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the Fxecutive Committees
1

Lucile Adamson, Bob Hacris .

From: Scott . Lang
Re: Ashestos fibers in fcood and drugs
A. TDA Notice of Proposed Rulemaking

‘“he FDA has finally o*cpcuoa regulations on as hestos filters
and talc containing asbestos, in response to the petlrion filed
lagt June by nDF and the Ceonter for Soience in the Public Tntorest
csri). FDA published BDS s Pro oposad regulations plus a set of
its own DfODu”“O reg 1ations in Lhe September 28th Federal Regls-—
ter, a copy of thch is enclosed.

wDF and €SPT had petitioned the agency for four sepa avate
regulations. If the FDA'S (Oun%or~oronocoﬂ regulations are
adopted, which 1 think is the best we con hope for without
a court suib, we will have been granted cone of our reguests
almost centirely, two others part;al¢y, and the feourth will
have becn wholly denied. The scorecoard looks egsentially
like this:
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TTTTLDE & CSpI Droposed - DA Proposed }
Regulations Regulations e
4, Establish =zcro Ltolerance 4, Sawe, except under TDA's
for asbestos fibers in testing procedures, sSone
talc used as a component (most?) fibers would cs-
of drugs. cape detection. :

*The IDA had prcposed such a zero tolerance regulation in
the Pederal Register on August 12, 1972, more than 14 months
ago. In our petiltion we asked the agency to promulgate a
final version of that regulation immediately. Instead, the
FDA has re-proposed it but in a slightly weakened version.

In addition, we had argued in our petition that since asbestous
is carcinogenic when inhaled, when injected, and probably when in-
gested, it should be prohibited from food and beverages by the
Delaney Caluse. The FDA responded in its introductory statement
by minimizing the potential carcinogenicity of asbestos fibers in
food and drugs, without taking any position on the health effects
of ingesting asbestos, and without mentioning the Delancy Clause.
Tt decided to regulate asbestos in food and drugs "as part of good
manufacturing practices," rather than because of a risk to health.
This is disappointing, because we had hoped to have the FDA-oOn
record that asbestos may be carcincgenic when ingested to help
us in the Reserve Mining case in which the ingestion of asbestos
is a central issue. The FDA's proposed regulations will not bhe
much assistance to either side, however, since the agency conspicu~
ously avoided taking a position on this 1ssue. '

The FDA's caution was probably dictated not only by the inmpactk
its decision might have on the Reserve trial, but also by the bur-
den this might put on its own regulatory program. rf asbestos in
food is.considered carcinogenic, then water used in food nrocess-
ing that countains asbestos fibers, such as Duluth watexr; vould also
be a carcinogenic fcod addiltive in violation of the Delancy Clause.
Duluth is not the only major metropolitan area where wmillions of
asbestos fibers per liter have bsen detected in the water supply.
All food processced in thes2 areas using publiic water could be
contaminated. Thus, both DA and EPA would face seveve regula-
tory crunches if either werce to publicly acknowledge that ashes-~
tos is just as lethal when ingested as when inhaled o. injcctod
This factor hag nol been overlooked by LOp officials of citherx
agency, X can assurc you. :
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B. bl and CSPI Response

to the FDA's .cou Vt‘”ﬁlopoﬂflu. Comarats are due by Decenmber 27.
“he Center has asked UM-Ventlions, a private laboratory ¢pecializ-
ing in electron wicroscope rescarch, to assist us in our coruasn s,
Jim 'Turner, a lawyeyr specializing in FDA matters, has offered to
consult with us on legal strategy. (Tvrner is a menber of EBr's
IEnvironmental Health Plogrum Advisory Commuitice.) There are
scveral significant deficiencies in the FDA'g counterproposals
which, in my opinion, desecrve a strong respounse:

EDE and CSPT nust now decide what res sponses, 1f any, to make

L. Asbestos Fj lLors. The I'DA has not proposed any vequlations
to prohibit the asbestos filters in proccssing foods and
beverages. This is arguably a violalion of the Pelancy Clause
However, that issue neced not necegedrily be reasched., The regu-
lation of filters used in processing foods and neverages is also

4.
L

arguably compelled by the FDA's own policy statement on good
manufacturing practices contained in the preamble ko Lhe FDA's
proposed regulations on talc and parenteral drugs:

It is therefore reasonable to require
precantions to be taken in the manu-
facture of food and drugs, as paxrt of
good manugacLh?ing practices, to assure
that the amount of asbestos fibers in
any food or druy is reduced to the
minimum feasible level. 33 Fed. keg.
27079 (emphasis added) .

