t i o n  
w o rk lo a d  o f  a b o u t 35 p e rc e n t  due to  th e  re q u ir e m e n t t h a t  
a l l  p e s t ic id e s  m ust  now be r e g is t e r e d  r a th e r  th a n  o n ly  
th o s e  s h ip p e d  in  i n t e r s t a t e  co mmerce  as was  th e  ca se b e fo re  
th e  passage  o f FEPCA. H ow ever,  EPA ha s n o t  ta k e n  a d e q u a te  
m easure s to  p ro v id e  f o r  a d d i t io n a l  p e rs o n n e l w i th  a p p r o p r ia te  
b a c k g ro u n d s  to  p r o p e r ly  h a n d le  t h i s  in c re a s e d  w o rk lo a d .

EPA d id  n o t c o m p le te  th e  r e q u ir e d  r e g i s t r a t i o n  r e g u la ­
t io n s  and g u id e l in e s — a p r e r e q u is i t e  f o r  th e  FEPCA r e g i s t r a ­
t i o n  p ro g ra m — u n t i l  9 m on th s o f th e  2 -y e a r  p e r io d  had 
e x p ir e d .  R e g is t r a n ts  o r p o t e n t ia l  r e g is t r a n t s  c o u ld  n o t  
p re p a re  th e  r e q u ir e d  d a ta  f o r  s u b m is s io n  u n t i l  th e y  knew  
w hat was r e q u i r e d .  Su ch  re q u ir e m e n ts  a re  c o n ta in e d  in  th e  
c o m p le te d  r e g u la t io n s .  H o w eve r,  th e re  were  some s te p s  t h a t  
EPA c o u ld  hav e ta k e n  to  sp eed up  th e  r e g i s t r a t i o n  p ro c e s s .
F o r e x a m p le , s e v e ra l p e s t ic id e s  la c k e d  b a s ic  d a ta  r e q u i r e ­
m ents  w h ic h  w ere  in c lu d e d  in  th e  f i n a l  r e g u la t io n s  and g u id e ­
l i n e s .  EPA s h o u ld  have  i d e n t i f i e d  th o s e  p e s t ic id e s  w h ic h  
la c k e d  th e s e  s t u d ie s — some o f  w h ic h  ta k e  2 y e a rs  to  c o m p le te —  
an d s h o u ld  have  n o t i f i e d  th e  r e g i s t r a n t  t h a t  s tu d ie s  w ou ld  
be r e q u ir e d  o r t h e i r  r e g i s t r a t i o n  w o u ld  e x p ir e  by  O c to b e r  
1976 .

We b e li e v e  t h a t  EPA c a n n o t a c c o m p li s h  th e  r e q u ir e d  
r e g i s t r a t i o n s  and r e r e g is t r a t i o n s  by  th e  O c to b e r 19 76  d e a d li n e  
because  i t

— l o s t  more th a n  on e t h i r d  o f  th e  2 -y e a r  r e g i s t r a t i o n  
p e r io d  as  a r e s u l t  o f  d e la y s  in  c o m p le t in g  th e  
r e g u la t i o n s ,

— has n o t in c re a s e d  i t s  s t a f f  enough to  h a n d le  th e  
in c re a s e d  w o rk lo a d ,  and
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— e x p e c ts  to  have no m a jo r  d e c re a s e  in  i t s  o n g o in g  
r e g i s t r a t i o n  w o rk .

A ls o ,  EPA o f f i c i a l s  w ere  u n a b le  to  p ro v id e  us  w it h  an y 
a s s u ra n c e  t h a t  EPA c o u ld  c o n d u c t th e  FEPCA r e g i s t r a t i o n  p r o ­
gra m  in  a 2 -y e a r  p e r io d .

On th e  b a s is  o f  o u r f in d in g s  on  s h o r tc o m in g s  in  E P A 's  
p ro g ra m  f o r  p r o t e c t in g  man and th e  e n v ir o n m e n t in  t h i s  and 
th re e  p re v io u s  p e s t ic id e  r e p o r t s ,  EPA a p p e a rs  to  have  i n s u f -  

a f i c i e n t  re s o u rc e s  to  c a r r y  o u t  i t s  r e s p o n s i b i l i t i e s  in  a”  t im e ly  and e f f e c t i v e  m anne r.

We b e li e v e  t h a t  EPA s h o u ld  d e te rm in e  i t s  n eeds—  
p e rs o n n e l,  f a c i l i t i e s ,  e q u ip m e n t,  a n d /o r  a d d i t io n a l  fu n d s —  

V to  a d e q u a te ly  f u l f i l l  i t s  p e s t ic id e  r e s p o n s i b i l i t i e s .
S p e c ia l c o n s id e r a t io n  s h o u ld  be g iv e n  t o  E P A 's  a b i l i t y  to  
c o m p le te  th e  FEPCA r e g i s t r a t i o n  p ro g ra m  by  th e  l e g i s l a t i v e l y  
m andate d d a te  o f  O c to b e r  19 7 6 . EPA s h o u ld  p re s e n t  i t s  needs 
to  th e  C o n g re ss  to  r e s o lv e  th e  p ro b le m .

E P A 's  s u s p e n s io n  o f  i t s  r e g i s t r a t i o n  re n e w a l p ro g ra m  
has r e s u l t e d  in  ma ny r e g i s t r a t i o n s  n o t  b e in g  re v ie w e d  a t  
5 -y e a r  i n t e r v a ls  as r e q u i r e d .  In  f a c t  many hav e n o t be en  
re new ed f o r  o ve r 10 y e a r s .  We b e li e v e  t h a t  th e  absence  o f  
a s y s te m a t ic  5 -y e a r  re v ie w  and th e  p r a c t ic e  o f  e x te n d in g  
r e g i s t r a t i o n s  on th e  b a s is  o f  la b e l  re v ie w s  c o n t r ib u t e d  to  
ma ny o f  th e  la b e l in g  an d d a ta  d e f ic ie n c ie s  d is c u s s e d  in  
c h a p te r s  2 an d 3 .

RECOMMENDATIONS

We recommend t h a t  th e  A d m in is t r a t o r ,  EPA :

— D e te rm in e  A gency ne e ds— fu n d s ,  p e r s o n n e l,  f a c i l i t i e s ,  
e q u ip m e n t,  o r t im e — to  (1 )  a d e q u a te ly  re v ie w  a l l  
p e s t ic id e s  c u r r e n t l y  p ro d u ce d  w i t h in  th e  r e q u ir e d  
FEPCA t im e  fr a m e  and (2 ) a d m in is te r  th e  e n t i r e  p e s t i ­
c id e  p ro g ra m  in  an e f f e c t i v e  and e f f i c i e n t  m an ner an d 
b r in g  su ch  needs to  th e  a t t e n t io n  o f  th e  C o n g re s s .

