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10z Toxic Substances Comrol
PVC.* For now, hawever, FDA continees to move cautiously. The mano-
faclurers have sued the ageney over the nerylonilrile decision,*? and it may
be that FDA intends to await a judicial decision before acting with regard to
any other material,**

The agency’s most serious failore-in the regulation of PVC is iis
unjustifieble delay in decision making, There were indications that VC is
carcinogenic as early s 1971, Yet in 1973, when FDA learned that high VC
concéntrations were leaching from tguor bodiles, the agency took 1o new
steps 10 assess the chemical's toxicity or the amounts [eached from clher
PV materiats, More than two years elapsed berwesn the discavery that VC
causes human cancess and FDA's proposed regulations. A proposal prob-
ubly would not have been made even then without the pressure of he Health
Ressarch Group's pelition,® FDA's interast in regulating PVC af all has
itsell motivated the manufacturers to reduce the VC residusl content of the
materials and the levels of VC migration. Interest alane, however, is not
action enmough o satlsfy FDA's duty vo ensure the safety of food, The
agercy hes missed ot kast ane self-imposed deadline for completing the
procesding. ™ Meawwhile, all PYC food-contact materials—even onos with
delectable migration—remmain in unrestricied use,

E.  The Aerosol Bans—The Food, Drug, and Cosmetic Act, The
Federal Envirenmental Pesticide Conirol Acl, and the
Federal Harardous Substances Act

I. The Xey Issues in the Regulation of Aerosols

Twa nreas where regulatory jurlsdiction is especially lragmented are
the regulation of VC-propetled asrosols and the regulation of the chemical’s
transportation, Preceding sections have shown that agencles Tind the prob-
lems of decision making under unceriainty and balancing healih and
cconomic interests quite difficult. The next two seclions show the
complicating affect that Jurisdictional fragmentation can have on 1he decl.
sian making process.

Fragmented jurisdiction has two particularly delcterious feansres. First,
it creates oppontenities for ane agency facing a difficult problem or contra-

346 Se 1ent accompanying notes 338-539 supra,

347, Monunte Corp. v. Kennedy, No. 792023 (D.C. Cir.. flked Nov. 17, 1977}, Chaliengen
also have been filed by miher companics and by the Soclery of the PIastics Indusirbes; the cazey
are likely 1o e conselidated.

$43. This is the opinion of the General Counsel for the Sacicly of the Plasiics Indusiries.
Persnnal ¢ fcation with J. Heckewwn, Qeners! Counwel, The Soclery of the Plasiics

Industries, Dec. 19, 7T, In Inc), FDA has not yet extended (he acrylonitrile decision even ta
the chimical's uses in food-contact materials other thin botttes. FDA Aerylonitily Dacision,
dupru poic 484, at 45,841. FDA's position it comrest, even though it bhas fairly drastic resuli,
The agency shoudd nal be reluctant Lo apply the male 1o other materialy,

549. Personal comimunication with Siunrl Pape, Adsociste Counsel, Food and Drug Ad.
minisuration, Dee, 29, 1676
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versial itsue (0 argue that another agency should handle it, or simply to
delay scilon with Ihe hope thal anolher agency will step forward. Second,
the ctatules msy differ trom one enothes—even il only marginally—on such
fxsuey. as-burdent of proof, the amount of evidenco of harm needed to
support reguialion, and whether cconomic [actors may be considered.

Hercs, outcomes may differ depending upon which statute is applied.
Diflerences amang the statules cieate an incentive for indusiries, consumer
and environmental groups, end the agencies themselves to struggle over
which stanue and agency stiould regulate a substance. The imponance of
these two features—ihe tendency of agencies to avoid ditficult os controver-
sial reguistory isaues and the possibility of reaching different resulls under
different siatutes—is magnified where problems of uncertainty and balane-
ing are grest, because the partics have preater reason to believe that the
minor differences among (he statutes will yield different regulatory results,
Conversely, in decisions where these problems are relatively minimal,
Jurlsdiciional fragmentation also is less important.

Prior to 1973, VT was widely used as a propellant in & broad range of
acrasol products, including cosmetics, drugs, and pesticides. Berause of
Increases in the price of VC, sometime in late 1973 or eatly (974 all of the
manufzcturers of acrosol products stopped wsing the chemical a1 a propel-
lan. ¥ Nevertheless, when the human cancer hazard was Idemified in
Janvary 1974, ihere wee still at least three and a half million cans contain-
ing VC in the possession of manufaclurers, distributars, and consumers. 5
All three of the agencies with jurisdiction over these cans—FDA, EPA, and

331, The canct date pr which manufaciurers slopped uving Vi~ a5 an serossl propellant i
unczectaln. Probably they did ncl all stop 4 the tame lime, Al ona paink FEA nated that some
manufaciurers had stopped using the chemical befose 1913, FDA, Viny! Chioride as an fngre-
diend of Drwg and Cosmetle Avroso! froducts, Motive of Propesed Riule Making, 39 Fed, Reg.
4,215, L4218 {1974) theceinalier clied a1 FDA Progoced VE Aerasof Ban), CPSC slated ihat
tho usa of VO had ended o early 1974, CPEC, Self-Pressurited ifouschold Subrtances Contain-
Ing Vinyl Ohlarlde, Notloa of Envl tat As. ! and Recenslderation, 40 Fed, Reg,
T, ALITE (1979 (hereitafier cited 01 CPSC VO Brvironmental Ansessment]. ATl indica-
tions are that the use of VC was ended for Hoanclal reasens. Peesonal communication with
Judy Pitcher, Acting Dircctor, Division of Special Economic Studies, CPSC, Jan, 30, 1978,
There b no cvidence Ihat any eompany™s ceasation of VT use belore the Gopdrich dischasure in
Tanuary 1974 was motivated by insides’s information aboul ihe cancer hazard.

