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CLEARY, GOTTLIES, STEEN & HAMILTON
1250 CONNECTICUT AVENUE, N. W,
WASHINGTON, D. C. 200216

203 838-3000

August 28, 1979

MEMORANDUM POR AIHC

Re: Status Rectort

This memcrandum will describe briefly and indicate the

status of proposad regulations, raporis anc.gpendin
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designed to identify and control sutstances which present a human

carcinegenic risk or risk of other chronic nealth eZizcts. The

e.g. sacchazin.

The chanrcges from the June szatus report will ze identifisad

I. ZRecgulatory Council.

Council compesed of deparitments and agencies with regulatory
functicns. The purpose cf the Council was to manacge the reagulazory
prceecess mere effectively.,

The first act of the Council was to puklish a calenéar

of Feceral Regulations, 44 Ted. Ree. 11383, Tehruary 28, 1979.

In Jure the Council announced chat the Frasident had
asked the Council to cdeveliop a national policy frzmework for car-

cincgen raculation. The Council is ccosersating with the IRLEG
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agencies in preparing that national

IRLG Report.

policy, building on the

A status report to the President originally due

July 31st has been extended with real due date unknown.

The Council is also preparing a manual Zor benefit

analysis, emphasizing health safety

and environmental requlation.

The Council is also studying cost analvsis and consider-

~ing whéther some central source of information ¢n gevermental

cost analysis should be established.
Finally, the Council will

tivas to the traditional regulator
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not join in such a publication for comment because the issues
had been addressed in the hearing on the generic cancer policy.
The Report was published for comment on July 6, 1979, 44 Fed.
Reg. 39858. Comments are due September 30, 1979.

The AIEC Scientific/Alternatives Committees have com-
cleted a draft of comment for review on the Report. That draft
cemment has Zeen circulated to members for review and has been
widely distributed to asscciation members, government agencias

and scientisis in academic institutions.

crcrosed water guality criterie for priority pollutants., C2sC
has also zanncunced its intention tc use the IRLE Rezort.

ITI. Toxic Substances Strztecgv CGrouc

cegulatory agencies and ressearch agenciss 2né chaired by CI¢ o
advise the President on strategies for controli of toxizs substances.
Cne of its tasks was to develcp & naticral cancer zfolicv. The

éeacdline Zor the gublication of that naticnal peclicy was lecentcer

arlier this month the Council on Zavironmentzl
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Qualizy rsieasad a Reporkt to the 2President v :the Toxic Substances

Strategy Commiitee on cancer golicy. Commencs ace Sue Septamber

3
"
n
.

30, 1979, The ARIC Scisntific Commititee is gprararing comme

B. Requlaterv Acencises
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potential occupational carcinogenic risk. (42 Fed. Reg. 54148).
That proposed regulation would establish criteria to determine
whether a substance presented a carcinogenic risk and, depending
on the category in which the substance was placed in the scheme,
would also determine what the regulatory response would be.
Status. The hearing record closed cn September 13,1978.
In the calendar of regulations published by the Regulatory Council
the date for publication of a £inal regulation was given as May
1979. Informal indications are that a éraft of the regulation
(anéd praamble) is being circulateé Zor raview within the zgency.

The 3NA Envizconmental Regoriter recently published 2 story indicating

1]

that Dr. Bingham has fixed early September as the publication date.
X

king indicates that the earliest likely <dazs for pubkli-

ad certiorari in that case and has agraed
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(1) %hether OSHA is recuired to Zind that. the
cests of the regulation are reasonably
justified by the tenefics;

{2} Whether OSEA may rely on "old" evidence when
new evidence is rgedily available to the

agerncy.
The benzene case has been sat dcwn for argument in

Cctober. Cecision is sxpected in January/Tebruary 1280.
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l. On March 20, 1979 the Food and Drug'Administration
issued a proposed rule under the so-called DES Proviso to the
Delaney Clause (44 Fed. Reg. 17070).. The regulations establish
criteria and procedures for evaluating residues from animal drugs
or food additives found in meat and food products produceéd by
animals (e.g. eggs). The preamble to the regulation descrikes

the criteria for the determinaticn whether the resicdue substance

SO

is a carcinogen under the Delaney Clause. The Ccmmissicner 2
gives the rzasons why he has decided t9o abandon the Mantel-3ryan
mathematical medel for 2xtrapolaticn o low deses and to adept

in i%s place the much more conservative linear-through-zerc model
oé ex=rapolation. DA also explains why a lifetime risk ¢f 1

in a millicn calculateé by that mecdel imposes no a2ddicicnal cancer
risk to man.

Status. Thers was 2 hearine cn June 21 anc 22, 1979
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The Society of the Plastics Incdustry, Inc. and tie Animal..