— A f t e r  c o m p le t in g  th e  r e r e g i s t r a t i o n  p ro g ra m , r e im p le ­
m ent th e  5 -y e a r  re n e w a l p ro g ra m  to  in s u re  t h a t  ea ch  
p e s t ic id e  is  p e r i o d i c a l l y  re v ie w e d  f o r  c o m p li a n c e  

>  w i t h  la b e l in g  an d d a ta  r e q u ir e m e n ts .
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AGENCY COMMENTS AND OUR EVALUATION

In  com m enting  on o u r r e p o r t  (s ee  app. I ) ,  EPA s ta te d
t h a t :

"W h il e  th e  w o rk lo a d  b u rd e n  o f  r e r e g i s t r a ­
t i o n  is  a d m it te d ly  g r e a t ,  we a re  le s s  c e r t a in  
th a n  GAO t h a t  th e  s t a t u t o r y  d e a d li n e  o f 
O c to b e r 19 76  c a n n o t be m e t,  o r a t  le a s t  c lo s e ly  
a p p ro a c h e d . I t  re m a in s  to  be se en  w h e th e r o r 
n o t  o u r p la n n in g  p r o je c t io n s  c o n c e rn in g  Co n­
g r e s s io n a l a p p r o p r ia t io n s  f o r  FY 1976, vo lu m e s  
o f  a c t i v i t y ,  p r o d u c t i v i t y  and r e g is t r a n t  
c o o p e ra t io n  a re  s o u n d ."

We a g re e  w it h  EPA t h a t  many u n c e r t a in t ie s  re m a in  con ­
c e rn in g  th e  FEPCA r e g i s t r a t i o n  p ro g ra m . Ev en  i f  EPA does 
su cce e d  in  c o m p le t in g  re v ie w  a c t io n  w h ic h  is  d o u b t f u l ,  man y 
p e s t ic id e s  w i l l  n o t have  c e r t a in  r e g u ir e d  d a ta  su ch as  
2 -y e a r  fe e d in g  s tu d ie s  u n t i l  w e l l  a f t e r  th e  O c to b e r  1976 
d e a d l in e .  (See  p .  9 . )  EPA s ta te d  t h a t  i t  w i l l  g r a n t  
te m p o ra ry  r e g i s t r a t i o n  f o r  a re a s o n a b le  ti m e  to  e n a b le  
r e g is t r a n t s  to  o b ta in  th e  d a ta  f o r  th e s e  p e s t ic id e  p ro d u c ts  
Had EPA i d e n t i f i e d  and n o t i f i e d  a f fe c te d  r e g is t r a n t s  in  a 
more t im e ly  m anner,  su ch  d a ta  c o u ld  g e n e r a l ly  have  be en  
a v a i la b le  b e fo re  O c to b e r  19 7 6 .

I n  com m enting  on th e  5 -y e a r  re n e w a l p ro g ra m  EPA s ta te d

"We a g re e  w i t h  GAO's f i n d in g s ,  and a c c e p t 
t h e i r  re c o m m e n d a ti o n . We w i l l  r e in s t a t e  th e  
f i v e  y e a r re n e w a l p ro g ra m  a f t e r  c o m p le t in g  
r e r e g i s t r a t i o n ,  w it h  th e  f o l lo w in g  changes fr o m  
p a s t  p r a c t i c e :

(a )  Eac h p ro d u c t  w i l l  be r e g u ir e d  a t  th e  
ti m e  o f  re n e w a l to  mee t th e  same 
s ta n d a rd s  f o r  s u p p o r t in g  d a ta  and 
la b e l in g  as w o u ld  a new p ro d u c t  
r e g is t e r e d  a t  t h a t  t im e ;  and

(b )  Th e re n e w a l a n n iv e rs a r y  d a te  w i l l  n o t  
be  r e s e t  by am en dm en ts  a p p ro ve d  d u r in g  
th e  f i v e - y e a r  p e r io d . "
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A
? UN IT ED  ST AT ES  EN VIR ONMENTA L PR OT EC TIO N AGENCY

<

7 WA SH INGT ON . D C. 20460PRO*'

SEP 17 1975 OFFICE OF
PLANNING AND MANAGEMENT

1

M r.  H e n ry  E sch w eg e  
D ire c to r , R e so u rc e s  an d E co n o m ic  

D ev elo p m en t D iv is io n
U. S.  G e n e ra l A ccoun ti ng  O ff ic e  
W ash in g to n , DC 20 54 8

D e a r M r.  E sch w eg e :

T h is  l e t t e r  is  in  re p ly  to  y o u r l e t t e r  of  Ju ly  18,  197 5 to  
M r.  T ra in  acco m p an y in g  co p ie s  of  th e  p ro p o se d  r e p o r t  e n ti tl e d  
" F e d e r a l  P e s t ic id e  R e g is tr a t io n  P r o g r a m :  Is  It  A d eq u ate ly  
P r o te c t in g  th e  P u b li c  an d th e  E n v ir o n m e n t f ro m  P e s t ic id e  
H a z a r d s ."  We  a p p re c ia te  th e o p p o rt u n it y  to  re v ie w  an d c o m m e n t 
on  th is  r e p o r t  p r io r  to  it s  is su a n c e  to  C o n g re s s . Th e r e p o r t  
w as  v e ry  w e ll  do ne  an d w as  a g r e a t  h e lp  in  r ev ie w in g  th e  d ir e c ti o n s  
an d p r io r i t i e s  of  o u r p ro g ra m .

I am  e n c lo s in g  th e  co m m e n ts  p r e p a r e d  by th e  O ff ic e  of  th e 
D ep uty  A s s is ta n t  A d m in is tr a to r  fo r  P e s t ic id e s  P r o g r a m s  fo r  th e 
A gen cy .

If  th e re  is  any  a d d it io n a l in fo rm a ti o n  d e s i r e d , p le a s e  le t  
us kn ow .

S in c e re ly  y o u rs ,

A lv in  L . A im  
A s s is ta n t  A d m in is tr a to r  

fo r  P la n n in g  and  M an ag em en t

E n c lo su re
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UNITE D ST AT ES  ENVIR ONMENTA L PROTECTIO N AG EN CY  
WAS HING TO N.  D.C. 20460

SEP 11 1975

SU BJ EC T:

FR OM :

TO :

O P P  C om m en ts  on  D ra ft  GA O R eport  E n ti tl ed : "F e d e ra l
P e s ti c id e  R eg is tr a ti o n  P ro g ra m : Is  It A de qu at el y P ro te c ti n g  t
th e  P ubli c  and th e  E nv ir onm ent fr om  P e s ti c id e  H a z a rd s"
B-133192-----------------------------------------------------------------

Dep ut y A ssis ta n t A d m in is tr a to r g,
fo r  P e s ti c id e  P ro g ra m s  (W H- 566)  *

M al co lm  S tr in g e r
D ir e c to r,  Off ice of  Aud it (P M -2 09 )

G en era l C om m en ts :

T he  su b je c t re p o r t is  an  ex haust iv e and  g en e ra ll y  excell en t 
st udy  o f pest ic id e  re g is tr a ti o n  and to le ra n c e  se tt in g . T h e re  a re , 
how ev er , two  b ro ad  re s p e c ts  in  which  th e  E PA  m andate  and 
p ro g ra m  a re  no t fa ir ly  re p re se n te d .

