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April :?B, 1995 

MEMORANDUM 

TO. Regulatory Working Group 

FROM. Sally Katzen 

SUBJECT! Science and Technology. Materials 

In preparation for the upcoming session with the vice President on the topic of Scien 
Technology (currently sooeduled for May 9), we are circulating the attached two drafts. 
These drafts reflect very thoughtful work by the OSTP team over the past several mon 
We understand that some of y~u have been active participants in the development of t 
:papersl othen, of you may have a passing interest in at least some of the topics addre 
:and still others may have no interest at all. 

If you have comments on these materials, please relay them to Julie Swisshelm in Dr. 
Gibbons' office (456-6041, OEOB Room 423, Internet SWISS@osTP.EOP.GOV) - b¥ 

. cJ ose of h u"; nee". Wedneeday. May 3. If you offer comments, you will be invited to the 
agenda-eetting meeting (which will take place in advance of the meeting with the vic 
President). Even if you have no CXlmments on these drafts, you may be included in the 
agenda-eetting meeting by contacting Phyllis Kai2ler-Dark of my office (202-395-4852). 
Thank you. 
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draft - April 28, 1995 

RECOMMENDED APPROACHES TO REGULATORY AND 
RELATED ISSUES IN 

SCIENCE AND TEX::HNOLDGY 

National Perfonnance Review Phase 2 

The Office· of Science and Technology Policy has played an important support rol 
in coordinating the reinvention efforts of the Federal agencies with significant scien 
technology portfolios. These agency initiatives have met with considerable enthusiasm 
expectations are high that they will spell su=ess in making the Federal S&T enterpri 
more efficient, more effective, and more responsive to National needs. 

There is a small subset of issues, however, that is not agency-specific. These is 
have broad applicability across the research and development spectrum. and they are t 
focus of the recommendations laid out in this document. 

The attached two documents are a briefing agenda and a background document wi 
additional programmatic detail. A table of contents is included with the background 
document. 

The issues include simplifying approval of the products of biotechnology, 
particularly useful drugs; streamlining procurement and private-sector funding proc 
and streamlining the university research proC88S to make sure that each Federal dol 
invested yields maximum returns both in research and in the time and energy of 
researchers. This latter category also emphasizes harnessing the national information 
revolution to reduce the burden of paperwork and free up researcher time for teachi 
writing, research, and scholarly activity; the attached report addresses only a small p 
this topic, which is to be the subject of a separate briefing at a later date. 

There is one outstanding issue that .,e had intended to include in this documen 
reform of export regulations. Achieving consensus on this issue has proved even more 
difficult than it seemed at the outset, but - working with NSC and CEA - we believ 
progress is being made within the agencies to resolve outstanding differences. We hop 
be able to present this infonnation in a separate briefing or as part of our upcoming 
briefing, as appropriate. 

The attached two documents are a briefing agenda and a background document wi 
additional programmatic detail. A table of contents is included with the background 
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Briefing for 
Regulmtion of Science mnd Technology 

Scope, Regulatory i.e"Ue5 which affect bU3ine33 incentive3 to conduct R&D or the 
productivity of b=in~, univer3ity, and federal re3earch and development, and , .. mch h 
not been covered in other regulatory review 3eeaion~ 

The pro~ cllscU53ed here include (1) reform efforw already underway that we 
"hould highlight a5 a part of our regulatory reform program, (2) refortru!l that can be 
accompli:3hed under exi"tingauthority, and (3) reformfl that require new legi.elation. 

Reform Efforts Underwmy 

I. Conduct of Reii\earch and Development 
A. Streamlining the univer"ity Reeearch Pr0ce53 

1. Reform the Treatment of Reeearch Co"w 
~ A Sy~em for ContinuoU3 Quality Improvement 

II. Federal Leader"hip in coordinating Federal, State, and Local Regulatory 
Activiti_ 
m. Biotechnology 

A. simplify Approval of Biotechnology Drug" and Biologi= 

Outst~ndinq Ieauee 

I. Conduct of Re3earch and Development 

1 

A. StrealTllining the univer3ity Re5earch Pr0ce53 

1. 
~ 

3. 

Standardizing the Grant PrOCe3" 
Electronic Communication.. in the Granw Fr~ 
Ea3ing the Burden of Laboratory Wa3te Di:3po..al 

B. Streamline the Private Sector Re..earch Funding Fr~ 
C. Expand ''Other Tran3actioru!/' Authority for Certain Types of 
Frocurement 
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D. Extend Non-Disclosure Protection to Additional Technology 
Partnerships 
E. specific Example of Targeted Regulatory Reform: Galvin 
commission Recommendations 

II. Biotechnology 

A. Facilitate Bioremedlation Field Trials and Commercialization 

m. Export Regulations 

A. Create an Acceptable and Effective commodity Jurisdiction Dispute 
Resolution Procedure (not included in this document) 

4/'2f319 
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I. Conduct of Reaee.rch and Development 

A. Streamline the Uni varsity RBSMrch Process 

1. Streamline the Gr!lllt Process 

Differences in practice and policy across Federal agencies oblige institutions of 
higher education to maintain separate internal operating procedures for each agency w 
which they do business. This increases the time spent on paperwork and correspondingl 
reduces the return on the taxpayers' investment in scientific research. 

The Federal Demonstration Project (FOP), a cooperative effort among more than 
fifty universities or research institutes and nine federal agencies, is designed to imp 
management of federally-funded research. The FOP has developed and tested the followi 
recommendations concerning the grants proces~ 

Recommendation 

Direct all agencies to adopt the FOP General Terms and conditions and the 
expanded authorities included in OMS Circular A-110 for all research and research-relat 
project grants as a matter of agency policy. Where not inconsistent with statute, all 
agencies shall prescribe the General Terms and Conditions tested by the FOP as the de.... 
for all research and research-related project grants. 

These defaults may be overridden in rare and eKceptional circumstances, only wh 
there are compelling reasons to do so. 

Pros 

3 

? uniform policies and procedures for the administration of federal 
research pro 

ject grants free faculty from paperwork and allow them to spend more time 
research. Between 1988 and 1990, .the FOP evaluated the impact of the "ex 
authorities" at over 28 universities. Responses from over 2500 principal 
investigators indicated that these streamlined procedures saved more than 
annually per investigator, permitting over 50 additional person-years of 
activity in this sampling. No cases of mismanagement have been attributa 
implementation of the FDP terms and conditions at 50 institutions by 9 fe 
agencies since the inception of FDP in 1988. Grants offi 



DRAFT 

Cons 

4 

t:UP UR::iI::i fRX-) 

410319 

cers from the six major funding agencies (NIH, DOE, DOD, NSF, USDA, NASAl 
with these recommendations. 

• Agencies without major research activity may resist the effort 
necessary to im 

plement the changes in terms and conditions necessary to achieve uniformi 
major research-sponsoring agencies, including the NIH and the NSF, are la 
compliance with these procedures now. 
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2. Use Electronic communication too Make the Grants Process More Efficient 

A number of federal agencies are experimenting with various forms of electronic 
grants applications and reporting to speed communications, lessen the paperwork burden 
and significantly lessen the a.'11.ount of paper used in the process. Agencies will need t 
establish =mmon data requirements for their grants submissions and reporting, =mmit 
adequate resources and effort to develop, pilot, and adopt a common electronic standar 
and ensure that sufficient technological options are available to institutions to allo 
flexibility in selecting the approaches that are most useful and cost effective to the 

NSF estimates that they annually receive approximately 0~ feet of stacked 
proposals (about 15 washington Monuments high) and that 2.4 washington Monuments 
worth of paper could be eliminated by electronic Submission of just the repetitive da 
civil rights, drug-free workplace, non-delinquency on. Federal debt, etc.). 

Recommanda tiona 

Direct agencies to develop and adopt a =mmon set of data elements for use in 
proposal submission as an init:'al step in the development of standards and means for 
electronic submission and processing of proposals and awards. 

Direct agencies to develop and demonstrate electronic =mmerce systems for the 
administration of federal financial assistance, including assessments of the efficacy of 
electronic data interchange public standards such as ANSI X12 for computer-to-eomputer 
exchange of information. 

Direct OMB, working with the FOP and the Federal BUsiness Practices working 
Group, to determine, test and implement the best means of establishing electronic acce 
profiles of recipients receiving federal financial assistance. 

pros 

5 

1 These reco~mendations would greatly simplify the administration of 
grants. 
, NSF has begun a project to re-engineer and automate all processes 
related to 

grant proposals, awards and related business practices. NSF and NIH have 
client/serve database systems to permit electronic communication with gra 
grantee organizations. Both of these systems utilize the Internet, enabl 
grantees using any computer type to access the database to enter or modif 
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7 Protocols and standards for electronic submission, processing ~nd 
reporting of 

4/'2B/9 

proposals are in an early stage of development and have numerous "kinksD 
to be resolved. 
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3. Ee,a. t.he Burden of Laborat.ory Wut.. Diapoaal 

Regulatory requirements unnecessarily drive up the costs incurred by government 
university, and .industrial laboratories when handling hazardous wastes during research 
testing. That is because the applicable regulations, which focus on large volume indust 
processes such as chemicsl manufacturing, are unwieldy when applied to research-testin 
procedures, which characteristically involve only tiny volumes of chemic:sls.. One_size_f 
rules and inflexible interpretations preclude laboratory oriented innovations that cou 
in=eased work_place safety and enhanced environmental protection at lower cost, e.g., 
recovery and nmse of lab chemicals. 

For research-intensive universities, expenditures aS5OC; a ted with handling hazard 
and 10.' level radioactive laboratory waste can account for a significant fraction (abo 
of total project C05ts and, in many institutions, are the fastest growing component of 
overhead. 

RecorI\mendat.iona 

Short Term. simplify the process for obtaining a RCRA permit for on_site storage 
and treatment of hazardous laboratory· waste. To achieve effective waste handling, 
laborat=ies need only a small fraction of the authorities normally included in a Trea 
Storage, Disposal (TSD) permit under RCRA. If a simplified TSD and streamlined 
application and review procedure were introduced, qualifying universities and other 
organizations that operate research facilities would be able to store small quantities 
hazardous wastes on site for up to one year (cu=ently 90 days) and to treat certain cl 
of wastes on the bench top or in other specified locations. 

Long Term. Establish a continuing national forum to address and promote other 
innovations wit.h respect to reduction, management, and treatment of ha:zardous laborato 
wastes. In addition to encouraging reforms within eKisting statutes and regulations, t 
forum would seek to foster in=eased reliance on performance standards when regulating 
laboratory waste management and accelerated development of environmentally benign 
laboratory procedures. 

Proa 

7 

? Redu~es administrative ~osts and non-productive time 
requirements for 

ben~h scale researchers permitting more resources to be applied to R& 
? Would facilitate waste solvent recovery and waste 
"neutralization" that 

would reduce the waste burden on the environment. 
? Essentially no down-side risks. 
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7 Would require the EPA to develop an additional set of rules 
and forms 

for small volume facilities. 

4/'2f3/9 
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B. Streamline the Private Sactor Raaearch Funding Procaaa 

CRADAs 

Much research with industry partners is a=omplished 'through the use of Cooperati v 
Research and Development Agreement,s (CRADAs), which allow government laboratories to 
conduct cost-shared R&D projects with industry in areas consistent with laboratory 
missions. These CRADAs are used extensively by the federal labs and by many different 
agencies. 

Currently, agencies use a variety of different forms of agreements, include a variet 
provisions in their CRADAs. CRADAs often do not have a constant format even within t 
same agency. In addition, projects involving several agencies often must require that 
industry partner deal with all the agencies' various procedures and agreements. 

While certain differences are required by statute, many are simply a function of cu 
and can be streamlined or eliminated. For example, the Department of Energy has 
developed a general-use modular CRADA and a short-form, fill-in-the-blanks CRADA. 
These changes have permitted DOE to cut its CRADA processing time in half - from ab 
32 weeks to about 16 weeks. It appears likely that other agencies could achieve simil 
results. 