Bealth Institute were also particigants at the hearing.
On August 4 there was an informal hearing at which Dr,

s a withess offerad ©

1]

Rotert A. Neal of Vanderbilt testilizd

4]

AIZC (Dr. Neal haé been unable to appezr at the June hearing).

1579. Drzf: AIZSC comments have Seen cizculated to the 2oard,
the Scientific Committze and the legal Commitzae.
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Additional Information.

On March 20, 1979, FDA an-

nounced the availability of a "Draft Guideline Describing Decision-

making Criteria used by the Burecau of Drugs When a Member 65 a

Class of Drugs Used in Bumans is Determined to be a Known or

Possible Carcinogen in Humans or Animals."”

In
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NREC case.

water cualitvy criteria

Water quality criteria when effactive s
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The criteria will be used by

an interlocutory decision in the cyclamate case
Donald Kennedy on June 26, 1979 (nis last éav in
the case back to the law judge to consider the

determining whether 2n animal test was

-
-

suggested the law jucce censider dual
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ce level for 2 negazive ceniidence
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The prezmbls sets out methoedolegy for
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numan health risk cualitacively ané guantitacively.

IRLE nmetlhodology was usad.
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Status. Comments were due June 13, 1979. (44 Fed.
Reg. 23570, April 20, 1979). AIHC filed comments on June 13, 1878.

Since June additional criteria have been issues., CMA
is taking the lead in reviewing and commenting on these criteria.

2. §112 of the Clean Air Act. For over a year EPA
has been werking on regulations to identify and ccntrsol hazardous
pollutants under §112. In July EPA released a prepublicatien
draft of its plan for control of substances presenting a carcino-
genic hazard. 3ZPA's regulatery plaﬁ includas the Iollicwing three
elements:

(1) The Interim Preccedurss and Guidelines Zor

Decermining Eealth Risk oI Suspected Car-
cinogent. 41 Fa2d. Reg. 21402, May 25, 1g76.

(2) A Proposad Regulaticn establishing the criteriz
and EPA's Proposeé Procedure for identifving
anéd Listing a Subszance Presenting a Pctential
Cancer Risk as a2 Hazardous.Substance Under §11i2.

(3} An advanced nctice of prorcsed rulemaking setting
forth a Generic Work Practices Standarg Applicable
to Volatile Organics f£or Centrzol cf Tugitive Leaks
and Spills. This gereric work practice wculd =
propesed as a rule wWhenever a substance is listad

unéer §ll12.

[Q]

PA is under a cour: order in a suit brought dy ZIDF Lo

ublish these regulatons and the deadline has passed. EZ2A earlier
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ed the generic work practices standacd and AIZC has testi-

h
o1

ied on that subject.

Status. By letter datad August 6, 1979 AIZC objacted
to the provosad regqulation ané reguesting a meeting with Administra-
tor Ccstia. A meeting with ofificials frcm RT? has teen arcancged

for Septamfer. No data has yeht been fixad for a meeting wit
s Y q
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Publication of the proposed regulation is uncertain
and appears unlikely in the next 60 days.

EDF in an effort to speed the regulation has sent a
letter to EPA announcing its dissatisfaction with the delay con
the cancer policy and its intention to reopen the suit to compel
a decision cn new vinyl regulatons.

These regulaticns are expected to ke very impcrtant
and AIHC will %ake a very active role.

3. Testing Guidelines. On August 22, 1978, EZA
published prorosad test guidelines for registering pesticides

under FIFRA, including guidelines Zor mutagenicity tests.

43 Ted., Rec. 37336. On May 3, 1879, ZPA z=udished preogposed
i8C. &S
Gecod Laekoratory Practice Stancdards for Eealcth Tifects under TSCA

Ted, Reg, 27334. On July 26, 1979, IPA subliished

andarés for TSCA T2st Rules, in-
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cluding stancdards Zor mutagenicity. 34 red. Rec. 44034,

Status, In the July 1979 puklication E2A in =2fZsct

mments on all three documents. Comments are due
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1979. A public "mesting
on October 13th ané 1§th.

CMA is taking the lead in cocmmenting con the test stand-
ards and G.L.?. starndards. The AIEC Mutagenicity Task Grow is
preparing comments on mutagenicity test standards which will be
incerporatad in the CMA comments.