F ir s t , th e re p o r t is  b ase d  on  th e  co nce pt th a t p est ic id es 
a re  re gu la te d  to  a s s u re  th e i r  e ff ec ti veness  and sa fe ty  w ith ou t 
re g a rd  to  th e cost  of  re g u la ti o n , and th a t th e re  a re  g en era ll y  
re cogn iz ed , c le a r -c u t st a n d a rd s  of ef fi cacy  and  sa fe ty .
N eit her eff ic ac y n o r sa fe ty  i s  an  abso lu te , e it h e r -o r  qua li ty .
When fi n it e  st an d a rd s  a re  s e t,  th ey  ca nn ot  be p re c is e  o r
in v a ri ab le ; th ey  se rv e  si m p ly  as  use fu l in d ic a to rs . A re g u la to ry
ag en cy , su ch  as  EPA , is  fa ced  w ith  a de m an d fo r fl oat in g
s ta n d a rd s , which  b ec om e s t r ic t e r  and m o re  ex te nsi ve  as ou r
kn ow ledg e gr ow s co ncern in g  p e s ti c id e s , th e i r  e ff e c ts , and
th e i r  en v ir onm enta l fa te . As su ch  st an d a rd s bec om e s t r ic t e r ,
co m pli an ce  bec om es in c re a s in g ly  m o re  expen si ve,  so  th a t
soc ie ty  fi nd s it s e lf  fa ce d w ith  e v e r- in c re a s in g  co s ts  to  ac hie ve
d e c re a s in g  in c re m en ts  of sa fe ty  and eff ic acy . R easo nab le
ju dgm en t m u s t be  e x e rc is e d  in  t he  de ve lo pm en t of  st a n d a rd s
and re g u la ti o n s,  b eari n g  in  m in d th e so c ia l and  ec onom ic  cost s
of re gu la ti on  t o a ll  af fe ct ed  s e c to rs  of  t he  so c ie ty . T h is  ne ed
fo r  ju dg m en t is  no t ad eq uate ly  re cogniz ed  in  t he  d ra f t re p o r t.  *

9
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T h e se co nd re s p e c t in  w hi ch  th e r e p o r t is  w ea k s te m s fr o m  
G A O 's o b se rv a ti o n  of  th e  p ro g ra m  d u ri n g  a p eri o d  of  tr e m e n d o u s 
ch an g e. G A O 's re v ie w  beg an  s h o r tl y  a f te r  th e  19 72  am en d m en ts  
to  F IF R A  b ecam e la w , and la s te d  th ro u g h  th e  po in t of  is s u a n c e  of  
ne w re g u la ti o n s  fo r v ir tu a ll y  al l a sp e c ts  of  p e st ic id e  re g u la ti o n .

, D u ri n g  th is  p e ri o d , m a jo r ch anges  ha ve  b ee n  m ad e in  o rg a n iz a ti o n ,
*  p ro c e d u re s , an d re g u la ti o n s . One  r e s u lt  of  a ll  th e s e  ch an ges

w as  so m e a p p a re n t co nf usi on on  th e  p a rt  of GAO  co n cern in g  
r e g is tr a ti o n  re q u ir e m e n ts , d e m o n s tr a te d  by  in a c c u ra te  ju x ta p o si ti o n s 
of  new and ol d m a te r ia l.  T h is  w as  m o st ev id en t in  th e  d is c u ss io n

4 of  d a ta  re q u ir e m e n ts , in  whi ch  i t  w as  ass u m e d  in c o r r e c tl y  th a t
th e  co nd it io ns  u n d e r w hi ch  c e r ta in  s tu d ie s  a re  re q u ir e d  by  th e 
new re g u la ti o n s (e ff e c ti v e  A ugu st  4 , 1 9 7 5 ) w e re  th e  sa m e  as  
th e  co ndi ti ons  of re q u ir e m e n t in  th e  p a s t.  A n oth er  r e s u lt  of  
th e  ch an ges  is  th a t s e v e r a l of  t h e  p ro b le m s id en ti fi ed  by  GAO  
ha ve bee n c o rr e c te d . W hile it  is  obvio usl y  to o so on  to  ev alu a te  
th e  s u c c e s s  of a ll  th e  ch an ge s m a d e , in  th e  in te r e s ts  of  a c c u ra c y  
th ey  sh ou ld  at  le a s t ha ve  be en  m en ti o n ed .

T h e r e m a in d e r  of th e s e  co m m en ts  a r e  d ir e c te d  to  th e  sp e c if ic  
re co m m en d ati o n s m ad e  in  th e  d ra f t r e p o r t.  B ecau se  of  c o n sid e ra b le  
o v e rl a p  am on g so m e of th e  c h a p te rs , 1he  re c o m m e n d a ti o n s,  w hi le  
id en ti fi ed  by  pa ge  an d n u m b er,  a r e  g ro uped  fo r p u rp o se s of d is c u s ­
si o n  u n d e r head in g s s u m m a ri z in g  GAO's fi n d in g s.

S pec if ic  C o m m e n ts ;

1 . D e ff ic ie n cie s in  S up po rt in g D at a 

F in d in g s:

M an y re g is tr a ti o n s  an d to le ra n c e s  a r e  su p p o rt ed  by  le s s  th an  
co m p le te  s e ts  of  d a ta , in  te r m s  of  c u rr e n t re q u ir e m e n ts . Wh en 
re q u ir e m e n ts  have ch an ged , E P A  h a s no t p u rs u ed  m is s in g  d a ta  
a g g re s s iv e ly .

R eco m m en d ati o n s:

a ) Not ify  r e g is tr a n ts  an d p e ti ti o n e rs  of  ga ps  in  su p p o rt in g  
f  d a ta , an d c an cel re g is tr a ti o n s  o r  to le ra n c e s  whe n su ch

d ata  a r e  no t su b m it te d  w ith in  a re a s o n a b le  ti m e  
(p . 2 8 , 1 an d p. 59 , 1 ).

_ b ) R e q u ir e  th e  fu ll  ra n g e  of  d a ta  to  su p p o rt  r e r e g is t r a t io n  and
J  fu tu re  re n e w a ls  (p . 2 8 , 2 ).

70 -1 34  0  - 76 - 15
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R es po ns e:

S e v e ra l st e p s ha ve  bee n ta k e n  to  c o rr e c t th is  p ro b le m . F i r s t , 
in  acco rd  w ith  th e re q u ir e m e n ts  of  am en de d FIF R A  a t Sec tion  3 (c )( 2 ) 
guid el in es  ha ve  be en  de ve lo pe d "s pe ci fy in g th e  ki nd s of  in fo rm ati o n  
w hi ch  w il l be  re q u ir e d  to  su p p o rt  th e re g is tr a ti o n  of  a p e s ti c id e .. . "  
T h e s e  g uid el in es , pu bl is he d f o r  co m m en t Ju ne  25 , 1 9 7 5 , re p re s e n t 
th e  f i r s t  sy s te m a ti c  co m pil at io n  of  re g is tr a ti o n  d a ta  re q u ir e m e n ts . 
Sec on d,  in  p re p a ra ti o n  fo r r e r e g is tr a ti o n , th e d a ta  b a se  su pport in g  
th e  sa fe ty  o f ea ch  re g is te r e d  a c ti v e  in g re d ie n t h as  bee n re v ie w ed , 
an d an y ga ps  ha ve  bee n id en ti fi ed . If  th e re  a re  ga ps  w hi ch  re q u ir e  
st u d ie s of  sh o rt  d u ra ti o n , p ro d u cts  co nt ai ni ng  an  af fe ct ed  ch em ic al  
w il l no t be  re r e g is te r e d  u nti l th e  ga p is  fi ll e d . If  m is si n g  d a ta  
re q u ir e  lo n g -t e rm  st u d ie s , af fe ct ed  pro duct s w ill  be  g ra nte d  
no n -r en ew ab le  re r e g is tr a ti o n  fo r  a peri o d  re a so n a b le  to  al low 
dev el opm en t and  re v ie w  of  t h e  m is si n g  d a ta .