552, This estirmntz is probably an L Jow side. CPSC cxtimated that there were about 3,3
miliion cans containing WC on the markel thar wepe subject (o its junisdiclion, CPSC Envicun:
mental Aisesimenl, supra note 331, a1 41,171, Most uses of VC as a propellani spparently wers
urder CPSC’'s contnd. Personal communication with ludy Pitcher, dupra note SH, FDA noled
that the 1973 production of halr sprays compining VC by jusl two eompanics was maore than 1.6
illion unity, FDA Proposed YO Aol Han, supra ootz 551, &t 14,215, Accarding to EPA
figures hera were &t least 19,000 pesiicide aerosol cams containing YC on the maskel. EPA,
Vinyl Chiorids, Emerzency Suspinsion Order Concerning Reghirarions for Cerain Praduciy
and Intent 10 Cancel Registraiions, 3% Fed. Heg. 14,753 (1974) (heceinalser cited as EPA ¥C
Avrorol Suspensian), Thus, il is likely thal the aumber of ¢ans on the market in early 1974
exnceeded 3.5 million cany, The difficully of establishing the exacl number Mustwales the
problems of informmtion gzathening tha resalt Tram junecdiciwml tragmentutivn.
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the Consumer Product Safety Commission (CPSC)—acted quickly in re-
sponse to the VC aerosol hazard. In the firsl nine months of 1974, even
before OSHA completed its promulgation of the wotkplace standazd, the
Ihree agencies banned the futurs use of VC as a prapellant and ordezed or
requested manufacturers to reeall stocks currcnily on the market, ™

Since the manufacturers had already stopped using the substance in
acresols, the recall orders and requasts were the only disputed aspect of the
regulations. Manufacturers sought {udlcial review only of the CPSCregula-
tions, which were the only ones with a mandatory recall, In 1977, after a
long delay, the Minth Circuit Coun of Appeals vacated these regulations on
procedural grounds.®* In Merch 1978, CPSC repromulgated the prospeciive
portion of (he ban, dropping the now largely moot attempt 1o obiain the
recall of existing stocks.

The major reason for the prompt regulalory sction by these agencies
was the fact thal regulaling acrasols pressnied the agencies with no serious
balancing issue. The discussion below exnmines the actions of (hese Three
agencies mote closely; ils major purposs, however, Is (o axpose the differ-
ences among the applicable siatutes and to demonstrate the potential for
jurisdictional conflict in regulating & substance thal saqulres more difficult
chaices to be made.*%

2. The Siatutes Gaverning Aerosol Producis

The follawing discussion gresents the relevant pertions of the slatotes
under which the three agencies addressed YC asrasols, ‘There are substantial
differences among the statwtes in terms of burdens of proof and criteria for
determining if a substance may remain in use. Bven though the agencies'
decisions were more or Jess a forsgone conclusion in this relatively easy
case, these statutary diffarences would likely become impodant in a more
dilficult case,

333, FDA, Vinyf Chloride as an ingredlent of Drug and Coymelic Aerosol Producty, 3%
Fed. Reg. 30,830 (1974) [hereinalter cited ay FDA VC Aerotof Banl; EPA VC Agrosol Suspan-
Mon, supra nole 351; CPSC, Self-Pressuriged Housshold Substances Containing Vinyl Chloride
Monamer, Clastification as Banmed Hatardow Subsiamce, 39 Fed. Regs W,112 {1974)
(hereinalier cited s CFSC ¥ Arrorol Banl.

14, Pactra Indus., inc, v, CESC, 355 F.2d 677 (9th Cir. 1977). The court held that CPSC
tut improperly denied the aerosol manufaciurers a hearing where they eould dispute 1he need
{ur recalling the products on the marker. §d. at 684 (canstruing the hearing provisions of FDCA
§ kie}, 25 ULS0T § 371} (1970}, mede mpplicable W CPSC's acticnt under the Federal
Harardous Substances Act, § )2}, 15 15,0, § 12610aN2) (1970)), The case is discuised
furiher In stodes S80, 6505 infra.

355, CP3C, Self-Presurited Howsehold Substances Containing Vinyl Chiaride Maonomer,
Clensification as Bunned Haordous Snbstance, 4 Fed. Rep. 12,304 (1978) [hareinatier cited a3
CPSC Relastatement of VC Aerasal Ban).

856, For example, the nent section of the Aricle considers the regolation of YO in
Iransporlation, wheie e prohdems of {rapmentation are mare evidenl.