Recommendations 
The following recommendations were developed in consultation with NASA, DOE, 

DOC, and ARPA, which support these recommendations. other agencies are not affected. 
The recommendations do not involve legislative changa 

The affected agenciaa should be directed to begin efforts to ensure, to the ext 
consistent with statute and mission r8Cp1irements, that all agencies develop standa 
form, general usa, CRADAs that are COnBl.Stent within each agency and as similar as 
~ssible across agency lines. The inherent tensions between standardization and fle 
l.n use will dictllte l.nnoviltive solutions, such as modular CRADA Ilgreements. The 
Partnership for a New Generation of Vehicles (PNGVl can be cited IlS a demonstrlltio 
pro~t that is underway in this area. All partiCl.pating agenciaa in that project 
revl.ewed and conformed their CRADA documents to the extent possible for usa in th 
project. 

If, as is likely, it is not possible to completely standardize practices across 
lines, the Ilffected agenciaa should be directed to consider the possibility in mult 
projects of assigning a lead Ilgency to manage the agreement. This would provide a 
for a single approach to negotiation and processing. Statutory considerations that ar 
agency 

9 
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specific can be noted in the multi-party agreements without the elements common to a 
agencies having to be negotiated afresh for each agency. The lead agency will act as 
single point of contact for dealing .,ith the industry partner. This will minimize th 
multiplicit.y of effort required of industry. 

10 
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a. Streamline the Priva.te Sec::tor Rea_reb Funding Proc::eaa (continued) 

Other Research Bgreemen~ 
With reepect to re5ea.rch o.greemenUl other then CRADAl!!, there is 0. 3imilo.r problem 

inconsistency within o.gencie3 end o.cross o.gency lines, 0.5 well 0.5 substo.ntive requireme 
tho.t pose unnece55o.ry bo.rrier3 to reseo.rch with the privo.te sector. No pilot work h0.5 
done to determine the extent to which these inconsistenciee or bo.rriers = be elimin 
within current sto.tutory requiremen~ 

Should the o.genciee be given expended ''other tro.nso.ctions" o.uthority (= next secti 
0.11 such barriers should be elimino.ted, o.lthough work mo.y remcin to be done to make 
form of o.greemenUl more uniform o.cr= o.gency lines. Prior to eno.ctment of 3Uch 
legislo.tion, the o.genciee should begin the pr0ce53 of identifying eny such bo.rriers whi 
not required by sto.tute end ,.rorking towo.rd their removo.l. 

Recommenda.tiona 

The PNGV, a.n exiating, intera.qency R&D effort with the priva.te aector, should b 
deai.qna.ted a.a a. reinvention la.bora.tory in t.hie a.rea. of rea_reb a.greementa. Agencie 
involved in PNGV should be directed to (1) review their exiating ata.tutory Cluthori 
determine the degree of flexibility Clva.ila.ble to them in neqotia.ting rea_reb Clgr 
pc.rticulClrly in the Clrea.a of coat Clccounting, intellectua.l property, a.nd mUlti-pa.rt 
''partnership'' o.rrcngemenUl; (2) recommend eny nece=ry chengee in policy or sto.tute in 
order to o.llow them to streo.mline the negotio.tion of R&D o.greemenUl; end (3) identify 
inconsistencies in current pro.ctiees or requiremenUl o.mong th05e o.genciee end the bo.si 
th05e differences. 

The PNGV reinvention lo.boro.tory should be directed to report its findings to ell 
o.gencies involved in reseo.rch o.greements with reoommendo.tions for improvement in o.gen 
pro.ctices. 

Pros 

Cone 

11 

, The inefficiencies in the current pr= effect the federo.l o.genciee' o.bility 
work with industry o.nd to effectively utilize the texpo.yers' considero.ble co.pito. 
inveetment in reseo.rch fo.cilities. Theee chenges will improve the o.genciee o.bil 
effectively work with 'industry end levero.ge tho.t inveetment for U.s. economic 0. 

=io..l benefit. 

7 Agencies currently control their own procedures end ho.ve different sto.tutory 
constro.int~ Chenges tho.t move towo.rd uniformity ere difficult to implement 
\'lithout strong intero.gency consensus (whichh0.5 to do.te been ho.rd to o.chieve). 
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: In addition, any 9ffort to giv9 on9 ag9ncy th9 lead in multi ag9ncy projects 
bG car9ful to maintain ag~mcigg' compliance with thQ raquiremQIlts of the Econom 
Act, 
'} If consist9ncy is 9mphasized abovQ all oth9r goals it can laad to a=ptanca 
th9 "lowest common d9nominator." Car9 must b9 taKQIl to presarvQ ag9nciQS' 
abilitiQS to GQQk craativQ solutio~ 
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C. ExPl1nd ''Other TrllllMctions" Authority for Certain Types of Procurement 
.Nu'-'.... Lll ... __ _ __ u~ s ill UIlu__ is uss arlL _ SI:!t1 d eli.reeL""" enc~e;J 
The National Performance Review recommended that heads of civilian agencies be 

granted authority similar to that provided the Department of Defense in 10 u~c. 23TI, 
so-called "other transactions" authority. This eKpanSion of "ot.her transactions" authori 
.lOuld be limited to agreements fO[ research and development, and would not extend to 
procurement of goods and services. "Other transactions" authority is currently availab 
DOD, NASA, and DOT in funding certain research and development work, and it replaces 
standard procurement requirements with considerable flexibility to the project manager 
craft a contract that contains only those provisions necessary to the particular proje 
to revise the working arrangement as research projects evolve. It would eliminate, for 
example, rigid mandatory intellectual property requirements and use of government 
accounting principles. 

Without this authority, firms which have not been government contractors and are 
a=ustomed to flexible, unencumbered negotiations and a=ounting procedures for researc 
projects are deterred from engaging in government research programs because of the 
inflexible accounting requirements and agreement provisions. DOE, for example, has 
experienced specific problems negotiating with commercial firms for conducting joint, 
cost-shared, research projects to demonstrate environmental remediation solutions. In on 
case, DOE had to go through ARPA at DOD to fund a cost-shared demonstration project 
with six major chemical companies. This project could lead to significant savings in 
up costs, but without "other transactions" authority DOE was unable to negotiate a 
workable agreement with multiple parties. . 

Recommendation 
The statutory change recommended b~' the National Performance Review, to extend 

"other transactions authority" to civilian research agencies for use in negotiating res 
and development agreements, should be pursued. Any legislative change would be draft 
·to allow, but not require, use of this authority by agencies entering into research 
agreements and would include a statement of principles to ensure public understanding 
appropriate oversight of the increased discretion to be provided to agency managers. 

Pros 

Cons 

13 

? It is appropriate for R&D work, .There the project evolves significantly over 
lifetime, in contrast to standard procurement of goods and services. 
? It will greatly improve the government's ability to enter into effective res 
projects with the private sector unencumbered by unnecessary regulations. 
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'I Eliminating the requirements for compliance with standard procurement 
regulations in these projects opens these projects to particular scrutiny and th 
potential for criticism about mismanagemen~ 
-; Expansion of this authority will likely require additional employee training 
oversight to ensure that the agencies use this authority only for R&D work, and 
not extend its use to procurement of goods and services in an attempt to avoid 
procurement requiranents generally. 
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D. EXtend Non-Disclosure Protection to AU DOE Federu 'l'eChnology PArtnerships 

There are several statutes that provide for the protection from disclosure, includin 
disclosure under the FOIA, for c. period of up to 5 years, of information produced under 
DOE'S collaborative agreements for research, development and demonstration with 
industrial partners (e.g., the Energy policy Act of 1992 [12 U.s.c. 1320], the National 
competitiveness Technology Transfer Act of 1989 [5 usc. 3701], the Department of 
Interior Appropriations [p.L. 102-381], and the Metals Initiative legislation [p.L. 100-680 
and 5 U.s.C. 5101]). The language in these statutes is not uniform, the date from which 
information can be protected varies depending on which statute applies, and the statu 
not apply to the entire spectrum of agreements in which DOE enters with industrial p 
(particularly in most of the agreements under DOEs defense programs). This protection 
from disclosure is important V.J industrial partners who ultimately plan to commercial 
products resulting from the research with federal agencies. This inconsistency of stat 
authority does not appear to bea problem for agencies other than DOE. 

Recommendation 

seek a statutory change that brings uniformity to DOEs authority in this area and 
extends the protect,ion of information produced under all federal research development 
demonstration agreements in all agencies from disclosure for a period of five years, in 
to unify the ad hoc approach that has been taken to date. However, it should be mad 
clear that protection from disclosure does not apply to the research agreement itself, 
that absent extraordinary circumstances information on the nature of the agreement wi 
publicly available. 

pros 

cons 

15 

1 would provide consistent treatment of all DOES Federal partners for all 
research, development and demonstration agreements and address a significant 
concern of industry about their ability to protect commercially valuable inform 
developed as partners with the government. 
7 since the protection under the Energy policy Act is limited to 5 years, fede 
R&D efforts would afterwards be made public allowing others to benefit by takin 
those results (obtained in part with taxpayer dollars) and build on them. 

1 The Atomic Energy Act of 1954, section 31d states that DOE's research 
agreements shall not prevent the dissemination of scientific or technical inform 
except as othen-lise provided by law. This reflects the policy judgment of some 
that, absent exceptional circumstances, research funded with taxpayer dollars sho 
be publicly 
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c.vo.i.lahle. The exterusion of current non-d:iscl05ure provUll.OIlfl to c.dditionc.l re3e 

rr.c.y be criticized on tho3e ground:l, with the clo.im thc.t c. few prefe=ed contrc.c 
=e ~owed to tie up re:3~ funded with to.xpO-yer support for 0. period of tim 
long enough to obto.in o.ll re0-30na.ble commercio.1 potentio.1 from tho.t reseo.rch. 
" There mO-Y be some increased c.dmini.5trative burden involved in protecting 
c.dditiono.1 inforntO-tion from di=l05ure. 
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E. Speoifio Example of 'l'argeted Reforml calvin commiuion Reoommendationa 

As p<irt of the regulatory review, we have identified one additional specific area .1. 

which administrative reform would be well_received by the affected communities. DOE 
issues it.\; own orders to laboratories relating to environment, safety and health. Thes 
orders are often far more restrictive than those impa;ad by regulatory agencies such a 
EPA, FDA, and OSHA. In addition DOE laboratories are subject to a multitude of audits 
and reviews, some imposed by organizations outside the control of DOE management (e.g. 
the Congress), but many are inspired by DOE. The Galvin Commission report clearly 
documents the excessive burden on DOE laboratories resulting from DOE orders, directiv 
and audits {see Appendix A of the report~ The Secretary of Energy concurs that the 
exi;;;ting .,;y;;;tem i.,; COi;';tly, bureau=atic, and inefficient. Activities now ongoing withi 
Department are addressing some of the issues railOled in the Galvin Report. Given the in 
budget pr=ures DOE i.,; under, we recommend that attention be directed toward achievi 
the large saving;;; and increalOled efficiency achievable by reducing the exC9i;';~ identif 
the Galvin Report. 

Reoommendation 

Department of Energy recognizes the IOl9rioUlOln9lOls of the situation and halOl steps 
underway to co=ect the deficiencies including revilOling their Directive sy.,;tem. since 
19911, the Department halOl eliminated about 25 percent of its orders (312 to 236). An 
a=elerat.ed order reduction effort is currently underway to reduce 103 of the remainin 
orders to d2 including 2d orders considered to be the moGt burdensome by field offices 
contractors. Thi.,; accelerated effort will be completed by July 31, 1995. This will Ie 
a reduction in contractor requirementb and overhead dollars. Orders that merely repea 
external regulatory requirementb are planned to be eliminated with the understanding 
these external requinlrnentb must be followed. Any new orders that are developed (or 
revi.,;ions to existing orders) are to include statementb of resource impact and justific 
for muan=. DOE should be directed to c::xltnplete this process with timelines and 
deliverables. At a minimum, DOE Orders should be done away with in CalOles where other 
federal agency regulations apply. In otherwise unregulated areas, the pr== should re 
that permits only those new orders deemed essential to be promulgated. This should le 
a significant reduction in the Federal work force and allow the labs to reduce overhe 
devote more of their resour09G to R&D. 