If  t h e  d a ta  a re  no t su b m it te d , th e  re g is tr a ti o n s  in vo lv ed  w ill  
la p s e . If  d a ta  a re  su b m it te d , th en  th e  accep ta b il it y  of  th e  
re g is tr a ti o n  w ill  be  ju dg ed  on  th e  b a s is  of  th e  d a ta .

W hile n e it h e r th e  G uid el in es  n o r th e re r e g is tr a ti o n  p ro g ra m  
aff ect to le ra n c e s  d ir e c tl y , a n o th e r re c e n t ch an ge  w as  th e  in cl usi on  
am on g th e d a ta  re q u ir e m e n ts  fo r  re g is tr a ti o n  of  fu ll lo n g -r a n g e  
e ff e c ts  te s ti n g  w hen ev er  a  t o le ra n c e  is  re q u ir e d . Thu s m an y 
of  th e ga ps  in to le ra n c e -s u p p o rt in g  d at a w ill  be  fi ll ed  in  th e  c o u rs e  
of re r e g is tr a ti o n .

On th e ques ti on of  re q u ir in g  th e fu ll  ra n g e of d a ta  t o  su p p o rt  
r e r e g is tr a ti o n , we c o n si d ere d  an d re je c te d  th is  ap p ro ach . In 
sp it e  of  it s  ob vi ou s a tt ra c ti o n s , as  GAO po in ts  ou t e ls ew h ere  
in  th e  re p o r t,  we  a r e  fa ce d w ith  se v e re ly  c o n st ra in e d  re s o u rc e s  
an d ti m e  fo r  r e r e g is tr a ti o n . T he in d u str y , bo th  in  m an ufa ctu ri n g  
an d te s ti n g , is  s im il a r ly  c o n str a in e d . T hu s we d e te rm in ed  to  
c o n c e n tr a te  re s o u rc e s  in  th e  a r e a  of h ig h est  p ri o ri ty , wh ich  
is  p ote nti al  hu m an  h a z a rd . A do ub le  st a n d a rd  was  c re a te d  in  
th e  re g u la ti o n s,  li m it in g  th e  sc op e of  d a ta  re q u ir e m e n ts  fo r 
r e r e g is tr a ti o n  to  sa fe ty  da ta ; in cl ud in g h a z a rd  to  fi sh  and b ir d s , 
ch ro n ic  m am m ali an  eff e c ts , o n co g en esi s,  te r a to g e n e s is , and  
re p ro d u cti o n  st u d ie s;  w hi le  re q u ir in g  th e  fu ll  ra n g e  of  d a ta  t o 
su p p o rt  new  re g is tr a ti o n s .
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T he  re m a in in g  le s s  c r it ic a l ga ps  in  eff ic acy  and  en v ir o n m en ta l 
d a ta  w il l be  a d d re s s e d  in  th e c o u rs e  of  fu tu re  re n e w a ls , a t w hi ch  
ti m e  a ll  pro d u cts  w il l be  su b je c t to  a ll  d a ta  re q u ir e m e n ts  c u rr e n t 
as  of  th e  re n ew al d a te .

2 . A p p li cab il it y  of D at a R eq u ir em en ts

F in d in g s:

In e r t in g re d ie n ts  a r e  no t re q u ir e d  to  be  te s te d  as  ri g o ro u s ly  
as a c ti v e  in g re d ie n ts , al th ou gh  th ey  m ay  po se  si g n if ic an t h a z a rd s .

L it tl e  is  kn ow n ab ou t lo n g - te rm  e ff ec ts  of  ex p o su re  to  co m bin at io ns 
of  ac ti v e  in g re d ie n ts , an d th e p o te n ti a l f o r  s y n e rg is ti c  eff ects  
is  cau se  fo r  c o n c e rn .

R eco m m en d ati o n s:

a ) R eq u ir e  co m p le te  te s ti n g  of  i n e r t in g re d ie n ts  w hi ch  m ay  
p re s e n t h a z a rd s  (p . 2 9 ).

b)  C o n si d e r re q u ir in g  te s ti n g  of  p e s ti c id e s  as  m a rk e te d  (p . 2 8 , 3 ).  

R es po ns e:

T h re e  po in ts  ne ed  to  be  m ad e co n cern in g  te s ti n g  re q u ir e m e n ts  
fo r  p e st ic id a ll y  in e r t in g re d ie n ts . F i r s t ,  m an y su b sta n c e s th a t 
a p p e a r a s in e r t in g re d ie n ts  in  p e st ic id e s a re  e x tr e m e ly  co m m on  
in  o th e r u s e s  as  w e ll , an d th e r e  is  a po te n ti a l in te rf a c e  w ith  
o th e r e x is ti n g  re g u la to ry  p ro g ra m s w hi ch  m u st be  c o n si d e re d .
If  T oxic  S ub st an ce  le g is la ti o n  is  p a ss e d , it  m a y  w el l pr ov id e 
th e  m o s t a p p ro p ri a te  m e ch a n is m s fo r  re g u la ti n g  m an y su b sta n c e s 
whi ch  o c c u r as  in e r t in g re d ie n ts  in  p e s ti c id e s . T h e re  is , in  an y 
c a s e , a p o ss ib il it y  of si g n if ic an t re g u la to ry  o v e rl a p .