!
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Although u lay person probably would consider VC agrosol products to
be ame unditferentisted group, regulatory authorily over the producls was
divided three ways slong complex lines. FDA had jurisdiction over VC-
propelled “druge’' under the 1962 New Drug Amendments to FDCAY? and
over “‘cosmetics” under provisions of FDCA dating lrom 1938.* EPA was
reaponsitle for VC-propelled **pesticides’™ under the 1972 Bedaral Bpvicon-
menial Pesticide Contrel Act (FEPCA).**® The temainder of VC-propelled
products suitable for consumer use were **household substances' subject to
CPSC repulation under the 1966 amendments to (he Federal Hazardous
Substances Act (FHSA).*® Whether a substance is 1 drug, s cosmelic, a
pesticide, or & hausehold product is not always clear, s

Generally speaking, controls an drups and pesticides sre more stringent
than those on cosmetics or household products. Far the former pair, the
burden is on the proponent of use to shaw that a subsiance is safe, rather
than on the agency to show that it is unsafe. Under the New Drug Amend-
menlg, the proponent must show that a new diug, including its components,
is “‘gafe’ and effective for i1s intended use before FDA may permit il 1o

357, Admug ls defined aa any article “intended for use in the diagrosis, curs, miligation,
trestme i, o prevention of discase in man oz ciber animals,” FDCA F201(gXIXBY, H U.5.C.4
REKIKB) {1970). Exch component of such artickss is considercd m drug. 1. § 201(X1MD),

158, Coumelicn are defined ag “apticles latended ta be rubbed, poered, aprinkled, or
1prayed on, lnroduced Inlo, of otherwise applizd 10 Lhe humbn body of aay part thereof for
tleansing, benutifying, promoting nttractiveness, or aliering the appearence, ' and thelr compo-
nanty. J£. A0, 21 ULS.CL 4 300 (1970),

359, Pub. L, No, 92-515, 86 S, 88Y, 7 ULS.C. 1} 136128y (Supp. ¥ 1973), smending the
Pedera! Intecikide, Fungicida, and Rodenticide Act, 7 ULS.C. 1} 13810k {i970). FEPCA
dellnes & pesticide an:

{1 any substance of minture of substances intended for provenling, desiroying,
repelling, or mitigating wny pest, and {2} any substance or mixtore of whslances
{ntended for wia sy & plant reguiator, defollam, or desslcan,
FEPCA { Hu), 7 U.S.C. § 136{v) (Supp. ¥V 1975). A mixturc of wubitancer inchedes bath active
and so-calied “inest™ ingredients, such as propeilams, Id. § 2a), {m).
For m gendzal descripiion of whe umiue, its baske principles, aod the kegistalive history, see
Comment, The Federl Enviroamenial Pesticide Control Amendments of 1971: A Compramilee
Approack, 3 Ecotoor L. Q. 217 (1531 [heveinwlier ciled w3 FEPCA: A Compromlse

)

560, Pub. L. Mo, §9-756, & Xa), 80 Sar, £30 {1966), adding 15 U.S.C. § 1261(q) (1970).
FHSA applies {0 hazardous substances found or used in houscholds. 15 U.5.C. F1261(p), {aX1)
{1970). Hazardous subatances are defined in pertinent part as:

Any subsiance of mixture of subsrances which is Gy axie . . ., (f 1uch fubsiance™s
bofe) er minture of subslances may ¢ause subslantial persenal;injury or subalantial
illnese during or as & proximate resull of any customary or foteseenble hund|ing or use

K. ¥ 126HEXTLA) (19700, Pesticides subject to FEPCA amnd foods, drugs, and cosmeiics subjec)
to FDCA we now excluded from this deftinition. £2. § K261{fH2) (Supp. ¥ 1975). A loaic
suhannce s delined a3 having "the capacily 1o produce persanal injury or Dleeas 1o man
through ingestian, inhalmlon, or shaorpuion through any body surface.” fd. § 1256109) (1970},
The sdministirmtion of FHSA was transferred in 1972 from FDA to CPSC by the Consumer
Product Salety Act. £d. § 2079n) (Supp. ¥ 1975},
360, See (sl actompanying note 608 infra.
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v In all of these determinations, with the exceprian of emergencies noled X
sbove, proponenis of the use of drugs and pesticides have the right fo
adjudicatory hearings. ™ In fact, the diug and pesticide laws provide for the

enter commerce. 2 When doubts arise as to the safety or effectiveness of a
drug already in use, the proponent of continued use pust refute thess doubis
or approval for use must be withdrawn.*®' To register & pesticide under

=3
ST

- T

FEPCA, l.e., (0 abtain a permit for its use, the praponent nust show that
the product and its components are elfective for their intended use and thel
under customary use they will not cause *‘unieasonable adverse effects on
the envitenment,' ™ As with drugs, when evidance arises thal 8 registered
pesticide [s causing unreasonsble adverse effects, the praponent of
continued use must refute (he evidence. 3 If the proporent fails, EPA must
cancel the producl’s regisiration, _

For both drugs and pesticides, (he agencies can suspend a substance's
approvel ar registration—i.e., order an immediale hall to its use after
opportunity for a very limited and briel hearing—if the substance presenis
st imminent hazard of harm.®7 In additlon, BPA may order an emergency
suspension of a pesticide, effective without any prior hearing, when the
harm is 50 imminent that the 1ime required for the hearing would allow the
herm to occur, X

562, EDCA § So5(0), 21 U.S.C. ¥ 3354d) {(1900).

563, 14, b S0S(e}, 21 1.5.C. & MMed (1970), If & drug was generally recognized st safe and
eifective by quatified expors [n 1962, 1t was grandfathered past the cequiransent applicable to
new drugs that the applicant show safety and effectivenass. A, § 201tpil), 21 US.C. §
YH{pX )} {1970). Thess, however, become subject 1o regultion ks new drugy whenever new
information contradicts Wheir gencra) recognitlen ax sule or effective. This wat the case with
VC-propelted drugs.