Proa 
? Removes what is generally recognized as excessive and costly 
oversight 
? Responsive to findings of a prestigious review committee 
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? The DOE Lab Directors are unanlmous in their belief that the 
Orders 

represent a seriously misguided oversight effort 

? Some Orders are required to fulfill Congressional 
requirements of 

DOE's oversight responsibility 
? The labs are more interested in carrying out their mlSSlons 
than adhering 

to regulations hence strenuous oversight is required 
? This level of control is necessary to protect the public 
interest 
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II. Biotechnology 

A. Facilitate Bioremedilltion Field Trie..lB and Commercialization 

There presently exists a reluctance to employ bioremediation in the U.s., largely 
because it is perceived as unproved technology, regulatory hurdles discourage applicat 
and the purveyors of. conventional technology control the market. This reluctance wil 
diminish substantially if large scale trials can be easily established to demonstrate e 
This proposal recommends a plan that would facilitate a scientifically objective evalu 
of bioreO'lediation as a predictable, safe, and cost effective clean-up option. 

There are currently two primary regulatory constraints on the development and 
application of bioremediation as a clean-up option. The first constraint comes from t 
Resource Conservation and Recovery Act (ReRA) and it's regulation of hazardous wastes 
administered by the EPA. Although EPA issued new rules for treatability studies in 1 
they are still not conducive to long-term research. There needs to be a mechanism fo 
expediting RCRA rules when they apply to research applications on secure government 
land. The second constraint involves the use of recombinant (genetically altered) 
microorganisms in open field clean-up. This application of recombinant organisms come 
under the purview of the Tonc Substances Control Act {TSCAi also administered by the 
EPA. There needs to be a mechanism for eXpediting TSCA clearances when they apply t 
research applications on secure federal land. Accordingly, dedicated federal field site 
include both contaminated and clean areas need to be made available to academic, 
government and private sector scientists and engineers. Specific examples of secure si 
that also have access to appropriate analytical instrumentation include oak Ridge Nat 
Laboratory, Pacific North ... est Laboratory, and selected National Environmental Research 
Parks. 

RecOl'l'lmenda tiona 

Dedicate one or more secure Federal field sites to coordinated, long-ter 
research to underpin effective bioremediation of contaminated surface and subsurface 
environments. 

Develop minimal state and Federal regulations to govern such restricted site fi 
trials. 

ProB 
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7 will accelerate the development of new technology to clean up 
the envi 

ronment 
7 will stimulate the biotechnology industry and academics to 
devote more 

attention and creative thought to the subject, 
Cons 

7 will require EPA to develop a new, less stringent clearance 
for these 

test sites 
{ will create some controversy among environmental public 
interest 

groups if not handled properly. 
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Ragula.t.ion of 8cience a.nd Technology 

Tw group focufleS on reguJ..o.tory UlflUe!!l which affect bu3i.nefl5 
incentive5 to conduct R&D or the productivity of b=in=, univerflity, o.nd 
federo.l re!!lec.rch QIld development. 

The o.dministro.tion ha3 gone to greo.t lengths to work with b=ine=e 
univerflities, o.nd other org1mi..zo.tiOll5 in structuring itfl science QIld techno 
policy. Concerll5 Qbout federcl regulo.tion ore o.lWQys 0. mojor theme. Whil 
some conce= t=get the purp05e5 of the regulo.tion, mo.ny center on blizzo. 
of po.perwork o.nd record keeping, Q3 well Q3 on conf=ion, contro.diction5, 
delo.ys, o.nd outright ruden= in the wo.y the regulo.tion5 ore o.dmini5tered. 
While mo.ny of the5e concern5 ore chronic in no.ture, there o.re good re0.5ons 
to to.ke 0 new look. 

? The ro.pid ro.te of technico.1 ch=ge in mQlly key indU5trie5 often me0.n5 tho.t 
competitive odvo.nto.ge grows out of moving quickly to the morket. Thi5 mo.k= 
it e55el1tio.l tho.t regulo.tory decision3 be f=t QIld efficient without compromi.sing 
the goo.l of the regulOotions, the quolity of the deci5ion5, or public 5Oiety. There 
will o.lwo.ys be 0. teruri.on between the need for public 3Crutiny o.nd the need for 
speed. But cle=ly the need for regulo.tory efficiency h= grown. 

? The Federo.l government supports over 40% of o.ll u.s. r=eo.rch QIld 
development o.nd two thirds of its fundo.mento.l re3eorch. The skill with which 
federo.l re5eo.rch funds ore m=ged i3 therefore =itico.l to the heo.lth of the 
entire u.s. R&D enterprise. The Clinton Admini5tro.tion h= plo.ced heo.vy 
empho.ru on r=eo.rch conducted in clO3e po.rtnership with bu3i.ne55e5. The 
technology supported in these po.rtnerwp5 co.n leod to profit.o.ble commercio.l 
products for the privote firm3 while supporting the mi5sion objective5 of the 
federo.l o.gencies. Thie relo.tion5hip ho.s worked well, but it h= o.l3o highlighted 
flo.W3 in federo.l re5eo.rch mo.no.gement tho.t co.n be minimized through regu1o.tory 
reform. 

Most of the con= h=d from busine= o.nd uni verSl.tl.e5 f0CU3 on environmento.l 
OSHA, FDA, finQllcio.l, or other regulo.tory issues covered by other groups in the Vice 
President'5 regulo.torl' to.5k forc:e. Our purpose here i5 to toke the broo.d themes develo 
l.n 
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the task forca as a whole and apply them to a sat of issues that have not bean exten 
covered elsawher~ 

As a result, the di.scUl!:sion that follows focUbes ill three areas: 

1. Increasing tha effectiveness and efficiency with which the federal governma 
funds research and development in universities and industry. 
2. using federal leadership to encourage greater coordination between state, 
local, and federal regulators. 
3. Biotechnology 

Contanta 

I. Conduct of Research and Davalcpment 
A. Streamlining the university Research Pr= 

1. 
2. 
3. 
tl. 
5. 

Reform the Treatment of Research Costs 
Standardizing the Grant Process 
Electronic Communications in the Grants Process 
Easing the Burden of Laboratory Waste Disposal 
A System for Continuous Quality Improvement 

B. Straamline the Privata Sact.or Research Funding Precass 
C. Improve Treatment of Intellectual Property 
D. Expand "Other Transactions" Authority for eartain Types of 
Procuiemant 
& Extend Non-Disclosure Protection to Additional Technology 
Partnerships 
F. Specific Example of Targeted Regulatory Reform: Galvin 
Commission Racommandations 

II. Federal Leadership ill Coordinating Federal, State, and Local Regulatory 
Activities 

m. Biotechnology 

A. simplify Approval of BiotQChnology Drugs and Biologics 

:2 
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B. Facilitate Bioremediation Field Trials and Commercialization 

3 
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I. CONDUCT OF RESEARCH AND DEVE:t.OPMENT 

The proposals discussed here include (1) reform efforts already underway that we 
should highlight as a part of our regulatory reform progr~ ~ milestones for reforms 
can be accomplished under existing authority, and (3) reforms that require new legislat 
--most of which is already included in the procurement reform legislation. 

A. Streamline the University Research Proceu 

1. Reform the Treatment of Research Costs (A2l) 

The cost reimbursement system for overhead or "indirect costs" for research grant 
has been harshly criticized and allegedly provides federal reimbursement that is widel 
variant and too generous. There are proposals in Congress to cap the rates used by 
univeI.-sities to calculate federal reimbursement and use the resulting ''savings'' for oth 
federal needs. A legislated cap setting an arbitrary limit on rates would repudiate t 
principles stated in OMB circular A-21, under which the government has negotiated 
reimbursement rates with individual universities for decades. Such a cap could deny 
millions of dollars of reimbursement to universities for research facilities built to u 
federally funded research based on long-standing principles and agreements. 

We propose to implement a number of revisions to OMB Circular A-21, which were 
published in the Federal Register on February 6. OMB and OSTP, working in 
collaboration with federal agencies and universities, and building on prior work, have 
completed their study of the system and will recommend the following changes. 

Develop uniform methods and procedures. Discard past notions of "direct and 
indirect" costs which were needlessly complicated and poorly understood. Instead, thr 
new categories of costs, all necessary to the conduct of fundamental research, will be 
research activities, research facilities, and research administration. Standardize metho 
determining utility costs and eliminate special studies to reduce the variation in th 
portion of overhead rates across universities. Develop a methodology to determine uni 
treatment of special services (such as hazardous waste facilities), to ensure that simila 
activities are treated consistently by universities. Include other new policies for ar 
as: useful life for research equipment, consistent federal agency transition policies 
university changes from use-allowance to depreciation, appropriate federal policies for 
interest costs, uniform accounting methodology, make total costs part of competitive a 
process. 

4 
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Make use of· cost efficiencies. Force down the average rate universities charge 
facilities. Tough federal review of facility construction costs, utilization, and opera 
and maintenance will be imposed to ensure that federal science agencies are paying on 
efficient and reasonable use of university research space. Benchmarks would be establi 
by research and construction experts for different classes of facilities -- which coul 
to new construction and existing facilities 

Pros 

con 

? These changes would reinvent the system of cost reimbursement in th 
spirit of the National Performance Review. They would achieve greater 
uniformity and cost efficiencies while retaining the core principles of 
negotiated cost reimbursement based on the government-university sharing 
actual costs. The necessary stability would be retained to stimulate 
universities and their governing boards to invest in world class research 
education facilities. 

? The chief altei:natives to these reVLSl.OnS, a cap ·on reimbursement ra 
(or an across the board cut of reimbursement), would have serious 
consequences to the excellence and future vitality of u.s. academic science 
universities presently receiving federal reimbursement for their Substantia 
investments in research facilities would suffer immediate and significant 
decreases in their federal recovery. variation among research facility rat 
institutions reflects real and legitimate differences among institutions -­
universities and colleges vary in the utility, maintenance and labor costs 
on their location, the age, cxmdition and type of their facilities, and th 
nature of research and education which they pursue. 

? InStead of these refinements to an already complex system, a cap on 
reimbursement rates or a standardized percentage cut of the reimbursement 
all institutions could streamline the process and achieve cost savings for 
government. However these costs would be shifted to universities, thus 
continuLrlg the increase in the university share of costs associated with 
federally funded research. The system could be made simpler by setting 
some fixed rate for all universities, although, as stated above this would 
reflect the differences among institutions. 

~ streamline the Grant process 
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Differ~mc9S in practiCe and policy across agenci9S oblige institutions of higher 
education to maintain ",eparate internal operating procedur9S for each agency with whi 
they do b=ine,.;"" Thi,.; in=ea,.;a; the time "'pent on paperwork and co=espondingly reduc 
the return on the taxpayers' investment in ",cientific re,.;earch. 

The Federal Demon,.;tration Project (FDP), a cooperative effort among more than 
fifty univers~t~= or research institutgs and nine federal agencieo;;, is deo;;igned to imp 
management of federally-funded research. The FDP ha", developed and tested the followi 
rgcomrnendations concerning the grant", proc9SS1 

PrOD 

Cons 

-; Direct all agencies to adopt the FOP General Term,.; and Conditions and the 
expanded authorities included in OMS Circular A-110 for all research and 
re",earch-related project grant'" as a matter of agency policy. Where not incon",i 
with ,.;tatute, all federal agencioo shall pre,.;cribe the General Tm:ms and Conditi 
te",ted by the FDP as the data II] t for all research and ret;eaIch-related project g 

-; Th9Se default,.; may be ove=idden in rare and exceptional circ::urru;;tanc9S, only 
when there are compelling rea,.;om; to do so. 

