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PROPOSED Al R TOXI CS RULE FOR PHARVACEUTI CAL PRODUCTI ON

TODAY' S ACTI ON. .

¢ Under authority of the Clean Air Act Amendnents of 1990, the
Environnmental Protection Agency (EPA) is today proposing a
regul ation to reduce em ssions of toxic air pollutants from
t he manufacture of pharmaceutical products, such as
prescription and over-the-counter drugs.

¢ EPA worked in partnership with major stakehol ders, including
representatives fromindustry and State and Territorial Ar
Pol | uti on Program Adm ni strators/Associ ati on of Local Air
Pol lution Control O ficials (STAPPA/ ALAPCO, in devel oping
t he proposal.

WHAT ARE THE HEALTH AND ENVI RONVENTAL BENEFI TS?

¢ EPA' s proposed rule would reduce em ssions of a nunber of
air toxics, including nmethylene chloride, nethanol, toluene,
and hydrogen chloride. Air toxics are those pollutants that
are known or suspected of causing cancer or other serious
heal th effects.

¢ EPA' s proposal would reduce em ssions of air toxics by
approxi mately 24,000 tons annually, representing a 65
percent reduction fromcurrent |evels.

¢ Today’ s action denonstrates EPA's comm tnent to making
pol lution prevention an integral part of regulatory actions
whenever possible. EPA s proposal provides facilities with
an alternative, pollution prevention-based standard as an
option for conplying wwth the rule’s requirenents. The
pol l uti on prevention-based option would require a reduction
in the use of solvents (which are also toxic air pollutants)
during the manufacturing process.

BACKGROUND

¢ Under the Cean Air Act Amendnents of 1990, EPA is required
to regul ate em ssions of 188 listed toxic air pollutants.
On July 16, 1992, EPA published a |ist of source categories
that emt one or nore of these air toxics. For listed
categories of "major" sources (those that emt 10 tons/year
or nore of a listed pollutant or 25 tons/year or nore of a
conbi nation of pollutants), the Clean Air Act requires EPA



to devel op standards that require the application of
stringent air pollution controls, known as nmaxi num
achi evabl e control technol ogy (MACT).

EPA s published list of industry groups (known as "source
categories") to be regul ated includes major sources that

The pharnmaceuti cal manufacturing process consists nainly of
chem cal production operations used to produce drugs and

proposal would set an emissions limt or control efficiency
requi renents for the follow ng em ssions points at affected

¢
manuf act ure pharmaceuti cal products.

VWHAT DOES EPA' S PROPOSED RULE REQUI RE?

¢
medi cati on. These operations include chem cal synthesis
(deriving a drug’s active ingredient)and chem cal
formul ation (producing a drug in its final form) EPA s
sources or facilities: storage tanks, process vents,
equi pnent | eaks, wastewater collection and treatnent
systens, and cooling towers.

¢

The nonitoring, recordkeeping and reporting requirenents
outlined in the proposed rule are simlar to those required
for other EPA air toxics regulations.

HOW DOES EPA' S PROPCSAL PROVI DE FLEXI BI LI TY TO | NDUSTRY?

¢

Today’ s action would provide industry with the option of
conplying with the regul ation through an alternative,
pol I uti on prevention-based standard. The alternative
standard woul d require reductions in the anmounts of solvents
(also toxic air pollutants)used during the manufacturing
process. It would allow facilities to focus on inproving
processes by reducing solvent | oss and incorporating sol vent
recovery and reuse techniques.

EPA' s proposed rule al so contains a market-based provision,
"em ssions averaging," that would allow facilities
flexibility to choose certain em ssions points to control in
order to achieve the required em ssions reductions in the
nost cost-effective manner possible. The proposal would
allow facilities to use em ssions averagi ng anong process
vents and storage tanks. In sone situations, facilities may
find it nore cost-effective to overcontrol these em ssions
poi nts and undercontrol others, so that the overall result
woul d be greater em ssions reductions at | esser control
costs. The proposed rule spells out how facilities would be
able to use em ssions averagi ng.



VWHO WOULD BE AFFECTED BY EPA’ S PROPOSED RULE?

¢

There are about 100 pharmaceutical manufacturing facilities
nati onw de that woul d be affected by the proposed rule.
Many of these facilities have already installed stringent
air pollution controls.

HOW MUCH WOULD THE PROPOSED RULE COST?

¢

The capital cost of the proposal for all affected facilities
is estimated to be about $183 mllion.

The total annual cost of the proposal is estimted to be
about $73 million for existing and new facilities.

EPA expects that the actual conpliance cost inpacts of the
standard woul d be | ess than projected because of the
potential to use common control devices; upgrade existing
control devices; use other |ess expensive control
technol ogi es; inplenent pollution prevention technol ogi es;
and enpl oy em ssions averagi ng.

The price of pharmaceutical products for consuners is
projected to increase by about one percent.

FOR FURTHER | NFORMATI ON. .

¢

Anyone with a conputer and a nodem can downl oad the proposed
rule fromthe Cean Air Act Amendnents bulletin board (under
"Recently Signed Rules") on EPA's Technol ogy Transfer
Network (TTN) by calling (919) 541-5742. For further

i nformati on about how to access the bulletin board, cal

(919) 541-5384. You can al so access the TTIN directly through
the World Wde Wb at http://ttnww.rtpnc. epa. gov. For
further information about the proposal, contact Randy
McDonal d of EPA's Ofice of Air Quality Planning and

St andards at (919) 541-5402.

EPA's Ofice of Air and Radi ation's honepage on the internet
contains a wde range of information on the air toxics
program as well as many other air pollution prograns and
issues. The Ofice of Air and Radi ation's hone page address
is: HITP://WW EPA. GOVI CAR/