564, FEPCA § 3{eXSKO)-D). 1 U.5.C. § 1MaicXINCHD) {Supp. ¥ 1973), "Unsensorable
adverse effects an the envitonment™ 1s deflned as

sty tnreusonable rik 1o man or (he environmen, feking info Account the economic,

socind, and environmenig! costs and benelils of he use of wny pesilckde.

Id. § 2bb), 7 LL.S.C. § 13&hb) (Supp. ¥ 1973), EPA may classify a peaticide (Le, , restrict fla
uses) S NACessATY 10 prevent unrcatonable advene elfeces. M. § d1XB 7 US.C |}
I38a{dN1XB) (Supp. V 1975),

2550 I3, ¢ 3w, (), 7 ULS.C. B 138alhy{d) (Supp. V 1975).

366, Id.

187, FDCA | 308k 21 U.S.C. § 355(c) (1970} FEPCA ¢ 6(cX5), (4}, T U.S.C. ¢}
I3teX b (d) {Supp. V 1975) FDCA does nat define the citcumatances that ereatz an Imml-
aent hazurd. Under FEPCA, an imminent hazard

exisis when the continued use of a pesticibe during ie lime required for cancsltaton

procecding [1ic] would be likely fo pesult in unreasonabde wdversd effects on che

environment . . . .

4.8 200}, TUS.C. § L3biN) {Supp. ¥ 1979).

Same cancelation procaedings may last s lang ns two yeart, und the wspenvion decision
is Lo lnké kecount of the [ikely kength of cancellmion proceedings. Therelonz, s the lenjib of
those procesdings incraases, mare hurmt maet the definiion o) Inminenee, and it becomes
more ltkely that suspension shaokd be ordered. See Envirenmeninl Defense Fund v. EPA, 465
F.24 314, 340, 4 ERC 1313, 1531 {D.C. Clr. 1972); Eavironmental Defenss Fond v, EPA, 340
F.ad 1292, 1300, 7 ERC 1689, 169293 {D.C, Cir, 1975} See generally Spector, Regulatfon of
Pasticidn by the Environmental Profection Agency, 5 Ecovoar L.G. 233 (1975},

S48, See nole 567 fuprg. Under FEPCA, EPA may alse make regulations for the e
disposad ¢l pesticides whose registrations have been cancelled, FEPCA §19,7U.8.C. | 136q
(Supp. ¥ \975). In 1974, under the 1970 Salid Wusie Management Act, Pub. L. He, 91512, 1

most formal, trial-iype proceedings of all the 1oxic subsiances control
siatules.*® Hoth EPA and FDA must support theit determinalions concems-
ing approvals and registrations with substantlal evidence in the record 5"
Both agencies mey seize praducts from the market if they lack or have
last the tequired approval or registration 3™ Meither agency, however, has
the authority to order manufacturers o tecall supplies of such preducts from
disteibutors and consumers, poentiatly a more powerful remedy than bring-
ing many sepante seizuse actions, However, bath agencies may request thal
the manufacturers tecall the products voluntarily, holding in reserve the
threal of selzure aclions, Manufacwurers generally atiempt to avoid seizure
actions because they often resull in widesprsad unfavorable publicity.
Cantrols on cosmetics and household products are not so stringent, For
these producis, Ihe agencics have the burden of showing thal a substance is
unsafe. A cosmatic is **adulterated”” under FDCA if it contalns & **poison-
pus or deleterious substance which may render it injurious to users®’ when
used according to fabeled instructions ar as is customary.™ Ta conirol a
dangerous cosmetic FDA must sue the manufacturer or disiributer in federal
district court, seeking a finding that the product is adulterated and an
{njunction againsi.its sale.¥™ The agency may also scize products that

104, B4 St 1220 {1970), EPA coyld issuc non-enfurcentila guidetines for the disposal of any
hazardous wane. The 1970 Act was superseded by the 1976 Reicurce Conmeryation and
Recovery Act, 42 U.S.C.A. $4 6901-6931 {West Supp, 1918}, urdder which the spency may &l
binding rules for the disposal of such subsiances. RCRA i discussed in lexl ACCOMpANY g
nates T3 Infra,

355, FDCA § 305(d}-e), 21 U.S.C. § 1551d)-[e) (1970); FEPCA | &d), 7 U.S.C. § 136(d}
(Supp. ¥ 1975},

570. With respect to FEPCA, Congress is now considering an amendment that would
reduce the sdminlstrative burden of conducting adjudications for cach pesticide seg/sirativn.
Undsr this umendimant, the majer fotus of EPA's sequlation would be on the ingredlents, of
graups of Ingredients common to nums rous individually registered products, tither than on the
produsis themselves, EPA would sal generic $tkndards Tt these ingredicnts through ruiemak-
ing procecdings, cvalusting whether they can be used withoul “ungeasonabbe adverse eflecis on
1he envirenment,” The ngency shen would spply the retevint peneric smndards lo ndividuatly
registered products in adjudications. Bul sincé the major issuss concerning the sceeptabilily of
the centrat ingrediants already would have been reselved, the adjudication coukd be i stor,
perhagt wmmary, procecding. Sve S, 1698, 93th Cang., st Sess. § 1 (1977): H.R, 8621, 95th
Cong., 111 5cn § 44)1%77). For diseussion of thesa amerdme s, set Schutberg, The Progased
FIERA Amendimanta of 1977 Unizngling the Knot of Pestivide Registration, 2 Hanv. EvT'L
L. REv, == {1978) (in prens).