-; Unifortl"_ policies and procedures for the admini,.;tration of federal researc 
project grant,.; free faculty from paperwork and allow them to ,.;pend more 
time on research. Between 1988 and 1990, the FDP evaluated the impact of 
the "expanded authoritieo;;" at over 28 univer",itie,.;. Respon~ from over 2500 
principal investigators indicated that thgse ",trearnli.ned procedures ",aved 
than 5 day'" annually per inve,.;tigator, permitting over 50 additional 
person-year", of ,;;cholarly activity in thi>; sampling. No ca= of 
mismanagement have been attributable to the implementation of the FDP 
term,.; and conditions at 50 in",titution,.; by 9 federal agencie", ",ince the 
inception of FDP in 1988. 

'1 Grants officer", from the siK major funding agenci9S (NIH, DOE, DOD, 
NSF, USDA, NASA) concur with theoo recommendations. 

-; Agencie", without major r~ch activity may resi,.;t the effort n9C~ 
implement the changes in terms and conditions necessary to achieve 
uniformity. The major reo;;earch-,.;ponsoring agencies, including the NIH and 
the NSF, are largely in compliance with theoo procedures now. 
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3. Use Electronic Communication to Make the Grants Process More Efficient 

A number of federal agencies are experimenting with various forms of electronic 
grants applications and reporting to speed communications, lessen the paperwork burden 
and significantly lessen the amount of paper used in the process. These demonstration 
approaches show great promise in significantly changing the grants process, Agencies 
need to establish common data requirements for their grants submissions and reporting. 
Also, agencies will need to commit adequate resources and effort to develop, pilot, and 
adopt a common electronic standard in order that institutions not have to deal with 
plethora of agency requirements. Finally they will need to ensure that whatever stan 
or means they adopt, that sufficient technological options are available to institutio 
allm·j them some flexibility in selecting the approaches that are most useful and cost 
effective to them. 

Current grant applications repetitively require basic information about applican 
organizations. on every hard copy submitted. 'rhis includes routine, descriptive informa 
about the organization (e.g" name, address and type of organization, entity number, and 
information about organization officials), as well as other information including 
organizational certifications and representations (e.g., civil rights, drug-free workplace 
non-<ielinquency on Federal debt, etc.). For example, NSF estimates that they annually 
receive approximately 7,500 f_t of stacked proposals (about 15 Washington Monument 
high) and that 2.4 Washington Monuments worth of paper ClOuld be eliminated by 
elBCltronic submission of just the repetitive data. 

RBCOlIImenda tiona 

; Direct agencies to develop and adopt a common set of data elements for use i 
proposal submission as an initial step in the development of standards and mean 
electronic submission and processing of proposals and· awards. 

; Direct agencies to develop and demonstrate electronic commerce systems for th 
administration of federal financial assistance, including assessments of the effie 
electronic data interchange public standards such as ANSI X12 for 
computer-to-eomputer exchange of information. Assessments of the approach most 
suitable to the greatest number of proposals and recipient institutions should b 
made under the auspices of the 0118, in coordination with the Federal Business 
Practices working Group and the Federal Demonstration Project. Agencies should 
permit technological options to allow institutions some flexibility in how they 
their proposals and interact 
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with agencies so as not to require institutions to make costly modifications wh 
they may be unable to afford. 

-; Direct OMB, working with the FDP and the Federal Business Practices working 
Group, to determine, test and implement the best means of establishing electroni 
access to profiles of recipients receiving federal financial assistance. These pr 
would include routine descriptive organizational information as well as Federal 
certification and assurances. 

A dual system of. electronic and hard copy submissions would have to be maintained du 
a transition period to aid the institutions and small businesses which may have diffic 
using electronic submission and could not modify their existing technology to comply 
federal electronic submission protocol~ 

Pros 

Cons 

-; These recommendations would greatly simplify the administration of grant 
Efforts are already beginning in certain agencies to increase electronic 
communication in this area. 
-; DOE has awarded a. cooperative agreement for a two year effort to assess 
the generation, submission and processing of university research grant 
applications and other research administration processes using ED! X12 
standards. 
? NSF has begun a pro~ to re-engineer and automate all processes relate 
to grant proposals, awards and related business practices. NSF and NIH 
have developed client/serve database systems to permit electronic 
communication vlith grantees and grantee organizations. Both of these 
systems utilize the Internet, enabling grantees using any computer type to 
access the database to enter or modify data. 

? Protocols and standards for electronic submission, processing and reportin 
of proposals are in an early stage of development and have numerous "kinks 
that need to be resolved. 

4. Easing the Burden of Laboratory Waste Disposal 

Regulatory requirements unnecessarily drive up the costs incurred by government 
university, and industrial laboratories when handling hazardous wastes during research 
testing. That is because the applicable regulations, which focus on large volume indust 
processes such as chemical manufacturing, are unwieldy when applied to research-testin 
proce 
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dures, which characteristically involve only tiny volumes of chemicals. Dollars that 
otherwise 1I1Ould be used to advance science are spent meeting unproductive administrat 
requirements. Even worse, one-size-fi~ rules and innexi.ble interpretations preclude 
laboratory oriented innovations that could yield increased work-place safety and enhan 
environmental protection at lower cost, e.g., recovery and reuse of lab chemicals. 

Expenditures associated with handling hazardous and low level radioactive 
laboratory waste run into the hundreds of millions of dollars each year. For 
research-intensive universities, these expenditures can account for a significant fracti 
(about 51;) of total project costs and, in many institutions, are the fastest growing 
component of overhead. Waste handling regulations developed specifically for the 
laboratory could do much to assure a better return on the research investment. 

Recoml'!\endll.~ons 

Short Term. Simplify the process for obtaining a RCRA permit for on-site storage 
and treatment of hazardous laboratory waste. 

To achieve effective waste handling, laboratories need only a small fraction of 
authorities normally included in a Treatment, Storage, Disposal (TSD) permit under RCRA 
If a simpiliied TSD and streamlined application and review procedure were introduced, 
qualifying universities and other organizations that operate research facilities would 
to st.ore small quantities of hazardous wastes on site for up to one year (currently 90 
and to treat certain classes of wastes on the bench top or in other specified location 
simple reforms would reduce the volumes of waste handled within and shipped from the 
organizatiOns with commensurate gains in work-place safety, pollution prevention, and 
savings. 

Long Term. Establish a continuing national forum to address and promote other 
innovations with respect to reduction, management, and treatment of hazardous laborato 
wastes. 

This forum would involve all stakeholder groups, e.g., government, university, or 
industry labs; national and state regulators; environmental protection advocates; work­
safety advocates; and community representatives. It would be modeled on the series of 
national laboratory waste workshops conducted last year under the auspices of the 
Government/UniversitylIndustry Research Roundtable of the National Academy of Sciences . 
In addition to encouraging reforms within existing statutes and regulations ( such as 
permit streamlining described above ), the forum would seek to foster increased relianc 
pertor 
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mClnc::e! stand=ds when regulating lal:xJratory wCl5te m=gement and accelerc.ted 
development of environmentally benign labor~tory procedur~ 

COM 

? Reduces administrative costs and non-productive time requirements fo 
bench scale researchers permittL"lg more resources to be c.pplied to R&D. 
? Would facilitc.te wc.ste solvent recovery c.nd wru;te ''neutral.izc.tion'' t 
would reduce the wa.ste burden on the environment. 
? Essentially no down-side risks. 

? Would require the EPA to develop an c.dditional set of rules and 
forms for smc.ll volume facilities. 

5. A System for continuous Quc.lity Improvement 

The Federal Demonstrc.tion Project h~ been, c.nd continues to be, c.n excellent 
vehicle for identifying c.nd testing time c.nd cost 5c.ving suggestions relc.ted to c.cadem 
rese=ch. To facilitc.te the translc.tion of these improvements into prc.ctice, an establ 
group of senior Federal officic.ls should be responsible for reviewing FDP results c.nd 
mnking recommendations for implementation. 

RecornmendCltion 

Pro 

'1 Direct the Committee on FundCllTlental Science of the NSTC to review FDP 
demoru;tration project results c.nd to make recommendc.tions regarding those 
demoru;tro.tions to the Office of Management c.nd Budget, the office of Science c.n 
Technology Policy, c.nd to the heads of c.ll Federal resec.rcll-sponsoring agencies. 

'1 Anchoring the FDP into the Federal Government through the NSTC will insure 
the rc.pid adoption of the results of continuing FDP demoru;tro.tions c.nd other 
strec.mlining initic.ti~ 
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B. Bt.reamline t.he ~ivat.e Beat.or Research Funding Prooeaa 

CHApna 

Much research with ind~try partners is accomplished through the use of 
Cooperative Research and Development Agreements (CRADAs), which allow government 
laboratories to conduct cost-shared R&D projectG with indLWtry in ar~ consistent wit 
laboratory missions. These CRADAs are ~ extensively by the federal labs and by man 
different agencies. 

Currently, agencies use a variety of different forms of agreements, include a var 
of provisions in their CRADAs. CRADAs often do not have a constant format even witni 
the same agency. In addition, projects involving several agencies often must require t 
the industry partner deal with all the aganciQl;' various procedures and agreements. 

While certain differences are required by statute, many are simply a function 0 

custom and can be streamlined or eliminated. For example, the Department of Energy h 
developed a general-use modular CRADA and a short-form, fill-in-the-blanks CRACA. 
ThQl;e changes have permitted DOE to cut its CRADA processing time in half -- from ab 
32 weeks to about 16 weeks. It appears likely that other agencies could achieve similar 
rQSul~ 

Reoommendat.iona 

The following recommendations were developed in consultation with NASA, DOE, 
DOC, and ARPA, which support these recommendations. Other agencies are not affected. 
The recommendations do not involve legislative change. 

The affeat.ed agencies should be direoted to begin efforta to enBure, to the 
aonBiatent with statute and miuion requirementB, that all agenaies develop etanda 
form, general use, CRADAs that are consistent. aoroea agenay lines. The inherent 
tensions between standardization and flexibility in use will dictate innovative GOluti 
as modular CRADA agreemen~ The Partnership for a New Generation of Vehicles 
(PNGV) can be cited as a demonstration project that has been completed in this area. 
participating agencies in that project have reviewed and conformed their CRADA 
dOclli~ents to the extent possible for use in that pro~ The managers of the PNGV 
project can be the point of contact for agencies in organizing the interagency work 0 

larger U!"u. verse of CRADAs. 

If, as is likely, it is not possible to completely standardize agency practice, 
consideration should be given by the interagency group to the possibility in multi-ag 
projects to 
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a5S1gmng a lead agency to manage the agreement. This would provide a basis for a si 
approach to negotiation and processing. Statutory considerations that are agency spec 
can be noted in the multi-party agreements without the elements common to all the 
agencies he.ving to be negotiated afresh for each agency. The lead agency will act as 
single point of contact for dealing with the industry partner. This will minimize th 
multiplicity of effort required of industry. 

other Research Agreements 

With respect to other research agreements, there is a similar problem of 
inconsistency across agency lines, as well as substantive requirements that pose unnece 
barriers to research with the private sector. (See ; nfra at section LA with respect 
university research). No pilot work has been done to determine the extent to \vhich th 
inconsistencies or barriers can be eliminated within current statutory requirements. 

Should the agencies be given expanded ''other transactions" authority (see ; nfra 
section I,D), all such barriers should be eliminated, although work may remain to be do 
to make the form of agreements more uniform across agency lines. Prior to enactment 
such legislation the agencies should begin the process of identifying any such barrier 
are not required by statute and working toward their removal. 

Racommendations 

The PNGV, an erisilig, interaganClY R&D effort with the private BBCltor, should 
he dasignated as a reinvention laboratory. Agencias involved in PNGV should he dir 
to (1) review their eristing statutory authority to determine the degree of flaxib 
available to them in negotiating research agr_ments, particru1arly in the araas of 
accounting, intellactual property, and multi-party ''(lartnarship" arrangementSJ (2) 
racommend any nBClBBBary cllanges in policy or statute in order to allow them to st 
the negotiation of R&D agreements, and (3) identify incoruristencias in current pract 
requirements among thosa agencies and the basis for those diffarancas. 