Se co nd , as  GAO  po in ts  ou t in  th e  r e p o r t,  fu nd in g re q u e s ts  
by  t h e  O ff ic e of  P e s ti c id e  P ro g ra m s  fo r a g e n e ra l st u d y  o f in e r t 
in g re d ie n ts  in  p e s ti c id e s  ha ve  been  re p e a te d ly  den ie d .

r
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F in a ll y , th e  Age nc y h as  th e  a u th o ri ty  t o re q u ir e , on  a c a s e -b y -c a s e  
b a s is , te s ti n g  of in e r t in g re d ie n ts  whi ch  m a y b e  h a z a rd o u s . T his  
a u th o ri ty  ha s be en  e x e rc is e d  fr e q u e n tl y , and  du ri n g  ju s t th e  p ast  
si x  m o n th s,  in  co nn ec tion  w ith  th e  fo llo w in g in e r t in g re d ie n ts , 
am on g o th ers :

£-h y d ro x y b en ezen esu lf o n ic  ac id -f o rm ald eh y d e co nd en sa te  
and  it s  so di um  s a lt

co p p er ph th al oc ya ni ne
di ph en yl  ox id e su lf onat e
so di um  xy le ne  su lf onat e
so di um  1,  4 -d ic y clo h ex y ls u lf o su ccin ate
so di um  1 , 4-h ex y ls u lf o su c c in a te
so di um  1,  4 -d ii so b u ty ls u lf o su c c in a te
so di um  1 , 4-d ip en ty ls u lf o su ccin ate
so di um  1,  4 -d it ri d e c y ls u lf o su c c in a te
do de cy lb en ze ne
N -m e th y l- 2 -p y rr o li d o n e

A s fo r co n si d eri n g  a re q u ir e m e n t fo r te s ti n g  p ro duct s as  
m a rk e te d , r a th e r  th an  si m p ly  th e i r  in di vid ual  in g re d ie n ts , we 
di d c o n sid e r th is  in  th e  dev el opm en t of  th e new  re g u la ti o n s and 
g u id e li n e s . C e rt a in  te s ti n g  re q u ir e m e n ts  of  t he re g u la ti o n s,  
p a r ti c u la r ly  st u d ie s of  ac ut e e ff e c ts , ca n on ly  be  sa ti sf ie d  
by  t e s ts  p erf o rm ed  on th e fo rm u la te d  p ro d u ct.  We re je c te d  th e 
a p p ro ach  th a t a ll  re q u ir e d  sa fe ty  te s ti n g  be  p e rf o rm ed  on  th e 
fo rm u la te d  pro duct , b ecau se  of  th e aw es om e ec on om ic  im p a c t 
th a t wo uld  r e s u lt . C om pl ia nc e w ith  su ch  a re q u ir e m e n t,  b ecau se  
of  l im it e d  te s ti n g  f a c il it ie s , wo uld ta ke y e a rs , and wo uld  co st  
s e v e r a l b il li o n s of  d o ll a rs .

It  is  a ls o  w or th  po in ting  ou t in  th is  co nte xt  th a t co m bi na ti ons 
of  in g re d ie n ts  in  fo rm u la te d  p ro d u cts  a re  by  no m ean s th e  on ly  
co m bin at io ns of  p e st ic id e  ch e m ic a ls  to  which  m an  an d th e e n v ir o n ­
m e n t a re  ch ro n ic a ll y  ex pose d. A s so on  as  a p e st ic id e  is  re le a s e d  
in to  th e  en v ir o n m en t,  co m pl ex  p ro c e s s e s  of  ch em ic al co m bi na ti on 
an d tr a n sfo rm a ti o n  beg in . A s is  st a te d  in  th e N at io na l A ca de m y 
of  Sci en ce s 19 75  publi ca ti on , P ri n c ip le s  fo r E val uat in g C h em ic als  
in  th e  E n v ir o n m en t, " th e re  a r e  so  m an y d if fe re n t p o s s ib il it ie s  fo r 
p o te n ti a l in te ra c ti o n s  th a t it  is  u n re a li s ti c  to  de m an d th a t al l 
of  th em  be  te s te d  in  ad van ce . " In g e n e ra l,  th e s ta te  of th e 
a r t  is  no t de ve lo pe d to th e po in t of co nf id en t p re d ic ti o n  an d d ete ction  
of in te ra c ti o n s . G ra n ti n g  th a t p re s e n t kn ow le dg e is  ca u se  fo r 
c o n c e rn , u nti l m o re  is  kno wn  ab ou t m ec h a n is m s of  in te ra c ti o n , 
it  is  d if fi cu lt  to  d e te rm in e  w ha t re g u la to ry  o r  te s ti n g  re q u ir e m e n ts  
wo uld be  m o st e ff ec ti v e .



APPENDIX I APPENDIX I

3 . L ab eli n g  D efi c ie n cie s 

F in d in g s:

M an y la b e ls  do no t m e e t re q u ir e m e n ts , an d whe n la b eli n g  
re q u ir e m e n ts  ha ve  ch an ged , E PA  h as  no t p u rs u ed  co m pli an ce  
a g g re s s iv e ly .

R eco m m en d ati o n s:

E s ta b li s h  p ro c e d u re s  to  e n su re  th a t a ll  p e s ti c id e s  a re  ad eq uat el y  
la b e le d , w ith  c o n si d e ra ti o n  of:

(a ) L ab el  re v ie w e r c h e c k li st s

(b ) F oll ow -u p  on  fi n a l p ri n te d  la b eli n g  whe n r e g is tr a ti o n  is  
g ra n te d  pe nd in g it s  su b m is si o n

(c ) M or e em p h a sis  on  upgra ded  re fe re n c e  co m pen dia

(d ) F oll ow -u p  re v ie w  of  aff ec te d  p ro duct  la b e ls  whe n 
re q u ir e m e n ts  ch an ge  (p . 4 2 ).

R es po ns e:

M an y ch an ges  hav e bee n m ad e in  th e c o u rs e  of p re p a ri n g  fo r 
r e r e g is tr a ti o n  w hi ch  sh ould  r e s u lt  in  c o rr e c ti o n  of m o st  
c u rr e n t la b eli n g  p ro b le m s id en ti fi ed  by  GA O.  M os t im p o rt a n t 
is  th e b at ch  ap p ro ach  to  r e r e g is tr a ti o n , w hi ch  h as  th e  fo llo w in g 
c h a r a c te r i s ti c s :

(a ) B efo re  r e r e g is t r a t io n  ap p li cati o n s a re  so li c it e d  fr o m  th e 
r e g is tr a n ts , E P A  re v ie w s a g ro up  of  p ro d u cts  s im i la r  in  
c h e m is tr y  an d u s e .

(b ) T h is  re v ie w  c o n sid e rs  th e su ff ic ie n cy  of  su p p o rt in g  d a ta , 
th e u se  c la s s if ic a ti o n , re q u ir e d  p re c a u ti o n a ry  s ta te m e n ts , 
and an y re q u ir e d  ch an ges  in  o th e r la b eli n g  e le m e n ts .

(c ) T he p ro d u ct of  th is  re v ie w  is  a "L ab el  G ui da nc e P ack ag e" , 
sp ecif ic  to  th e  p a r ti c u la r  b a tc h , it e m iz in g  la b e l te x t and  
fo rm a t re q u ir e m e n ts .
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(d ) T h e L ab el G ui da nc e P ack ag e fo r ea ch  bat ch  w il l be  se n t 
to  al l re g is tr a n ts  of  af fe ct ed  p ro d u cts , to  ai d th em  in  
de ve lo pi ng  ac ce p ta b le  la b e ls  fo r su b m is s io n .

(e ) T he  L ab el G ui da nc e P ack ag e w ill  a ls o  be  pr ov id ed  to  th e  
re v ie w e rs  to  u se  as  a re f e re n c e  s ta n d a rd  in  co n si d eri n g
ap pli cati o n s fo r p ro d u cts  in  ea ch  b a tc h . V

A n oth er  si g n if ic an t ch an ge  h as  bee n m ad e in  th e re g u la ti o n s,  
whi ch  now  re q u ir e  su b m is si o n  of  fi n al p ri n te d  la b eli n g  p ri o r to
accep ta n ce  of  th e appli ca ti on , w h eth er fo r  new  o r  am en de d £
re g is tr a ti o n . T h is  sh ou ld  e li m in ate  a lt o g e th e r th e  pro ble m  
a d d re s se d  by  G AO 's se co nd re co m m en d ati o n .