171. FDCA } 30510, 21 U.5.C. § 3550 (970}, FEPCA § 18y, 7 B.5.C. 4 1 Minld) (Supp.
¥ 1973).

A2, FDCA § 3, 20 U.S.C 528 (19708 FEPCA 113, 7U5.C, 1128k {Supp. ¥ 1975).

3, FDCA § i), 21 U.S.C. 4 361D (1970}

574, FDCA b 301-302, 21 US €. 85 331332 (1970}, For fuather discussian, see note 974
infra. .
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1o _. Toxic Substances Contral
probably wilh be found to e adulterated ™ Whilz (0 support an action
regarding drups the agency needs only sobstantiad evidence, FDA must
piove ifs case against a cosmetic by a preponderance of cvidence, (i
notmal standerd in civil acrions. The dilficulty of camrying this burden,
however, is mitigaled by the fact that FDA need show only thal the
substanrce *'May”™ be injutious.’™ In practice, FDA can approximale the
ellect of a banning rula for cosmelics by publishing a notice of products it
inlends to seize and complain against, giving the grounds on which the
agency belicves tie action would be upheld.*?

For hazardous household products, the primary puspese of FHSA is to
reduce dangers by requiring cautionary labeling and profective packag-
Ing.*™ CPSC may ban a substance when the agency finds thal labeling and
packaging requirements would not provide sufficient protection and Ihal
“the objective of the protection of the public healih can be adequately
served'* only by a ban.3? A persan affected by such a rute has the opportu.
nity for n hearing.3® Rules made under FHSA, unlike the drug and pesticide
rules, must be made on **a fair evaluation' of the svidence In ihe recard of
these procesdings. V!

CP3C's powers to remave a dangerous houschold product from the
distribution network are broader than FDA's oF EPA's. Like the other
agencles, CPSC may seize products in commeree.*? In addition, the agency

515. FDCA§ MM, 20 US.C. | 334 (1970}, Bex Ewing w. Myfinger & Cusseiverry, Inc., 339
1.5, 194 (1950} [uphotding pre-suit seizute when probatde cause exises that the substlances ane
adukicrated).

§76. FDOCA § 601Ga), 2i WL.S.C. § 31} (1570).

571 This is how FDA proceeded against VC-propelled cosmelics. W promulgated 21
C.F.R. § 70014 (1977), which essentially is a statement of position on the agency's readingss 1o
1We 1o remove any sech products fram the markel, See FDA VC Aerosol Ben, supra noie 553,
al 10,830,

$18.  FHSA §§ I(pf, J(b), 5 U.S.C. §§ (26i(p), 126X07 (1970,

519 M eI E5 US.Co¥ 11 (19H).

320, Ad. % MaN2), 15 US.Co b 1262aHY (V9T0), requires that rules deciming a sub-
sianee to be banned must be sel according to the proceduses of FDCA § 101gel, T US.LC. }
YMie) (1920} Section TOIeN 1) calls for lssuance of a propesal, u period lor writles or oral
comients, and then promulgation of arule. Section 701 (e¥2) permits one adversely aftected by
such a rule 1o file objectinns 10 the rule and request a public hearing up 1o 30 days after the
premuigation date. Such » filing stays the mile until CPRE holds thee hearing and respunds ta the
ahjecidans. The provivion for & heasing after ihe promulgation dele, rather than within the
commeny period, is unusyal. CPSC's relual ta grant such & hearing was the Ninth Circuit’s
ground Tor vacaring the agancy's VO rogutations. Pactra [ndus., Ioc. v, CPSC, 355 15,2 677
Ot Cir. 1977), discussed tunher In pote 603 infra and acconipanying teat,

581, FHSA directs CPSC to follaw the provisions of FDCA § ¥a1(c) cxcepy with regsrd (o
the standard of proo! that CPSC and a reviewing court must use. 1nthis regard FHSA tnstrucls
the ngeney 10 apply the “fair evaluation' standard of FDCA 4 4002, M, 21 U.S.C. 0
MBIN2), (X3 [970). FHSA § MaXd), 15 U.S.C, & 1252aND) (1970). The " fair cvaluation™
Handard, which hzs never been expleated by = cour, is discussed in note 4N), supre, and in
text accompanying nales Y15-985 infra,

M2 FHSA § & 15 LLS.C o4 1S (1970

Pavid D, Daniger

may order manufaclurers 1o recali and repurchase banned subskances from
distributors and consumers.*

The statutes applicable to acrosols take different positions an whether
the harmfulness of a subsiance must be halanced against its wiility. FEPCA's
requircment thal adverse effects be *'unreasonable’’ explicitly requires EPA
{o balance a pesticide's health and environmental effects against irs apricul-
fural and economic benelits. S FHSA's standard that a ban be the only
means of “rdequately’’ prolecting pablie healih requires that CPSC seek
less burdensome means of controfling a hazard. [ is possible that the term
alsa implics an obligation to balance health casts and ecoromic benefils. ¥
In contrast, FDCA's controls over diugs and cosmetics are modified by no
adjective or adverh that requires FDA to underiake such balancing; nothing
but health considerations are 1o enter Into i1s decisions, *®