The PNGV reinvention laboratory should be directed to report its findings to al 
agencies involved in research agreements with recommendations for improvement in agen 
practices. 

Pros 
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The inefficiencies in the current process affect the federal agencies' ability to 
\vith industry and to effectively utilize the taxpayers' considerable capital investmen 
research facilities. These changes will improve the agencies ability to effectively wo 
industry and leverage that investment for u.s. economic and social benefit. 

Cons 
Agencies currently control their own procedures and have· different statutory const 

Changes that move toward uniformity are difficult to implement without strong intera 
consensus (which has to date been hard to achieve). 

In addition, any effort to give one agency the lead in multi agency projects must 
carefUl to maintain agencies' compliance with the requirements of the Economy Act. 

13 
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C. Improved Treatment of Intellectual Property 

The inability of the federal government to obtain adequate intellectual property 
protection for computer software that may ultimately be a basis for private sector 
technology is currently a barrier to federal labs' work with the private sector in thi 
and to the effective leveraging of the federal research effort to strengthen the gener 
economy. Currently, federal laboratories may patent, but not copyright, computer 
programs written by their employees. Because of this limitation on intellectual prope 
rights, the private sectors' willingness to enter into CRADAs is reduced. 

In addition, in particular cases the requirement of the Bayh-Dole Act that the 
government always retain a government purpose license is viewed by industry as a bar 
to government-industry research agreements. While amendment of the Bayh-Dole act is 
warranted, expansion of "other transaction" authority (see. infra .. at 1.0) would give 
agencies the ability to waive that requirement in the few cases in which that would 
appropriate. 

Recommend"tJ ona 

Allowing employees of Federal agencies to copyright computer software developed by 
them as part of their official duties under, or related to, a CRAnA will promote the 
co~,ercial application of software developed with federal funds and thereby strengthe 
economy. Legislation providing this intellectual property protection is included in t 
''Federal Acquisition Improvement" legislation recently forwarded to the Hill by the 
Administration (SSlfl sections 6101-3). That legislative change should be actively pursued 

The flexibility with respect to intellectual property protection provided to a 
through "other transactiona" authority should be PUrBued legiBlatively. See. infra, 
aection I.D. 

Proa 
The recommended changes for the federal labs will improve the leverage the federal 

R&D investment provides to the private sector. 

Improvements in the efficiency of commercial spin-off of federal research through 
CRADAs and licensing have traditionally received bipartisan support. 

Cona 
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Federo.l licensing of intellectual property is currently iru;ignificant in doll= o.mo 
economic impo.ct. Improvement5 are possible, but many problems =e inevitable 
consequence!; of the o.gencies' focus on mission reseo.rch as their first priority o.nd lim 
funding for po.tent counsel, filings, etc. Thus, the resulting benefit5 of o.ny sto.tutory 
in thi:a o.re<:1 mo.y be rel<:ttively srmll, <:tlthough signi£icant to po.rticul= industry part 

Rego.rding intellectu<:tl property protection for Feder<:tl softwo.re, previous o.ttempt5 
modify the st<:1tutes were not strongly supported by industry. There are vo.rying opini 
whether it i:a bettsr to keep government software in the public domo.in, or to protect 
license it. 

D. Ex:plmd ''Other Tn.llllC.ctiollB" I\uthority for certClin Types of Procurement 

The N<:1tiorml Performance Review recommended tho.t he<:tds of ci vili<:1n agencies be 
grcnted <:1uthority similo.r to th<:1t provided the Dep<:1rtment of Defense in 10 u.s.c. 2371, 
5O-C<:tlled "other tr=ctions" <:1uthority. This eKpo.I1sion of "other tra.nso.ctions" <:1uthori 
would be limited to agreement5 for research and development, o.nd would not extend to 
procurement of goods o.nd services. 

"Other tro.nso.ctions" cuthority is currently <:1vailcble to DOD, NASA, <:tnd DOT in 
funding cert<:tin resecrch o.nd developmsnt work, <:1nd it replaces standard procurement 
requirements with consider<:tble flexibility to the project m<:1n<:1ger5 to crcfta contract 
conto.ins only those provisions necesso.ry to the particulo.r project, <:1nd to revise the w 
arro.ngement <:1S reseorch projects evol Yeo It would elimino.te, for exo.mple, rigid m<:1nd<:1 
intellectual property requirement5 o.nd use of government accounting principles. In so 
=ses, it <:1150 would allow R&D contracts to be let without the use of competitive bid 
practices, ctlthough DOD's experience with this authority has resulted in their volunto.r 
of competitive bidding practices in over 90% of their c.greements. 

Without this authority, firm!a which ho.ve not been government contro.ctors o.nd are 
a=ustomed to flexible, unencumbered negotiations o.nd accounting procedures for reseo.rc 
project5, <:tre deterred from eng<:1ging in government reseo.rch progrCffi5 becc.use of the 
inflexible accounting requirement5 o.nd agreement provisions. DOE, for exo.mple, has 
experienced specific problems negotiating with commercio.l firms for conducting joint, 
cost-sho.red, reseo.rch project5 to demonstrate environmento.l remediation solutions. In 0 

co.se, DOE lmd to go through ARPA at DOD to fund a cost-sho.red demonstr<:1tion project 
with six m<:1jor chemico.l compo.nies. This project could lead to significont so.vings in 
up C05t5, but without "other tI:"<:1n5actions" authority DOE was uncble to negotio.te a 
workable ctgreement with multiple po.rties. 

15 
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This" statutory ohange would grgatly incrgasg government flgXibility in nggotiating 
updating agreements with privat9 S9Ctor partners for technology R&D. It would allow 
agencies to make agrggments with commercial organizations for applioo and basic r= 
proj9Cts basoo on best commercial practices, but with a minimum of adntinistrative bur 

Reoommendations 

The statutory ohange reoommended by the National Performanoe Review, to exten 
''other uansaotions authority' to civilian research agenoies for use in negotiating 
reaea.roh and development agreements, should be pursued. Any legislative change we 
be drafted to allow, but not require, use of this authority by agencies entering i 
research agreements and would inolude a statement of prinoiples to ensure publio 
understanding and appropriate oversight of the inorea.aed discretion to be provided 
agenoy managers. 

Pros 
other transactions authority is appropriate for research and development work, wher 

the project evolves significantly over its lifetime, and in contrast to standard procur 
goods and services. It will greatly improve the government's ability to enter into eft 
research projects with the private sector unencumberoo by unnec~ regulations. An 
199islative change would be drafted to allow, but not require, use of this authority b 
agencies entering into research agrggments. 

Cona 
Eliminating the requirements for compliance with standard procurement regulations 

these projacts opens these projects to particular scrutiny by those who may not be 
support9rs of the fooeral R&D effort, and the potential for criticism about mismanagem 
Because of the wide discretion provided to agencies under this authority, these projec 
must be able to demonstrate that they are a~ixUsteroo fairly and in a cost-effective 
and that the flexibility provided is not abused. 

EKpa.nsion of this authority will likely require additional employgg training and 
oversight to ensure that the agencias use this authority only for R&D work, and do no 
extend its use to procurement of goods and servit:!Q; in an attempt to avoid procuremen 
requirements generally. 

The seA is concernoo that the interests of small business would" not be fully 
protect9d without eKisting set-asides and competitive bidding practices. Currently, ab 
n of federal R&D Iilpending outside the seIR program goes to small business. Thi1il 
"other transactions" 

16 
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authority would NOT alter the SBIR program. In addition, the experience of ARPA in i 
use of "other transactions" authority has been that all but one of such projects have 
competitively bid and the project that was not subject to competition Itlent to a smal 
business. In addition, the flexibility available in negotiating agreements simplifies t 
process for small business, and makes participation more likely for businesses that are 
currently able to deal with the procedural requirements of typical government 
cost-reimbursed contracts and the required accounting procedures. 

E. Elrt.end Non-Disclosure Protection to All DOE Federal. Technology Partnerships 

There are several statutes that provide for the protection from disclosure, inclu 
disclosure under the FOIA, for a period of up to 5 years, of information produced under 
DOE's collaborative agreements for research, development and demonstration with 
industrial partners (e.g" the Energy Policy Act of 1992 [12 u.s.c. 1320], the National 
Competitiveness Technology Transfer Act of 1989 [5 U.s.c. 3701], the Department of 
Interior Appropriations [p.r.. 102-381], and the Metals Initiative legislation [p.L. 100-680 
and 5 U.S.C. 5101]). The language in these statutes is not uniform, the date from v/hich 
information can be protected varies depending on which statute applies, and the stat 
not apply to the entire spectrum of agreements in which DOE enters with industrial p 
(particularly in most of the agreements under DOE's defense programs). This protection 
from disclosure is important to industrial partners who ultimately plan to commercial 
products resulting from the research with federal agencies. This inconsistency of stat 
authority does not appear to be a problem for agencies other than DOE. 

Recommendation 

This barrier to r8S811.rch with industry partners could be most effectively 
addressed by a statutory change that brinos uniformity to DOE's authority in this 
and extends the protection of information produced under all federal research 
development and demonstration agreements in all agencies from disclosure for a pe 
of five ye~ in order to unify the ad hoc approach that has been taken to data 

Pros 

Would provide consistent treatment of all DOE's Federal partners for all researc 
development and demonstration agreements and address a significant concern of industry 
about their ability to protect CDah~ercially valuable information developed as partner 
the government. 

17 
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since the protection under the Energy Policy. Act is limited to 5 years, federal 
efforts would aften-rcrrds be made public allowing others to benefit by taking those re 
(obtained in part with taxpayer dollars) and build on them. 

Cons 

The Atomic Energy Act of 1954, section 31d states that DOE's research agreements 
shall not prevent the dissemination of scientific or technical information except as 0 

provided by law. This reflects the policy judgment of some that, absent exceptional 
circumstances, research funded with taxpayer dollars should be publicly available. The 
extension of current non-disclosure provisions to additional research may be criticized 
those grounds, with the claim that a few preferred contractors are allowed to tie up 
funded with taxpayer support for a period of time long enough to obtain all reasonabl 
commercial potential from that researc~ 

There may be some increased adnUnistrative burden involved in protecting 
additional information from disclosure. 

18 



.EUI' UAS I S fAX - > 

DRAFT 

F. Specific Example of Targeted Regulatory Reform. GIll vin Commission 
Recommendations 

04/'28/95 09:03 

As part of the regulatory review, \ore have identified one additional specific are 
which administrative reform would be well-received by the affected communities. 

DOE issues its own orders to laboratories relating to environment, safety and healt 
These orders are often far more restrictive than those imposed by regulatory agencies 
as EPA, FDA, and OSHA. In addition DOE laboratories are subject to a multitude of 
audits and reviews, some imposed by organizations outside the control of DOE manageme 
(e.g. the congress), but many are inspired by DOE. 

An extensive review of the DOE laboratories has just been completed, chaired by 
Robert Galvin, Chairman of the Executive Committee of Motorola clearly documents the 
excessive burden on DOE laboratories resulting from DOE orders, directives, and audits 
~ee Appendix A of the report~ The Secretary of Energy concurs that the existing syste 
costly, bureaucratic, and inefficient. Activities now ongoing within the Department are 
addressing some of the issues raised in the Galvin Committee Report. Given the intens 
budget pressures DOE will be under, we recommend that attention be directed toward 
achieving the large savings and increased efficiency that could be achieved by reduci 
excesses identified in the Galvin Report. 

Recommendation 

Department of Energy recognizes the seriousness of the situation and has steps 
underway to correct the deficiencies including revising their Directive system. Since 
1994, the Department has eliminated about 25 percent of its orders (312 to 236). An 
accelerated order reduction effort is currently underway to reduce 103 of the remainin 
orders to 42 including 24 orders considered to be the moot burdensome by our field off 
and contractors. This accelerated effort will be completed by July 31, 1995. This wil 
lead to a reduction in contractor requirements and overhead dollar~ Orders that mere 
repeat external regulatorj' requirements are planned to be eliminated with the underst 
that these external requirements must be follOWed. Any new orders that are developed 
revisions to existing orders) are to include statements of resource impact and justific 
for issuance. DOE should be directed to complete this process with timelines and 
deliverable~ At a minimum, DOE Orders should be done away with in cases where other 
federal agency regulations apply. In otherwise unregulated areas, the process should re 
that permits only those new orders 
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deemed e55ential to be promulgated. This should lea.d to a eignifi=.nt reduction in the 
Federal work force O-nd o.llow the lo.bs to reduce overhea.d O-nd devote more of their 
resources to R&D. 