4 . T o le ra n c e -s e tt in g  C r it e r ia  

F in d in g s:

In te ri m  to le ra n c e s  ha ve  bee n g ra n te d  in  th e ab se n ce  of co m ple te  
d a ta  on  sa fe ty  and on  re s id u e s , whe n a ques ti on  of sa fe ty  w as  
kno wn  to  e x is t.

P e rm a n e n t to le ra n c e s  fo r c e r ta in  ch em ic als  ha ve  be en  gra n te d  
su ch  th a t to ta l d ie ta ry  ex p o su re  m ay  p o te n ti a ll y  ex ce ed  th e  e st ab is h ed  
A cce pta ble  D ai ly  In ta ke.

R e g is tr a ti o n s  ha ve  been  g ra n te d  fo r so m e foo d o r  fe ed  u s e s  
in  th e  ab se n ce  of  re q u ir e d  to le ra n c e s .

R eco m m en d ati o n s:

(a ) E val uat e to ta l hu m an  ex p o su re  to  ea ch  p e st ic id e  re s id u e  
to  e n su re  th a t to ta l re s id u e s  do no t ex ce ed  th e  A cc ep ta ble  
D ai ly  In ta ke  (p . 59 , 2 ).

(b ) P e ri o d ic a ll y  re v ie w  al l to le ra n c e s  and  re v is e  as  n e c e s s a ry .

(c ) E valu ate  th e ne ed  fo r in te ri m  to le ra n c e s , an d if  th ey  a re  
e s s e n ti a l,  pro vi de  guid el in es  fo r th e ir  est ab li sh m en t
(p . 79 , 1). \

(d ) C an ce l re g is tr a ti o n s  of  foo d o r  fe ed  u se s  fo r whi ch  no 
to le ra n c e s  e x is t (p . 79 , 2 ).

r
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R es po ns e:

GA O's c r it ic is m s  a r e  w el l- fo unded , an d we  a re  v e ry  m uc h 
co n ce rn ed  ab ou t to le ra n c e -s e tt in g  p ro b le m s. In  th e  re c e n t p ast  
o u r em p h asi s on  th e  im p le m en ta ti o n  of  FIF R A  h as al lo w ed  fo r 
in su ff ic ie n t a tt en ti o n  to  th e  p ro b le m s id en ti fi ed  h e r e . Now th a t 
th e  n e c e s s a ry  re g u la ti o n s fo r r e g is tr a ti o n  ha ve  been  pro m u lg ate d , 
we  ca n tu rn  m o re  of  o u r  at te n ti o n  to  re v ie w  of  th e  to le ra n c e  
re g u la ti o n s an d p ro c e d u re s , to re a s s e s s m e n t of  to le ra n c e s  a lr e a d y  
re g u la te d , an d to  a c o m p re h en si v e  ev al u ati o n  of  th e  w ho le sc ie n ti fi c  
b a s is  fo r to le ra n c e  s e tt in g . We accep t an d w ill  im p le m en t GAO's 
re co m m en d ati o n s in  th is  a r e a .

5 . R e so u rc e  D efi cie n ces

F in d in g s:

E P A 's  w ork lo ad  in c r e a s e s  ha ve  outp ac ed st a ff  an d fu nd ing 
in c re a s e s ;  r e s o u rc e s  a re  now in adeq uate  to  c a r r y  ou t re s p o n s ib il it ie s

E P A  h as m ov ed  sl ow ly  t o  im p le m en t th e re r e g is t r a t io n  p ro v is io n s 
of  am en de d F IF R A , an d th us w ill  no t m e e t th e s ta tu to ry  d ead li n e.

R eco m m en d ati o n s:

D ete rm in e  an d p re s e n t to  C o n g re ss  A ge nc y n eed s bo th  to  m eet 
th e  dea dli ne fo r  r e r e g is t r a t io n  an d to  c a r r y  ou t th e  fu ll  p est ic id e  
p ro g ra m  eff ecti v ely  an d eff ic ie n tl y  (p . 9 1 - 9 2 , 1 ).

R es po ns e:

W hile  th e w ork lo ad  b u rd en  of  r e r e g is tr a ti o n  is  ad m it te d ly  
g re a t,  we  a r e  le s s  c e r ta in  th an  GAO  th a t th e  s ta tu to ry  d ead li ne 
of  O cto b er 1976  ca nno t be  m et,  o r  at  le a s t c lo s e ly  ap p ro ach ed .
It  re m a in s  to  be  se e n  w h eth er o r  no t o u r pl an ni ng  p ro je c ti o n s 
co ncern in g  C o n g re ss io n a l a p p ro p ri a ti o n s fo r FY  1 9 7 6 , vol um es  of  
ac ti v it y , p ro d u cti v it y  an d re g is tr a n t co o p era ti o n  a re  so un d.

A s fo r re s o u rc e  n eed s a f te r  th e w or klo ad  pe ak  of  r e r e g is tr a ti o n  
is  p a st , we a r e  a c ti v e ly  w or ki ng  on  p ro je c ti n g  th e m , an d w ill  
c e rt a in ly  b ri n g  th em  to  th e  a tt en ti o n  of  C o n g re ss .
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6 . R en ew al  P ro g ra m  D efi c ie ncie s 

F in d in gs:

T he fi v e -y e a r re new al p ro g ra m  has be en  in eff ec ti ve , and ha s 
con tr ib u te d  to  defi c ie ncie s in  l abe li ng  an d su pport in g  d a ta . 

R ecom m endati ons:

A ft e r co m ple tion of  re r e g is t ra t io n , re in s ta te  fi v e -y e a r 
re n ew a ls  (p . 91 -9 2,  2) .

R esp onse :

We ag re e  with  GAO's fi ndin gs,  and acce pt th e i r  re com m endati on . 
We w il l re in s ta te  th e  fi ve  y e a r re new al p ro g ra m  a ft e r co m ple ting 
re r e g is t r a t io n , w ith  t he  fo llow in g ch an ge s fr o m  p ast  p ra c ti c e :

(a ) E ac h pro duct  w il l be  re q u ir e d  at th e ti m e of  re new al to  m ee t 
th e  sa m e s ta n d a rd s  fo r  su pport in g  d a ta  and la beli ng  as 
wo uld  a  new  pro duc t re g is te re d  at  th a t ti m e ; and

(b) The  re new al a n n iv e rsa ry  d at e w ill  no t be  r e s e t by  am en dm en ts  
ap pr ov ed  duri ng  t he  f iv e -y e a r peri od .