3. Agency Actlons Against VC as an Aerosal Propeliont

In February 1974, within & month of the discovery of VC's human
cereinogenicity, the Health Research Group petitioned the three agencics to
ban the use of Ihe chemical as a propellant and to recall the producis then on
the market, " FDA commenced actlon firsi. The agency proposed & ban on
drug and cesmetic uses in April, citing gencrally the evidence al that time of
cancer In humans and animels. ™ FDA noled that peak exposures from
aerosols could exceed rouline occupational exposures. The agency did not
cite any precise figures on VC's toxicity, nor did it consider benefits ar
substitutes. FDA announced that it had asked drug and cosmetic manufac-

B3 4§ 1S 1S ULS.C | 1274 LI9T00

584, See jemerally Specior, tipra note 367, af 23536,

385, In its VU proceedings, CPSTC put forward a somewhat equivocal statemem of its
views on this queslion;

Although the Commission i pot required by the Federal Hutandous Substances Actto
consider the &C of I1s aetions, ay s matler of pohcy (he Commis-
slan has weighed ccunorn[-:: fu:lm in deciding upon courses of atiion.
CPSC, St Pressurized Houwsehald Substonces Containing Vinyl Chlodde Monomer, Ruling on
Objecttan, 39 Fed, Reg, 3,576, 36,577, (1974) |hercinafver cited as CFSC Ruling on Objection
0 VC Recall].

385, The bara term “wafe’ in FDCA § 503). 11 U.S.C. { 358i2) (1990), might be
interpreted to mean that & new drug must be ebsolulely safe. Hawever, the datute is generaly
1aken 10 allow FDA 10 weigh risks of a drug's side-effects against the health benefits vhar it
offers, See generatly Merrill, Campensarion for Prescrprion Deug infuries, S WA 1. Rev. 1, §-
11 [1971), Thus. 10 postulare 1he cuireme case, drugs are permitted for the trestment of
otherwise rerminatly ill paticnds if they pramise a chince of cure oc mitigation, even il they also
cany nrisk of hghly dangesous side-affects, This balnncing. however, docy nod extend 1o wny
tcanomic benelits the drug may have, which may nof be balanced ugainal shle-effecis. id.

387, The Health Rescurch Group's Petilion to CPSC (5 prini¢d as an appendix 10 CPSC's
propoan). CPSC, Self-Pressunized Househoid Subsiances Containing Vinyl Chieride, Proposed
Clanification ar & Banned Hazardous Subsfarce, 19 Fed, Reg. 18315, 18,156-17 113i4)
[herelnulier eited as CPSC Praposed VC Aerosof Ban). Healih Reseurch Group fited wabstan-
liutly ideatical petitions with FDA und BPA the spme day. Health Revearch Gioup, Public
Citizen's Hewhth Research Growp Asks for Han va Yingl Chlaride as 3 Prapellant in Acrosals
(Feb. 20, 1914) (press release).

SRR, FDA Propasad VO Aerotal Ban, sopea e 559 a1 14,218 16
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wrers to recall voluntarily the products remaining on ihe market and that
severs) already had done £0.%% The agency proposed two regulations, one
remaving the drugs' cerlilication of safety, and the other deeming 1he
cosmetics adulterated > Apparently not persusded thal the sitatdon pie-
sented an imminent hazard, FDA did not iminedialely suspend the drugs’
certiflcalion.®' The rules were promulgated in August.’?

EPA acted next and was the first agency (o take final action. Several
days after FDA's proposal, apparently differing with that agency on the
imminence of the hazard, EPA issued an emeegency suspension of V-
propelled pesticides.>® EPA requested the manufacturers to recall existing
stocks. ™ To suppart the emergency suspension EPA cited the fact that at
least 14 workers already had died of liver angiosercoma, and that VC had
been shawn to cause cancer in animals at levels as Jow as 50 ppm. The
agency lernred this evidence “'strongly suggestive™ of causation. EPA had
recently completed rests showing that asroso! users might be axposed 1o
shori-term concentrations of up 1o 400 ppm,’ The agency concluded that
alfhough rhe health implications of shorl-ierm exposures were uncertain, the
only *'prudent™ step was te assume that any exposore 1a VC increased ons's
cancer risk.>® Regarding the economic consequences of lts action, EPA
noted that Ihere were few economic benelils associzted with the use of VC
as & propellans, that substitule propeliants were readily available, and that no
pesticide product would be made unavailabie by the ban, %

In May, CPSC propesed an erder to ban VC-propelied acrosols amd lo
require their repurchase.*®" The agency ¢ited the evidence upon which FDA
and EPA haed telied. Applying the analysis required under FHSA, CPSC
concluded that lesser measures such as a warning label would notl provide
sufticient proteciion, particularly since no new VC-propelled products were

%9, i

390. M. Atthe same time FDA alse called for informatfon on VC levels in foed, drugs, and
cosmefice packaged (n PYC, and on ihe rlvks 1therelrom. Sce note 607 fnfra,

59}. Ngither the propose) ner the stalement panying the promulpation, FOA VO
Aerosgl Ban, supra nete 133, shows 1hat FDA evor farmally considered wing ils sugpension
pawers.

. M

153, EPA VC Aereac! Suspension, supra nowz 552, p1 14,753,

B4 .