Corm 

20 

'1 Removes what is generally recognized 0.5 eKc:e55~ve O-nd costly 
overught 
'1 Responsive to findings of ~ prestigious review committee 
'1 The DOE Lo.b Directors o.re unmll.mous in their belief that the 
Orders represent a seriously misguided overught effort 

'1 Some Orders are required to fulfill Congressional requirements of 
DOE's oversight responsibility 
'1 The 10.b5 ere more interested in c;a.rrying out their mis...~ons thO-n 
adhering to regulations hence strenuous oversight is required 
'1 This level of control isneoessary to protect the public interest 
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II. FEDERAL LEADERSHIP IN COORDINATINC FEDERAL, STATE, AND I.OCAL 
RECULATORY AC'l'IVITIEB 

D4128/95 09&03 

The burden of making regulatory activity opgrate more effectively re,;;ts at leas 
much on state and local regulators as it does on the federal government. The federa 
government is in a unique position to provide leadership. Federal opportunities to 
with states to e,;;tabllih linked electronic ,;;y,;;tem,;; were discus,;;ed in an earlier section 
communication technologies will permit citizens to have a ,;;ingle point of entry, perh 
specialized to their unique interest,;;, with links to all level,;; of government. 

There are, however, many other areas where federal leadership could work to 
streamline compl~ and occasionally contradictory regulatory actions at all level,;; of 
government. The actions needed will vary with each ,;;ector. Major actions are alre 
underway in .;;everal areas including wage and tax reporting and efforts to coordinate 
product approval and building codes for the con,;;truction indu,;;try. We ,;;hould take c 
for those actions, which are well underway. 

Specific example.;; of projects could includet 

'( Coordinating of state, and federal wage and tax reporting. The interagency 
Government Information Technology Services group is developing coordinated 
electronic reporting ,;;y,;;tem,;; for wage,;; and taxe.;; that will greatly ,;;implify rep 
requirements for individual,;; and busines,;;e,;; 

'( Coordinating building codes and inspections. NIST and the Department of 
Energy are facilitating work by state and local building code organization.;; to 
provide a system that will simplify regulatory approval,;; for builder,;; that m=t 
in several juri£dictions and =eate reciprocity in approval,;;. 

'( Developing national ,;;tandards for building product.;;. NIST and DOE are al,;;o 
facilitating a proce,;;,;; by which producers of building components can have 
technologie,;; inspected and certified in a way that will satisfy ,;;tate, regional, 
national crLiteria and avoid redundant and expensive inspection and certification 
The certifications and ,;;tandards are unlikely to involve federal regulation but 
non-federal consortia or private iru;pection labs. 

'( coordination of state, local, and federal environmental and zoning requirements 
Builder,;; and developer,;; face a maze of requirements, paperwork, and inspection.;; 
from 
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many different levels of government. Experiments which could combine all 
requirements in an integrated system would be of enormous value to the industr 

Recommendation 

The State and Federal Task Force should be asked to propose areas where Federal 
State, and local regulatory activities could be brought together in a way that simpli 
compliance and reporting for specific groups. Agencies with a prime responsibility in 
area should be assigned to take the leadership in convening state and local regulator 
authoriti~ A planning meeting involving the lead agency representatives and 
represaqtatives of non-federal regulatory bodies should be convened to plan specific a 

Pros 

Cons 

7 The regulatory burdens faced by citizens and businesses can be reduced 
dramatically only if all levels of government cooperate in a streamlining 
effort. 
7 Progress in this area is eagerly solicited by the business community 
affected. 

7 May be difficult to deliver on schedule given the complexity of working 
with many different jurisdictions 
7 Without care, it may appear that the federal government is trying to us 
local functions 
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III. BIOTECHNOLOGY 

Part of the impetus behind the effort to streamline and revamp Federal regulato 
programs is the need to provide a system that encourages rather than stifles innovati 
diffusion of newer, more efficient and cleaner technologies. Modern molecular biology 
offers several examples of how technological advances and increased understanding of 
biological processes are changing research, development and manufacturing in a variety 
industiial sectors. Regulations that were intended to manage ,risks associated with ne 
chemical entities or physical processes may not provide the optimal frarr,ework for ney; 
products and processes based on biological materials. Two examples of areas of difficu 
are the Food and Drug Administration and the Environmental Protection Agency. 

A. simplify Approval of Biotechnology Drugs and Biologics 

The majority of biotechnology products are reviewed by the Center for Biologics 
Evaluation and Review (CBER), although some are referred to the Center for Drug 
Development Evaluation and Revie,., (COER~ The two centers opo..rate under different 
authorizing legislation reflecting their individual historical mandates. This has led 
inconsistencies in review and approval procedures that penalized drug manufacturers in 
certain cases. FDA has recognized this and has proposed a number of suggestions to 
remove the regulatory burden on CBER applicants and bring their reviews closer to 
procedures followed by COER. This is very important in order to offer drug developers 
and manufacturers the flexibility to capitalize on technological progress as it occurs. 

Changes in procedures to encourage the adoption of new methods without 
sacrificing public health or safety include: 

23 

? waiving the need for premarket approval of certain changes in 
manufacturing processes for biotechnology and traditional drugs, 
? allowing the use of pilot facilities to produce drugs for developmen 
work, e.g., clinical trials, 
? relaKing restrictions on the selection of subcontractors (originally 
intended to control variability of products made by living systems), an 
; eliminating lot certification for insulin and antibiotics and updati 
quality control procedures for these products. 
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However, we believe more can be done along similar lines to speed up the approval 
process, reduce the regulatory burden, and focus agency resources without any decrease 
product safety or efficacy. 

Specifically, we would recommend as a guiding principle that premarket approval 
manufacturing changes be required only in those cases in which the safety and efficac 
the product may be changed as a result of the process change. When the product can 
fully documented as safe, effective, and unchanged, such approvals should not be requir 
The manufacturer would be held responsible for assuring a product that maintains the 
safety and efficacy as that produced using the original process. 

In addition, manufacturing changes that. do require FDA oversight should be 
allowed to go into effect in a timely fashion unless FDA has reason to object. 

Pro 

Con 

? The FDA and the Biotechnology Industry Organization support these 
recommendations. 

? The recommendations cannot be fully accomplished with 
administrative action alone. Implementation requires changes in the 
regulations issued under the. Food,. Drug and Cosmetic Act and the Public 
Health Service Act. 

& F~cilitate Bioremediation Field Trials and Commercialization 

There presently eKists a reluctance to employ bioremediation in the U.s., largely 
because it is perceived as unproved technology, regulatory hurdles discourage applicat 
and the purveyors of conventional technology control the market.. This reluctance wi! 
diminish substantially if large scale trials can be easily established to demonstrate e 
This proposal recommends a plan that would facilitate a scientifically objective evalu 
of bioremediation as a predictable, safe, and cost effective clean-up option. 

Recommendations 

(1) Dedicate one or more secure Federal field sites to coordinated, long-term 
research to underpin effective bioremediation of contaminated surface and 
subsurface environments. 

(2) Develop minimal state and Federal regulations to govern such restricted site 
fields trials. 
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There are currently two prim~ry regul~tory constraints on the development and 
~pplic;~tion of bioremedi~tion as ~ clean-up option. The first constraint comes from t 
Resource Conserv~tion and Recovery Act (ReM) =d it's regul~tion of h=dous wastes 
~dministered by the EPA. Although EPA issued new rules for tr~tability studies in 1 
they =e still not conducive to long-term research. There need5 to be a mechanism fo 
expediting RCRA rules when they ~pply to res~ch ~ppli=tion5 on secure government 
l=d. The second constraint involves the use of recombinant (genetically ~tered) 
microorganisms in open field clean-up. This application of recombin~nt organisms corne 
under the purview of the Toxic Substances control Act (TSCA) ~o ~dministered by the 
EPA. There needs to be ~ mechanism for expediting TSCA clearances when they ~pply t 
research applications on secure feder~ land. 

In order for bioremediation to be successful, additional fundamental information 
must be obtained through field experimentation. Lccking progress at the field scale, 
extensive lclJor~tory knowledge base that now exists cannot be eKploited, and successfu 
bioremedic.tion will be largely serendipitous. Major knowledge gaps exist in the =eas 
delivery and transport of bioremedic.tive agents (both native and geneti=lly-engineere 
within a contaminated site; biological f~te (i.e., ecology, physiology, genetics) of the 
bioremedic.tive agents, once they =e introduced; ~vailability of waste chemi~ (inclu 
miKed wastes) to mi=bial ~ttack, interactions between multiple chemical compounds an 
bioremedic.tive agents in mixed-waste 5ites; and process monitoring c=d validation. Th 
field knowledge gaps - which =e bottlenecks to incr~ use of bioremediation - can 
removed or minimized through coordinated iterative field re5earch in the critical disc 
of mi=bial ecology, physiology, and genetics; geohydrology and geochemistry; and 
ecotoKicology. As field experimental data are verified, new discoveries can be transfe 
through engineering to the priv~te sector for oanmercialization and applic~tion. 
Accordingly, dedicated federal field sites th~t include both contaminated and clean ~r 
need to be made avo.ilable to academic, government QIld private sector scientists and 
engineer5. Specific examples of secure sites that also have ~ccess to appropri~te QIl~ 
instrumentation include Oak Ridge NCltion~l I..etboratory, Pacific Northwest Laboratory, a 
selected N~tional Environmental Rese=ch P=~ 

? will acceler~te the development of new technology to clean up the 
environment 
? will stimul~te the biotechnology industry and ~cademics to devote 
more attention =d cr~tive thought to the sub~ 

Coms 
? will require EPA to develop a new, less stringent clearance for thes 
test sites 
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? Will create SOlt'.e controversy among environmental public interest 
grou~ if not handled properly. 
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I • Background 

I 

COURT-ORDERED DEADLINES MEETING 
July 28, 1995 

A. Scope!of Problem/ proportion of Affected Resources 

1. Many proscriptive statutory deadlines, in part 
: imposed due to failure to meet (Tragedy of 
Distrust) 

2. EPA review suggests moderate court-ordered program 
commitments ('94 Base Budget Review; OGC 11/94 
Deadlines Project) 

II. Current Approach to Managing Problem 

A. strategic Implementation -- prioritize statutory 
deadlines (CAA Implementation strategy) 

B. Vigorous negotiation -- take matters off the table when 
sued 

C. Build our preferred time outcome into Consent Decrees 

D. Build flexibility/relief valves into Consent D~crees 6 
protect discretion (Effluent Guidelines Lamberth 
Consent Decree) 

E. Use minor relief valves -- frequent extensions 

F. Use major relief valves -- overall reprioritization 
attempt to achieve more rational system (SDWA) 

III. Consent Decrees v. Litigation Results 

A. Litigation frequently results in shorter time frames, 
excised scientific or OMS review time (Litigation 
study) 

B. Debunking myths on constraining discretion (response to 
Abraham article) 



TABLE 1 

Significant EPA Rulemakings with Court Deadlines 

REQUIRED ACTION 
JUDICIAL 
DEADLINE 

Propose land disposal restrictions for Phase III (newly- 1/24/95 
identified wastes (wastewaters), any listed Category I new - 2/23/95 
carbamate wastes, and any listed organo-bromine wastes); 
promulgate revisions to "Third-Third" land disposal restrictions 
to respond to remand in CWM v. EPA 

Propose to revise or not revise regulations concerning the 
testing of motor vehicles and motor vehicle engines. 

Determine whether cement kiln dust should be regulated as 
hazardous wastes under Subtitle C of RCRA. 