---------
Edw in  L . Jo hns on

1

I
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
O F F IC E  OF T H E  S E C R ETA R Y  

W A S H IN G T O N . O .C . 20201

SEP 1 ? W5

Mr. Gregory J. Ahart 
Director, Manpower and 
Welfare Division 

United States General 
Accounting Office 

Washington, D.C. 20548 

Dear Mr. Ahart:
The Secretary asked that I respond to your request for 
our comments on your draft report to the Congress entitled, 
"Federal Pesticide Registration Program: Is it Adequately 
Protecting the Public and the Environment from Pesticide 
Hazards." They are enclosed.
We appreciate the opportunity to comment on this draft 
report before its publication.

Sincerely yours

John D. Young 1/
Assistant Secretary, Comptroller

Enclosure
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DEPARTMENT COMMENTS ON THE DRAFT GAO REPORT TO CONGRESS ENTITLED
"FEDERAL PESTICIDE REGISTRATION PROGRAM:
IS IT ADEQUATELY PROTECTING THE PUBLIC AND
THE ENVIRONMENT FROM PESTICIDE HAZARDS?"

GAO RECOMMENDATION:
The Secretary, HEW, through the Commissioner, FDA, (should) expand 
its market surveillance program so that over a period of years all 
pesticides with tolerances are tested for in the surveillance program.
DEPARTMENT COMMENT:

We do not concur with the proposed expansion of the pesticide 
surveillance program at this time. In essence, we do not believe 
there is a significant need for surveillance of all pesticides since 
there are means other than residue testing for ensuring the safe use of 
pesticides and our current assessments of the total food supply do 
not indicate the presence of excessive pesticide levels.
In assessing FDA's surveillance program, it is essential to understand 
that the control of pesticides in food encompasses more than merely 
testing samples of food for the presence of Illegal residues. The 
relationship of good agricultural and manufacturing practices to the 
regulatory control of pesticides in food is an equally, if not more 
important consideration. It is generally recognized that if food is 
treated with a pesticide in a manner consistent with its labeled 
directions, there is only a very remote possibility that violative 
levels of residues would occur. It is for this reason that FDA,
EPA, State and local agencies conduct establishment inspections 
to make certain that pesticides are being properly used.
This preventive approach of FDA and EPA has been augmented by a 
Memorandum of Understanding on Pesticide Enforcement which was published 
in the Federal Register of June 12, 1975. Among other things, this 
cooperative agreement calls for EPA to immediately notify FDA
whenever that agency encounters an incident of pesticide misuse in 
which food may be Implicated and provides for the coordination of the 
agencies' Investigation and surveillance of pesticide practices. 
Similarly, officials of most State and local agencies advise FDA of 
improper pesticide practices encountered in their inspections. In 
addition, USDA, EPA, FDA and State extension agencies have on-going 
educational and advisory programs for the agricultural community and the food Industry regarding the safe and proper use of paatlcldas la 
food production.
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A d d i t i o n a l l y ,  we do  n o t b e l i e v e  t h a t  th e  re co m m en de d a c t i o n  i s  
com m ensu ra te  w i th  th e  r e l a t i v e  s e r i o u s n e s s  o f p e s t i c i d e  r e s id u e s  in  
fo o d . Ea ch  / e a r ,  FDA s a m p le s  a b o u t 70 0 0 -8 0 0 0  s h ip m e n ts  o f  fo o d  and  
f e e d  f o r  p e s i c i d e  r e s i d u e s .  As i n d i c a t e d  in  th e  GAO r e p o r t ,  l e s s  
th a n  3% o f  t  le s e  s h ip m e n ts  c o n t a in  r e s id u e  l e v e l s  in  e x c e s s  o f  
e s t a b l i s h e d  t o l e r a n c e s .  The  in c id e n c e  o f  p e s t i c i d e  r e s i d u e s  in  m ost  
raw  a g r i c u l t  i r a l  c o m m o d it ie s  i s  g e n e r a l l y  o f  a  low o r d e r  an d  t h e i r  
l e v e l s  a r e  f r e q u e n t l y  w e l l  be lo w  e s t a b l i s h e d  t o l e r a n c e s .  In  a d d i t i o n ,  
th e  r e s u l t s  o f  th e  FDA t o t a l  d i e t  s t u d i e s  e a c h  y e a r  f o r  th e  p a s t  10 
y e a r s  i n d i c a t e  th e  c o n s u m e r 's  a v e r a g e  d a i l y  d i e t a r y  i n t a k e  f o r  o v e r  
90  o f  th e  m or e p e r s i s t e n t  an d  t o x i c  p e s t i c i d e s  ( o r  t h e i r  m e t a b o l i t e s )  
i s  w e l l  w i th in  a c c e p t a b l e  d a i l y  i n t a k e  l i m i t s  e s t a b l i s h e d  f o r  th e s e  
p e s t i c i d e s  bv  th e  W or ld  H e a l th  O r g a n iz a t io n  and  th e  Foo d A g r i c u l t u r a l  
O r g a n iz a t io n  o f th e  U n it e d  N a t io n s .

I t  i s  a ck n o w le d g ed  t h a t  th e  p r e s e n t  FDA S u r v e i l l a n c e  P ro g ra m  and  th e  
T o ta l  D ie t S tu d i e s  p la c e  e m p h a s is  on  o r g a n o c h lo r in e  and  c e r t a i n  
o rg a n o p h o s p h a te  p e s t i c i d e s  and  c h lo ro p h e n o x y  a c i d  h e r b i c i d e s ,  and  th e  
ab o v e  f i n d i n g s  p r i m a r i l y  r e l a t e  to  t h e s e  p e s t i c i d e s .  H ow ev er,  th e s e  
p e s t i c i d e s  a r e ,  o r  h av e  b e e n  w id e ly  u s e d , and  th e y  a r e  p e r s i s t e n t  
in  th e  e n v ir o n m e n t an d  b io a c c u m u la te  in  l i v i n g  o rg a n is m s  su ch  t h a t  
t h e i r  r e s i d u e s  o c c u r  in  m i lk ,  e g g s  an d  m e a t.  T h e r e f o r e ,  t h e s e  f i n d i n g s  
s h o u ld  s e r v e  a s  an  i n d i c a t i o n  o f  th e  r e l a t i v e  s e r i o u s n e s s  o f  th e  
o v e r a l l  p e s t i c i d e  r e s id u e  p ro b le m . FDA b e l i e v e s  t h a t  on  th e  b a s i s  
o f  t h e  f i n d i n g s  f o r  th e s e  p e s t i c i d e s ,  t h e r e  i s  l i t t l e  re a s o n  to  e x p e c t 
t h a t  r e s id u e s  o f  l e s s  p e r s i s t e n t  p e s t i c i d e s  a r e  o c c u r r in g  to  any  
s i g n i f i c a n t  d e g re e  a t  v i o l a t i v e  l e v e l s  in  th e  n a t i o n 's  fo o d  s u p p ly .
T h is  c o n c lu s io n  i s  f u r t h e r  s u p p o r te d  by  th e  f a c t  t h a t  in  f i s c a l  y e a r  
1974 , FDA exam in ed  a p p r o x im a te ly  50 0 s e l e c t e d  fo o d  s a m p le s  f o r  32 
p e s t i c i d e s  o t h e r  th a n  th o s e  n o t r e c o v e r e d  by  a n a l y t i c a l  m eth ods 
em plo yed  in  th e  r o u t i n e  s u r v e i l l a n c e  p ro g ra m  an d o n ly  4 sa m p le s  w ere  
fo u n d  to  c o n t a in  r e s id u e s  ab o v e  t o l e r a n c e .