4. 2CRA. Cn lDecember 13,1378, IZPA published ?rcposad

Guidelines and Regulations dealing with hazardous wastes under
the Sciig Wasie Disposal law. (42 Fed. Reg. 58946). Thisz Zar

-3
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reaching regulation establishes criteria for identifying
" hazardous wastes, a liéensing plan for generators, transporters
and disposers of the wastes. The regulation would create an
intricate system of recoré keeping, supervision of waste disposal,
and financial responsibility of owhe:s of disposal facilities.
This regulation if adcptad in its present Zorm could

te one oI the most expensive and disruptive regulaticns issued

by EPA.

n

tatus. One part of the Z2A proposal is an zévanced
notice of rule making under §3001 c<f =he statuts cn the criteria
for designating a substance as 2 hazardous wasts. Cne cf the

riteria is toxicity of the wasts and the substances lZentiliad
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elate to drinking water cuality criteria.
The comment geriod expizsd July 1, 1879. EZHcwever, ZPA
received a large number of comments ané cpened the ccmment gericd

Zor cocmment on the commenits. The ccmments have act seen published

ané must be inspected at TPA. AZEC has not vet decidad Lo submit
a comment ¢n the ccrments.

viz. cesc

n
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1. On June 13, 1978, Consumer 2roducks Salety Com-
mission published its proposed staisment cf policy and procedurz
for evaluating and ragulating carzcincgens in consumer procducts.
(43 Teod. Reg. 25438). The propcsal was a scheme with categoriza-
tion ¢f zotantial carcinogens sattarned on the CSEA sreresal.
Status. The C3SC prcposal was enjoined by tze Districs

Cours. The azggeal 2v C2SC (Dew Chemical v. Consumer Froducss

<
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No. 78-11586 (Sth Cir. Nov. 24, 1978).) has been dismissed.

On April 23, 1979 CPSC withdrew its policy statement
and announced that it will join with. EPA and FDA in publishing
the IRLG Risk Assessment paper for comment.

C. Proocsed lagislation

VIII. The Wampler bill, B.R. 2982.

There are a number of bills pending on svecific sub-
stances alleged to be carcincgenic, e.g. nitrites ané saccharin.
One bill, however, cdeals more cenerally with carcincgenesis.

Last term Congressman Wampler intrcduced a2 bill which would have
diracted the NAS to undertake to srepare a state-cf-the-2rt state-
ment defining and derernininag =uman carcincgenic risk. The bill

e

1S

as been ra-intrcduced and hearings are exsectad.

refora. Jackscn 3rewning, representing AIEC, .testiiiad telcre the
Governmental Affairs Commict2e and tha Senate Judiciary Subcommittese.
The main points ccvered in tihe AIEC testimeny are:

(1) Should the regulatcry analysis guide agancy
rulsmaking. AIZC supperts the view that
the statutes requirss that “he costs cf the
rule be reascnably ra2lated to the beneliis it
will nxcduce,

{2) Should there be ravisw cf the agency's com-
sliance with regulatcry analysis raguirsmencs,
AIHEC favors executive raview and limited

judicial review.
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(3) AIHC proposes that the bill distinguish
between the scientific function of risk
assessment and the regulatory function of de-
¢ciding what regulation, if any, is required.
AIEC will recommend the formation of an inde-
pendent scientific panel to perform the
scientific risk assessment.
ATHC's testimony underscored 2also the need for a national
cancer policy.
The Government Affairs Commiztee and the Judiciary Com-
mittee have joint jurisdiction over regulatory reform gprogosals.
2oth Ccommittzes are exgectad ko reach mark-up after Labor Day andl,

toth Commitiees are targeting to finish by Cciober lst. Dates
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cticn are not fixed. ©Senate Zlcor z2ction on rasgulafory
reform this vear i3 consideraé to e likelyv, The Ecuse iz not var:

far aleng in its consideration of ragulaiery raicrm and no forascasc
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o] es of Zouse agtion is possible a%t this tine.
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REPLY FORM

TO: Mr. Ronald A. Lang
Executive Director
American Industrial Health Council
1075 Central Park Avenue
Scarsdale, New York 10583

Our Company hereby applies for membership in the American Industrial
Health Council based on the dues schedule of $25 per million dollars

of corporate sales (minimum dues $250 and maximum dues $25,000). Our
total corporate sales {for dues purposes) in our last complete fiscal
year were § - million. (It is not necessary to report less
than $10-miT1ion or more than $1-billion.) Our annual dues will be

$ . Please send us an invoice for this amount. OQur
designated contact to AIHC will be

at

/___7/Please send him copies of the following documents:

____AIHC By-Laws

______ Draft of Comments to Inter-Agency Regulatory Liaison Group

__ Legal Brief re OSHA Propesed Cancer Policy

____Analysis and Memorandum to EPA re Proposed Generic Air Emissions Cancer Policy

Testimony re Work Practices Section of EPA Proposed Generic Air Emissions
Cancer Policy

Testimony, Background re AIHC Work on Regulatory Reform Legislation
Latest AIHC Newsletter
AIHC Recommended Framework for Identifying and Regulating Carcinogens

Position Paper re Need for Independent Scientific Panel

/ /He are considering AIHC membership but need additional information. Please
have someone contact the undersigned to discuss this. In the meantime, please
send copies of the materials I have checked above.

NAME

TITLE
COMPANY

NATC T Thunae
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