595, Hdap 14,2585

394, Id. at 14,754, EPA gave notice of its intend {0 cancel Ihese tegistrations snless &
henting were requesied, or undess the manufaciurers amended fheir regisiralions 10 demon-
strate that ¥YC was nd longer used, Id. No oae requested a hearing, and the registrsions tha
were mot propecly amended were formally cancelled in January, 1975, EPA, Vinyl Chiodds,
Praticide Producits Containing Viny! Chloride, 4 Fed. Reg. 1,4 mm

Allhough under FEPCA the agency had the muthority 10 promul fi Yatbont for

1he disposal of recalled acresolt, EPA confined itself 1¢ preparing non- Islru:ung gmd:lln-:n in
early 1975 for salely Incineratiog or burylog them. EPA, Vinwl Chlordde, Reécommended Proce-
durer for Disposol of Aerotol Cans, 41 Fed. Reg. 21,226 (A976). Scc nole 368 supra.

1. COFSC Pripmsed VO Aeranel Ban, supra note 3R7.

. David D, Donlger

T

being made and the hazard came from those already on Ihe market. The
agency concluded that a bar and repurchase was requited in order to protect
constmers’ health sdequately.

* The CPSC proposal appears to have been the anly one to raise signifi-
cant objections from manufacturers. During the comment pericd, some
manuiscturers objecled that the hiealth risks were toa small to jusiify impos-
ing on manufacturers the expense of recalling exisling peoducis.*” In
August, CPSC rejected this contemtion and promuigated the mile, scheduled
to become effective in October.®® To contravert the manufecturers’ objec-
tions the agency relled on the evidence of harm cited in (he proposal, on
reports of additional liver angtosarcoma cases in Ihe interval since the
proposal, and on the manufacturers' failure to suggest a safe level of
exposure, CPSC concluded that the risks were sufficiently large and im-
mediate to justify the cxpense af the recall.®' The manufaciurers then
requested & hearing on the evidence. ®?! In October, CPSC rejected the
request, concluding thal the manufacturers had not caised any “*factual
information which the Commission helieves would lead 1o a conclusion
contrary o that reached by it,""*” The agency stated that the manufaciurers'
disagrecment with the agency s to the measures Ihat Ihe facts justified
under FHSA was a lega! and policy matter not capable of resolution in an
evidentinry hearing,® The Ninth Circuit held that, on the contrary, &
hearing was statutorily mandaled, and vacated CPSC's regulations in the
apring of 1977,5® Ag noted above, the han was reinslated prospectively in
March 1978.506

508, Id. wt IR 11516,

9. CPSCVE dancio) fan, supra nole 353, at 10,112-44.

. 1. 30,104,

sH. I

802, CPSC Ruling on Objectlon to ¥ Recat!, aupra note 385, 11 36 47677, Inaddition o
the abave obfections, the manviacturers allaged 1hat CPSC was required to file an envlronmen-
ted impact vislement undsr 1he National Environmente! Policy Act. T4, a1 15,571

&, Id.

. 14 X978

805,  Puctrn Indut., Ine. v. CPSC, 335 F.2d 677, &84 (R h Cir. 1977). Decisiononthe maln
{rsue of the case, the propriziy of CPSC's deninl of & hearing, wis delayed by the drawn-oul
dispotiticn of & NEPA claim. In December (574, the coud stayed the recsll order until CPSC
prepared a0 B18 or, as required by NEPA, submilted & declaration that the tecall was nol a
“mujot Eederad action’ subject to the EIS requiremant. Factra Indus., Ine. v, CPSC, No, 24
1902 (MhCie., Dac.15, I9M) (crder siaying recall until comptiance with NEPA), In September,
1975, nine monihs later, CPSC stated 1hat no E15 was needed and reaffirneed the recatl order.
CPSC VC Environmantal Arserstieat, tupra noto 351, In Movember, the court {ifled the stay
and refnsated the recall order. Pactra Indus.. Inc. v. CPSC, No. 74-2002 {h Cir.. Mov. 6,
1975) {ovder lifting stay). Somewhat redundantly, in Pebruary, Y976 the agency reaffirmed Ut
the recall was in effect, CPSC, Self-Pressurized Houwsehold Substarces Canfaining Viny!
Chloride, Notioe af Caurt Order Affecting Repurchare Requicemente, A1 Fad, Reg, 342511976).
Al this point it was highly unlikely that there were cans siill aboul.

608, CFSC Relnstaiement of ¥C Aderonot Bum, supra nuie 538,
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4  Bvaluating the Aerosol Regulations

The three agencies' decisions to sct prompily were justified by the
hazard posed by the use of VC as a propeltant. Although that use hed ended
in early 1974 for economic reasons, prospeelive bans were neaded to assure
thal VC-propelted products were mol reintraduced. The recalls were justified
in light of the possibility that even short-lerm exposures were a cancer
hazard and in light of the relatively low expense invalved in an effort to
tetrieve existing stogks. 07

As noted above, regulation of VC's use as a propellant did not bring
aut the potential for jurisdictional conflict between the three mgencies,
Because of ihe onc-sided nature of the balance of risks and benefils in this
case, each of the slatutes catled for the same resull, regardiess of the
differences in their burdens of proof and other substantive critarin. Conse-
quently, no manufacturer hed reason o hope that its product would fall
under a more fenient provision, end so had no Incentive to argue that a
panticular product, such as a disinfectant spray, was & household product
subject to FHSA rather than a pesticlde subject to FEPCA, or thal another
product, such as & bremh spray, was a cosmetic subjscr o the 1938
provisions of FDCA rather than a drug subject to the New Drug Amend-
ments. No consumer group, hoping to call into play the more siringent
statute, had an incentive to argue the reverse. In addition, becsuse the
decisions were not difficult or controversial, no agency had an Incantive to
avoid taking responsibility. The potentlal for jurisdictional contlict exists,
however, and there are products over which such conflicis have occurred. 8