In  su m m ar y,  we b e l i e v e  t h a t  a c o m p re h e n s iv e  a s s e s s m e n t o f  th e  r e g u l a t i o n  
o f  p e s t i c i d e s  d o e s  n o t s u p p o r t  th e  n eed  f o r  th e  p e r i o d i c  t e s t i n g  o f 
a l l  p e s t i c i d e s  t h a t  h av e  t o l e r a n c e s .  A lt h o u g h  i t  m ig h t be  r e a s s u r in g  
to  e x te n d  t e s t i n g  to  p e s t i c i d e s  t h a t  h av e  a lo w t o x i c i t y ,  r a p id  
d i s s i p a t i o n  r a t e s  o r  a s m a l l  vo lu m e o f  u s a g e ,  we do  n o t f o r e s e e  an y 
s i g n i f i c a n t  b e n e f i t  to  th e  p u b l i c  t h a t  w ould  j u s t i f y  th e  a d d i t i o n a l  
c o s t s  o f  th e  e x p a n s io n .
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CAO. RECOMMENJATION:

The S e c r e t a r y ,  HEW, th ro u g h  th e  C o m m is sio n e r,  FDA, [s h o u ld ]  c o o r d in a te  
w it h  EPA on  a l l  f u t u r e  e f f o r t s  to  sam p le  p e s t i c i d e  r e s id u e s  i n  fo o d .

DEPARTMENT COMMENT:

We a g r e e  w i th  t h i s  re c o m m e n d a ti o n . In  f a c t ,  th e  J u n e  12 , 19 75  
Memorandum  o f  U n d e rs ta n d in g  on  P e s t i c i d e  E n fo rc em en t c o n ta in s  p r o v i s io n s  
a lo n g  th e s e  v e ry  same l i n e s .  A c c o r d in g ly , i t  i s  FD A's i n t e n t i o n  to  
f o r m a l ly  r e q u e s t  t h a t  EPA re v ie w  a n d  co mm ent on  th e  sc o p e  an d  o v e r a l l  
a d e q u a c y  o f  th e  FDA s u r v e i l l a n c e  p ro g ra m  and  t o t a l  d i e t  s t u d i e s  
i n c lu d in g  th e  ty p e s  o f  fo o d s  and  p e s t i c i d e s  c o v e re d  by  th e s e  a c t i v i t i e s .  
FDA w oul d th e n  m o d if y  th e s e  p ro g ra m s a s  a p p r o p r i a t e ,  b a se d  on  EPA 
s u g g e s t i o n s .
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PRINCIPAL OFFICIALS OF EPA AND HEW RESPONSIBLE 
FOR AC TIV ITIES DISCUSSED IN THIS REPORT

T en u re  o f  o f f i c e
Fro m To

EPA (n o te  a)

ADMINISTRATOR:
R u s s e l l  E . T ra in S e p t . 1973 P r e s e n tJo hn  R. Q u a r le s , J r .  ( a c t in g ) Au g. 1973 S e p t . 1973R o b e rt  W. F r i  ( a c t in g ) Apr . 197 3 Au g. 197 3W il li am  D. R u c k e ls h a u s Dec . 1970 A p r. 1973

ASSISTANT ADMINISTRATOR FOR
WATER AND HAZARDOUS MATERIALS:

Ja m es  L . Agee Aug. 1974 P r e s e n tJa m es L. Ag ee ( a c t in g ) A p r. 1974 Au g. 1974
ASSISTANT ADMINISTRATOR FOR

HAZARDOUS MATERIALS CONTROL
(n o te  b ) :

C h a r le s  L . E lk in s  ( a c t i n g ) O c t. 197 3 Apr  . 197 4D av id  D. D om in ic k Ju n e 197 1 S e p t . 1973
ACTING COMMISSIONER OF PESTICI DES:

Raymon d E.  Jo h n so n D ec . 1970 May 1971
DEPUTY ASSISTANT ADMINISTRATOR

FOR PESTICIDES PROGRAMS:
Ed win L . Jo h n so n Mar . 1975 P r e s e n tEd win  L.  Jo h n so n  ( a c t in g ) Dec . 1974 M ar . 19 75D r.  Hen ry  J .  Kor p ( a c t i n g ) O c t. 197 4 D ec . 197 4D r.  H en ry  J .  Korp Dec . 1972 O c t. 1974D r.  W il li am  M. U pho lt May 1971 D ec . 197 2

HEW (n o te  a)■
SECRETARY OF HEALTH, EDUCATION,

AND WELFARE:
D av id  Math ew s Aug. 1975 P r e s e n tC asp ar W. W ein be rg er Feb . 1973 Au g. 1975F ra nk  C. C a r lu c c i  ( a c t in g ) J a n . 197 3 F e b . 1973E l l i o t  L.  R ic h a rd so n Ju ne 197 0 J a n . 1973R o b e rt  H. F in ch J a n . 196 9 June 1970W il bur J .  Co hen M ar . 1968 J a n . 1969Jo hn  W. G ard ner Au g. 1965 Mar . 1968
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T enure  o f o f f i c e  
From  To

ASSISTANT SECRETARY FOR HEALTH:
T heodore  Coo pe r May '1975 P re s e n t
T heodore  Coo pe r ( a c t in g ) J a n . 197 5 May 1975
C h a r le s  C. Ed wards Mar . 197 3 J a n . 1975
R ic h a rd  L. S eg g e l ( a c t in g ) Dec . 197 2 M ar . 1973
M e rli n  K. D uva l,  J r . J u ly 1971 D ec . 1972
R og er  0 . E geb er g J u ly 196 9 J u ly 1971
P h i l i p  R. Lee No v. 1965 Feb . 196 9

COMMISSIONER, FOOD AND DRUG
ADMINISTRATION:

A le x a n d e r M. S ch m id t J u ly 197 3 P re s e n t
S herw in  G ard ner ( a c t in g ) Mar . 197 3 J u ly 197 3
C h a r le s  C. Ed war ds Feb . 1970 Mar . 1973
H e rb e r t L.  L ey , J r . J u ly 19 68 D ec. 1969
Ja m es  L.  Goo da rd J a n . 1966 Ju ne 1968
W in to n B. R an kin g ( a c t in g ) D ec. 1965 J a n . 1966

a A ll  p e s t i c i d e  f u n c t io n s  in  th e  D epart m en t o f A g r ic u l tu r e  
an d th e  p e s t i c i d e  t o l e r a n c e - s e t t i n g  f u n c t io n  o f  HEW w er e 
t r a n s f e r r e d  under  R e o rg a n iz a t io n  P la n  No . 3 of 197 0 to  
EPA on  De cemb er 2 , 19 70 .

b B e fo re  J u ly  24 , 1973, th e  t i t l e  of  t h i s  p o s i t i o n  was 
A s s i s t a n t  A d m in is t r a to r  f o r  C a te g o r ic a l  P ro g ra m s.
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