The foilure to apply this policy to the use of filters for food
and beverages is, to say the least, arbitrary and capricious.

2., Talc. More than 14 months have elapsed since the FDA initially
proposed to take talc contaminated with asbestos off tre GRPAS list
and to eliminate its prior sancticn. 37 Fed. Reqg. 16407 {(Augush 12,
1972) . This nev proposal does not hlnq to :?veRCE the ball, Alihough
the car01nogan Leibty of‘asbﬁﬁfo when ingested h1s not reen positivaely
established, therc is certainly eﬁouqh evidence teo shovw that it do=s
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not meet the GRAS list CLILPIIJ, i.c., "it is not gencrally racnc
among experts qualified by scientific training and exporience to cval-
uate its safety, as having been adequately shown through scienrtific
procbdures. . . to be safe under the conditions of its intendes use,’
21 U.s.C. 321(s). FDA regulations further specify that when Fhe
satfoty of a substance previously listed as GRasS is wundor invastica-
tion, "[t]he initial results of a new investigacion, even if not
convincing with respect to the potential harm, nay establish fhat
the substance in question can no longer boe congidercd as GRAS.

21 C.F.R. 12L.3(f). This would appcar to apoly to our case.
Althouyh there is considerable room for the exorcisce of adminis—
trative discretion in applying the above criteria, discre-ion must




be based on reason, and we can wmake a very strong shoving tl
fhare is no sound reason for permitlbing talce contoining asbontos
to remain on the GRAS list or to rcetain its priox seoncbion any
longer. The FpA's claim that it is conducting a stuay to de
nine an appropriate testing procedure is not a valid reason Loy
delay, since the FDA has claimed to be conducting such an inves-
tigation for more than 14 months already. At gomn poiut the
administrcative process must arrive at a conclusion.

3. Test Procedures for. Talc. The test procedures for dotecting
asbesios Fibers in Lalc proposed in §121.2066(c) ave dcficicnt in
several respects. Counting fibers more than 5 microns in lengin
uander a light microscope is hopelessly incdevuate.  In the Resaove
Mining case, for cxample, LPA studies indicate that viitually a1l
of the asbestos fibers involved were legs than 5 microns lony and
require sophisticated electron microscopes for detecti The
FDA's proposal 1is vased on an AOAC (Association of OLL:
Analytical Chemists) method that certainly has not kept pace
with the recent rapid developments in asbestos detecticn
techniques.*

v

Lucile Adamson and T believe there is a sound arteinative to
the approach taken by FDA., Not all talc deposits sre contaeminated
with asbestos. Some are relatively pure deposits. Thevefors, Lo
might make more sense LO require certification of deposits oi tala
which can be used for food and druy processing rather than cogquire
inadequate and expensive monitoring of each product or compenent.
This does not conflict with our original proposal, 5110G We aid
not address the question of the appropriate test nethodology in
our pctition. :

During the next few weeks, we will be exploring th2 issues
discussed above and the possible alternative courscs of action.
Your individual or collective commentcs are most welcome. X
try to completlte any comments we submit to the FDA priox to .
the Washington office, at the latest by December 1st.
take this further and go .inko court will depend at lca
oxtent on whether we can interest other stafi atiosneys O poUiaps
pro bono attorneys in the sulit.
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*Jim Turner bhinks this may be a suitable caze to lawreh an ot tack
against the AOARC, which Turncr s5ays is control J Ne®
the AOAC office 1s at FDA's headguarters) and freguently usad by
FDA to justify the adoption of antiguated testing proocadun

as the one propoced here. This is an issue Lucile and [ would
have missed, which demoustrates the amportance of having the
right people on EDF's progran advisory committecs.