&07. The thsee agencies’ success In this contaxt should not chrcure other fadlures. Al-
thaugh they acted quickly with 12gard (o aerosals, they did not take sleps ot the same lime te
contrgl the onver tses of V¢ under thelr Jurisdictions. When FDA propased il1 mepoeol ban, it
requesied information on migration of ¥C from PYC packaging (Mo (0ods, dregs, and cosmats
n. FDA Praposed VC Arrosol Ban, sugra note 351, a1 14,119 FDA, Human s Containlng
Viny! Chloride or Packaged in Polyeing! Chipride Contalatrs. Notice to Drug Manufacturers,
Packers, and Disinibutors, 39 Fed. Reg. 14,23 (974), FDA™s only iubsequen| aclion on these
uses was the Ociober. 1975 proposal regurding food packaglng: the Lgency bus nelthe; finalized
this propasal nor followed wp lts call for intormmion on drug and cosmetlc packaging. EFA
deluyed promulgation of & hatardous air pollutant siendurd until Oclober, 1976, CPSC has not
even investignied the exiemt ta which household items made from PYC may be & source of VC
exposure. The sgencies’ rapid wction on YC's serosol uses makey more apparcnt thelr delay in
acting ¢ the other suurces of saposure. Seoc 1exl secampanying notcs 425-437, SE-333 supra,
and 772995 infra,

S, An exampie of a producy over which there have been such conilicts, although not
under (hese laws. is the sunfzamp. Theee has been a dispute over when & funlamp is 1ubject to
the 1974 Medical Device Amendrments to FDCA, codilied in seattered sectons of 21 LS.C 4
101-360% (West Supp. 1918), and when it 1 whject to the 1972 Consumar Produet Safety Act,
15 U.B.C, §§ 2051-208! (Supp. V 1375]. Personal communieatian with Judy Pitcher, sugn note
5.

. Duovid D. Donlper 113

Even when divided control over such products does not lead to juris-
dictional confliet and inconsistent regulavions, it does result in a duplication
of effort. There Is some value in having three independent Inquiries inta
easentinlly idemical facts; it is less likely that analytical mistakes will go
undetected. Nonetheless, considering the backlog of other toxic subslances
metiting (hese agencies’ artention, it is probable that there are betier uses for
administrative resources than to double- and triple-check decision making
for ane substance. .

The sgencies” experience with VC appears to have led them to this
conclusion. In their subsequent actions ta cantrol fluarocarbons, anather
acrosol propellant, the agencics have acted together.%® Along with OSHA,
the three agencies have also established an official liason amonp themselvas
through which 10 thare information aad coordinate action on chemicals
coming under ihe jurisdiction of mote than one of them,5'° That efforl is
discussed below. 9V

F. Emlsslons from Transportation af VC—~Four Transperiation
" Statutes and the Occuparional Safety and Health Act

1. The Key Issues Regarding VC Transpertation

The relesse of VC and other toxic substances whils in transit may be
4 major source af risk for ansporiation workees and the general public, B2
The history of VC spills and ather aecidents has been discussed above 572
Drespile the need for at lcast an investigation of (he extent of the hazard and
the desirability of controls on this source of exposure, there has been littk
siudy and little regulation of the cancer hazard from VC transpartation. £

€%, For a discussion of tha agencies” coondinated aciion on fluprocarbons, see texi
MCOTMPAAYING notst BA2-34D Infrm.

610, Ser IRLO Agreement, supns none 338,

&1, See 1anl sccompanylng motey 458868 {nfra.

612, Rall, trocking, and vessel shippsrs and curriers are required 10 report relase of
hazurdous matcrlaly 1o the Department of Teaasporiaion. 4% C.F.R, §} V7115, 16(1976) (rai!
and trucking repocting); &, § 17648 (wessel reponing). In 1924, 8,500 hazardons malerials
scckiznts were repened w DOT, which har sated thm “'only » small portion of reponable
incidznly ure nciually reported.” U.S. Dep’l af Transp., Hurardous Malerinds Incidenls Re-
ports Recelved Duclng 19M, m 1 (May 7. 1975}, Qne EPA officlal expects the number of aclund
1pills ta doubls from m current 1,700 per year *20 [a1 {east) 3,000 spilts per year by 1980 before
teveling off,™ Taxlc Materiols News fn Brigf, § Toxic MalemarLs News 104, 105 (1978).
Without necurate statistich on reteass, passible epidemislogical connecilons between sccidents
and lseaser will recnadn almoat imposaible to draw,

6E).  Sec emy mcompanying noze 158160 supra.

6. Noepldemiplogical studies of 1he effecis of VL an iransportetion workers have baen
tepurted. No catimates have bean made of the number of people who may be exposed 1o VC by
accidenta, nor of the doses they may receive, While some altempts have been mide to reluie
YC emlsslons from factorics to cancer and binh defect rates [n nearby communitics, thers has
been no itemp ta delerming what portion of the so-Culted ~beckground®” teval of sngiosarco-
ma of the liver muy be connecied (o the release of YC in transportalion. Personal communicn-