Promulgate final hazardous waste listing determination for 
carbamates. 

Propose coastal oil and gas effluent guideline. 

Propose standards for medical waste incinerators under 
CAA §129. 

Promulgate final Ozone, CO FIPs for Los Angeles area, 
Ventura, and Sacramento. (Requirement to promulgate 
reversed by Congress) 

Propose pharmaceutical manufacturing effluent guideline. 

Supplemental Proposal for Risk Management Plans under 
CAA §1l2(r) 

1/31195 

1131195 

1/31195 

1/31195 

2/1195 

2/22/95 

2/28/95 

2/28/95 

REGULATORY EFFECT 
or ANNUAL COST 

(Source of Estimate) 

$100's of millions (OIRA/Other) 

$175 - $225 million (EPA) 

$10's of millions (OIRA/Other) 

$10 million (EPA) 

$41 million (EPA) 

$425 million (EPA) 

$1.8 - $2.6 billion (EPA) 

$80 million (EPA) 

$60 - $200 million (EPA) 



REQUIRED ACTION 
JUDICIAL 
DEADLINE 

Propose standards for one sources category - printing and 3/1/95 
publishing - under CAA § 1l2d. 

Issue final Great Lakes Water Quality Initiative. 3/13/95 

Propose standards for 3-source categories (polymers 3/30/95 
and resins IV) under CAA § 112d. 

Propose hazardous waste listing determination for 3/31/95 
category II and III solvents. new - 3/31/96 

Propose metal products and machinery - Phase I effluent 3/31/95 
guideline. 

Promulgate final hazardous waste listing determination for 4/30/95 
organobromine wastes. new - 4/30/96 

Propose criteria for RCRA Subtitle D facilities receiving 
waste from small quanitiy generators. 

Promulgate Phase I standards under CAA §213(a)(3) for 
small gasoline engines. 

Final MACT standards for secondary lead smelters. 

Response to National Food Processors Assn. 
petition due. 

Final MACT standards for marine vessels. 

5/15/95 

5/30/95 

5/31/95 

6/9/95 

6/29/95 
new - 7/29/95 

Issue final enhanced monitoring rules under CAA §114(a)(3). 6/30/95 
[Expect further extension of one year.] 

- 2 -

REGULA TORY EFFECT 
or ANNUAL COST 

(Source of Estimate) 

$IO's of millions (EPA) 

$60 to 380 million (EPA) 

$IO's of millions (EPA) 

unknown 

$195 million (EPA) 

unknown 

$IO's of millions (EPA) 

Over $100 million? (RIA never submitted) (OIRA/Other) 

Minor (EPA) 

$IOO's of millions (EPA?) 

$85 - $150 million (EPA) 

unknown 



REQUIRED ACTION 

Final MACT standards for petroleum refineries. 

Set Final standards for gasoline detergents under CAA 
§211(1). (Interim program begun 10/14, deadline for 
final rule noe 6/95 extended to 3/96). 

Propose land disposal restrictions for Phase IV (wood 
preserving wastes, aluminum potliners, TC metal wastes 
(D004-DOI7), characteristic mineral processing wastes, 

.JUDICIAL 
DEADLINE 

6/30/95 
new - 7/30/95 

3/6 

7/30/95 

any listed dye and pigment production wastes, and 
remanded mineral processing wastes (K064-K066, K090-91) 
unless no longer generated). 

Final MACT standards for aerospace industries. 

Promulgate NPDWR for six radionuclides 
under SDWA. 

Propose NPDWRs for 13 contaminants under 
SDWA (Phase 6-B). 

Decision on whether to propose revocations of 
selected pesticide tolerances. 

Propose standards for mc Class 5 

Propose hazardous waste identification rule (HWIR). 

Propose NPDWR's for groundwater disinfection. 

Promulgate pesticides formulating and packaging 
effluent guideline. 

7/31195 

.* 

* 

8/9/95 

8/15/95 

8/16/95 

* 

(8/31/95) 
new - 5/31/96 

- 3 -

REGULATORY EFFECT 
or ANNUAL COST 

(Source of Estimate) 

$80 million (EPA) 

$100+ million (EPA) 

$100 Million to Greater Than 
$1.2 Billion (EPA) 

$21 million (EPA) 

$100's of millions (EPA) 

$10's of millions to billions (EPA?) 

$IO's of millions (EPA?) 

< $10 million (EPA) 

$10's of millions - could be billions (EPA) 

$100's of millions (EPA) 

$10's of millions (EPA) 



REQUIRE)) ACTION 

Propose hazardous waste listing determination for 
petroleum refining wastes. 

Issue final standards for MWCs pursuant to CAA §129. 
(EPA expected to seek extension of deadline.) 

Propose standards (under either RCRA or CAA) for 
PM and metal emissions from facilities burning haz. 
waste solely for material recovery. 

Decide whether to propose revised emission standards 
(under either RCRA or CAA) for PM & COOs for 
facilities burning haz. waste, & whether to propose 
revised stds. for small quantity burners. 

Decide whether to propose modification of NAAQs 
for N02 

Decision on whether to propose revocations of 
selected pesticide tolerances. 

Propose regs regarding when munitions become 
hazardous wastes and' providing for the safe 
transportation and storage of such waste. 

Issue proposed revisions to NO. NSPS for boilers 
under CAA. 

Issue final revision to regulations concerning the 
testing of motor vehicles and motor vehicles 
engme. 

JUDICIAf. 
DEADLINE 

8/31/95 

9/1/95 

9/30/95 

9/30/95 

10/2/95 

10/9/95 

10/3l/95 

10/31/95 

10/31/95 

- 4 -

REGULATORY EFFECT 
or ANNUAL cost 

(Source of Estimate) 

$400 million (OIRA/Other) 

$445 million (EPA) 

$100 million (OIRA/Other) 

$100 million (OIRA/Other) 

unknown 

$IO's of millions 

$IO's to $IOO's of millions (OIRA/Other) 

unknown 

$175- $225 million (EPA) 



REQUiRED ACTION 

Final regs for marine vessel engines under 
CAA § 112( d) printing & publishing; polymers 
& resins IV). 

Final regs for marine vessel engines under 
CAA §213(a)(3). 

Promulgate final hazardous waste listing determination 
for wastes from the production of azo/benzindine, 
anthraquinone and triarylemethane dyes and pigments. 

Propose NPDWR for arsenic under SDW A. 

Propose hazardous waste listing determination for 
chlorinated aliphatic wastes. 

Promulgate rules under CAA §176(c) imposing 
conformity procedures in attainment areas. 

Propose groundwater disinfection under SAW A. 

JUDICIAL 
DEADLINE 

I 1115/95 

11/22/95 

11/30/95 

Report to Court 
by 10117/95 

11130/95 

12/31195 

• 

REGULATORY EFFECt 
or ANNUAL COST 

(Source of Estimate) 

$IO's of millions (EPA) 

$300 million (EPA) 

$10 million (EPA) 

$10's of millions to $1 billion (EPA) 

unknown 

unknown 

$100's of millions (EPA) 

• - drinking water rulemaking schedules being revised based on Agency assessment and stakeholder input. EPA to tell court by 12/15/95 when 
rulemaking schedules will be ready. 
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RULE 

HWIR 

Phase IV LDR 

CA FIP 

JUDICIAL 
DEADLINE 

8/16/95 

7/28/95 

2/l0/95 

New Source Review Reforms N/A 

Marine Vessel 7/28/95 

Refinery MACT 6/30/95 

TABLE 2 

Incom plete EPA Rulemakings 
Submitted to OMB 

SUBMITTED 
TOOMB 

6/14/95 

5/3/95 

12/94/94 

12/15/94 

6/9/96 

6/l4/95 

MISSING DOCUMENT 
AND DATE RECEIVED 

RIA, preamble, risk assessment missing 

Complete RCRA - Equivalancy RIA - 6/l5 
Partial Mineral Processing CostlBenefits Analysis 6115 

Completed Preamble - early February 
Completed RIA - early February 

RIA received after 4/19/95 

Still no complete preamble or background document 
Complete preamble received 7/27/95 

RIA received 6/22/95 



DATE DUE 

06/30/95 

07/24/95 

07/28/95 

07/28/95 

07/3.1/95 

.07/31/95 

, 
. , . 

, , 
, 

EPA's COURT-ORDERED AND SETTLEMENT-AGREEMENT DEADLINES . 

Updated: July 15,·1995 

, . 

CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER , -'" ATTORNEYS 

Oregon Natural Res. Dubey, Air Final rule 'setting standards for 
Council v., Browner, gasoline detergents under CAA §211(1). 
.0. Ore, #93-79-AS. .Parties have filed joint motion for , - extens:i,on of deadline to 3/29/96. 

EDF v. EPA, E.D.N.C., Winer, water' Make CWA §404 wetland determination 
#91-467CIV for Parker Tract in No~, Carolina. 

Sierra Club v. Averback, Final MACT 
'. 

standards for petrc;>leum 
Browner, 93-0124 Air refineries. " 

Sierra Club v. .Horowitz, Final MACT standards for marine 
Browner, 93-0124 Air vessels. -

EDF v. Browner DOC Silverman, Propose land disposal restrictiC?ns for 
#89-0598 Waste wood preserving wastes, ' aluminum • . ' 

potliners, TC metaL wastes (0004-0017), 
- characteristic mineral processing , 

wastes, any listed dye and pigment 
production wastes, and remanded mineral 
processin~ wastes (K064-K066, K090-91) 
unless no longer generated (Phase IV) • 

Sierra Club v. Schwartz, '. Final MACT. standC'.rds for aerospace 
Browner, DOC, #93- Air. industries ., 
0124 
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-

DATE DUE CASE NAME ., DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

08/01/95 Miller v. Browner, K. Clark, Promulgate NPDWR for six radionuclides· 
D.Ore, #89-6328-JO water under SDWA. 

. 
0,,-

08/01/95 Frohwerk v. Browner, Sweeney, Propose NPDWRs for 13 contaminants 
D.Ore. #90-6363-JO Water under SDWA (Phase 6-B). 

08/15/95 Sierra Club v. • Curtin, Propose standards for UIC Class 5. 
Browner, DDC #93-2644 Water 

08/16/95 Environmental Kaneen, Propose hazardous waste identification 
Techno.logy Council v waste rule (HWIR). 
EPA, DDC, #94-2119 . . 

08/30/95 Waxman & SCLDF v. Hannon, Air Issue list.of global warming 
Reilly, DDC, ##92- potentials. 
1320 & 92-1749 " . 

. 

08/30/95 Donison v. Clark, for groundwater Browner, K. .Propose NPDWR' s 
D. Ore. 92-6280 Water disinfection. 

. 

08/31/95 EDF v. Browner DDC, Openchowski, Propose hazardous wa.ste listing 
#89-0598 Waste determination for petroleum refining 

- wastes·. 

09/01/95 NRDC v. EPA . Fraser, Air Issue final standards for MWCs pursuant 
CV-92-2093 to CAA §129. 

09/15/95 California v. Fleuchaus, Decision on whether to propose 
Browner, 89-0752 P&T revocations of selected pesticide 

tolerances. 

Deadline Calendar: compiled: July 15, 1995 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

09/30/95 Hazardous Waste Silverman, Propose standards (under either RCRA or 
Treatment Council v. Waste CAA)' for PM and metal emissions from 
EPA, DC Cir #91-1221 facilities burning haz. waste solely 

for materials recovery. 

09/30/95 I· Alaska Center for the Siciliano, Promulgate 4. TMDLs, for Lemon ·Creek & 
Environment' v. EPA, Water Vanderbilt Creek in Alaska. 
WD Wash., #C90-595R 

09/30/95 Hazardous Waste Silverman, Decide whether to propose revised 
Treatment Council v. Waste emission ~tandards (under either RCRA 
EPA, DC Cir #91-1221 or CAA) for PM & CDDs for facilities 

burning haz. waste, & whether to 
propose revised stds. for small 
quantity burners. . , 

10/02/95 Oregon Natural Backstrom, Decide whether to propose modification 
Resources Council v. Air of NAAQS for N02 
Browner, D.Ore #91-
6529-HO 

10/15/95 Sierra Club v. Embrey, Air Rpt,to Congress on acid rain deposition 
Browner, DOC 94-0553 standard - CAA' § 404 
& 94-0954 

10/31/95 Tidewater Foundation Michaud, Propose regs regarding when munitions ' ' 

v. EPA, DDC, #94 CV Waste become hazardous wastes and providing 
02663 for the safe transportation and,storage 

of such waste. 

Deadline Calendar: compiled: July 15, 1995 
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DATE DUE ·CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

10/31/95 Waxman and SCLDF v. Hannon, Air Issue final revision to regulations 
Reilly, DDC, ##92- concerning the te~ting' of motor .. 
1320 & 92-1749" vehicles and motor vehicles engines (if 

1/31/95 d~cision'is to revise regs). 

10/31/95 Sierra Club v. Fraser, Air Issue proposed revisions to NOx NSPS. 
Browner, #93-0124 & for boilers under CAA. 
Consolidated Cases . 

11/15/95 Sierra Club v. Embrey, 'Issue final standards for 4, source 
Browner, #93-0124 Horowitz, categories_under CAA §112(d) printing & 
(DOC) Air publishing; polymers & resins IV). 

11/18/95 
I Alaska Center for the Siciliano, Submi t report as'sessing Alaska'S 

Environment v. EPA, Water monitoring program. 
WD Wash., #C90-595R 

11/22/95 Sierra Club v. Marrella, Final regs for marine vessel engines 
Browner, #93-0124 & Air. under, CAA. §213 (a) (3) • , 
Consolidated Cases 

11/30/95 EDF VO Browner DOC, Carpien, Propose hazardous waste listing 
#89-0598 Waste determination for chlorinated aliphatic 

wastes. 

11/30/95 Gearhart v. Browner, Witt, Water List contaminants·· to be addressed in 
D. Ore. , #89-6266 CWA Sludge Round II Rulemaking. 

11/30/95 Miller v. Bangser, Propose NPDWR for arsenic under SDWA. 
Browner,D.Ore, #89- Water 
6328-JO . 

Deadline Calendar: compiled: July 15, 1995 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

. 

11/30/95 Northwest Siciliano, If Oregon submits aCWA § 303 (d) list 
Environmental water to EPA by 9/30/95, EPA has until 11/30 
Advocates v. ~Fowner, to approve or disapprove the list. 
#C94-1666R 

11/30/95 EDF v. Browner DOC,· Igoe, Waste Promulgate final hazardous. waste· 
#89-0598 listing determination for wastes . from 

the production of azo/benzidine, 
- anthraquinone and triarylmethane 

and pigments. . 
dyes 

12/18/95 Alaska Center for the Siciliano, Submit schedule to implement recommen-
Environment v. EPA, Water dations in monitoring report submitted 
WD Wash., #C90-595R on 11/18/95. 

-12/31/95 NRDC v. EPA, DOC, Wehling, Complete steam electric industry study. 
#89-2980 Water 

12/31/95 California v. Fleuchaus, Final action on proposed revocation of 
Browner, #89-0752 P&T various pesticide tolerances. 

12/31/95 NRDC v. EPA, DOC, Siciliano, Complete iron and steel inciustry study. 
#89-2980 Water . 

12/31/95 California v. Fleuchaus, Decision on whether to propose 
, 

Browner, #89-0752 P&T revocations of selected pesticide 
. . tolerances • 

. 

Deadline Calendar: Compiled: July 15, 1995 

:", .. 
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DATE DUE CASE NAME & DOCKET , OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

01/16/96 CWM v. EPA, DC cir.; Silverman, Promulgate land disposal restrictions 
EDF v. Browner, DOC Waste for newly-identified wastes' 
#89-0598 -", (wastewaters), any listed Cat~gory I 

carbamate wastes, & any listed organo-
bromine wastes (Phase ill) ,j promulgate 
'revisions to "Third-Third" land 
disposal restrictions to respond to 
remand in CWM v. EPA. 

01/31/96 Environmental Silverman, Promulgate rules for use of' K061 wastes 
Technology Council v Waste (encapsulated) which constitute 
EPA, DC Cir. disposal. 

" 

02/21/96 EDF v. Browner N.D. Schneeberg, Promulgate rules under CAA §176(c) 
Calif, #92-1636. Air imposing conformity procedures in 

attainment areas. 

03/01/96 Sierra Club v. Fraser, Air Administrator ,sign NPRM for emissions 
Browner, DOC 94-0553 stnds for solid waste incinerators, CAA 
& 94-0954 § 129 (a) (1) (D) . 

03/15/96 Sierra Club v. Averback, Issue final standards for 4 source 
Browner, 93-0124 Fraser, Air categories under CAA §112 (d) " 
(ADC) 

03/29/96 Sierra Club v. Averback, Issue final ruleon,RMP's under 
Browner, D. DC 94- Air - CAA§112 (r) and related guidance. 
0553 -

03/31/96 EDFv. Browner DOC, Openchowski, Propose hazardous waste listing deter-
#89-0598 Waste mination for category II & III 

solvents'. 

Deadline Calendar: compiled: July 15, 1995 

.~ .. 

. -
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

03/31/96 California v. Fleuchaus, Decision on whether to propose 
. Browner, 89-0752 P&T revocations of selected pesticide 

-', tolerances. 

03/31/96 NRDC v EPA, Gordon, Promulgate pesticides formulating and 
DDC, #89-2980 Water packaging effluent guideline. 

04/01/96 Alaska center for the Siciliano, Develop problem assessments of certain 
Environment v. EPA, Water waters on Alaska's 1992 CWA § 303(d) 
WD Wash., #C90-595R list to determi~e whether TMDLs are 

necessary. 
. 

04/14/96 ALA v.. Browner EDNY, Gleason, Air Final, action on,whether to revise 
#92-CIV-5316 primary NAAQS for SOx. -

04/15/96 NRDC v. EPA, Chang, Air Issue ,final standards for medical waste 
#CV-92,-2093 incinerators, CAA §l29 

04/30/96 Sierra Club v. Thrift, Air Propose Phase II standards for small 
Browner, #93-0124 & gasoline engines under CAA § 213 (a) (3) • 
Consolidated Cases 

04/30/96 EDF v. Browner DDC, Carpien, Promulgate final hazardous waste 
#89-0598 Waste listing determination for organobromine 

wastes. 

05/01/96 Ala~ka Center for the Siciliano, Modify or reissue EPA-issued NPDES 
Environment v. EPA, Water permits for seafood processors affected-
WD Wash., #C90-595R by-Unalaska Bay and Akutan TMDLs 

promulgated by EPA for Alaska on 
2/15/9,5. 

Dead1ine_ Calendar: Compiled: July 15, 1995 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER - ATTORNEYS 

05/19/96 Idaho Sportsmens Siciliano, Submit, in conjunction with state of 
Coalition v. Browner, Water Idaho, reasonable schedule for 
WD Wash., #C93 .. -943WD developing TMDLs for waters on Idaho's 

CWA § 303(d) list. 

05/31/96 Frohwerk v. Browner, Clark,. Water Publish final findings of triennial 
D.Ore. #91-6549-TC review of technologies for TTHMs under 

SDWA. 

05/31/96 Miller .v., Browner, Bangser, Promulgate final NPDWR for sulfate 
D.Ore, #89-6328-JO Water under SDWA. 

05/31/96 . EDF v. Browner DOC, Openchowski, . Issue the final report on toxicity and 
#89-0598 Waste management of certain spent solvents. 

06/03/96 LEAF v. Browner, # Winer, Water Promulgate water quality std. for 
92-40252-WS Florida unless EPA approves state std. 

06/07/96 Citizens Interested Clark, Water Promulgate final NPDWRs .. for 12 
in Bull Run v. EPA, disinfection by-products (Phase 6-A) 
D.Ore. #92-1587-MA under SDWA. 

06/18/96 California v. Fleuchaus, Final action on proposed revocation of 
Browner, 89-0752 P&T various pesticide tolerances. 

Deadline Calendar: compiled: July 15, 1995 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION . 
NUMBER ATTORNEYS 

06/30/96 EOF v. Browner DOC, Badalamente Promulgate final, land disposal 
#89-0598 Silverman, restrictions for wood preserving 

Waste wastes, aluminum'potliners, TC metal 
,,-, 

wastes (0004-0017), characteristic 
mineral processing wastes, any listed 
dye and pigment production wastes, and 
remanded mineral processing wastes. . 

(K064-K066, K090~ K091) unless no 
longer generated (Phase IV). 

06/30/96 EOF v. Browner DOC, Witt, Waste Issue the finai report on toxicity and 
#89-0598 management of certain petroleum 

refining wastes. . 

06/30/96 ALA v. Browner, O. Gleaso~, Air' Propose any appropriate revision to 
Ariz., CIV-93-643- NAAQS for particulate matter. 
TUC-ACM 

, 

06/30/96 Sierra Club v. Martineau, ,CAA §901 study on international air 
Browner, #93-0124' Air pollution control technology. 

07/01/96 Sierra Club v. EPA, Gordon, Promulgate criteria for Subtitle 0 
DOC, ·#93-2167 Waste facilities receiving small quantity 

.- generator hazardous was:te . 

07/01/96 Sierra Club v. Tierney, Issue final enhanced monitoring rules 
Browner, #93-0124 & . Foote, Air under CAA §114 (a) (3) • 
Consolidated Cases 

07/31/96 NROC v EPA, DDC #89- Levine, Promulgate coas~a1 'oil and gas effluent 
2980 Water guideline. 

, 

Deadline Calendar: compiled: July 15, 1995 
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DATE DUE CASE NAME , DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

08/28/96 NRDC v. EPA, DOC, Levine, Publish 304 (m) plan. 
#89-2980 Water 

08/31/96 NRDC v EPA, DO'C #89- . Siciliano, Promulgate pharmaceutical manufacturing 
2980 Water effluent guideline. . 

09/15/96 NRDC v EPA, DDC #89- Witt, Promulgate centralized waste treatment 
2980 Water - effluent guideline. 

09/30/96 NRDC v EPA, DOC #89- Clark, Promulgate machinery manufacturing & 
2980 . Water rebuilding, Phase! effluent guideline. 

09/30/96 Alaska center for the Siciliano, Develop TMDLs for two more unspecified 
Environment'v. EPA, Water waterbodies in Alaska. 
WD Wash., #C90-595R 

10/01/96 Oregon Natural Backstrom, Make final decision whether to· modify· 
Resources Council v. Air NAAQS for N02 
Browner, D.Or. #91-
6529-HO 

10/31/96 Tidewater Foundation Mi~haud, Promulgate regUlation regarding when 
v. EPA, DOC, #94 CV Waste mu.nitions become hazardous wastes and 
02663 providing· for the safe transportation 

and storage. of such waste. 

10/31/96 EDF v Browner, DOC, Carpien, Promulgate final hazardous waste 
#89-0598 Waste listing determination for chlorinated 

aliphatic wastes. 

Deadline Calendar: . compiled: July 15, 1995 
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DATE DUE CASE NAME Ii DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

10/31/96 EDF V Browner, DOC, Openchowski, Promulgate final hazardous waste 
#89-0598 Wast,e listing determination for petroleum 

refining wastes. 

11/15/96 Sierra Club v. Wehling" Final action on proposed UIC Class 5 
Browner, DOC #93-2644 Water standards. 

11/30/96 Sierra Club v. Martineau, Make final determination under CAA 
'Browner, #93-0124 & - Air §213 (a) (2) that large gasoline engines 
Consolidated Cases or small diesel engines cause or 

contribute,to air pollution or submit 
further schedule to Sierra Club. 

11/30/96 EDF V Browner, DOC, Silverman, Promulgate final land disposal 
#89-0598 Waste restrictions for Category II and - category III solvent wastes. 

12/15/96 Hazardous Waste Silverman, Decide whether to issue final revised 
I 

Treatment Council v. Waste standards (under either RCRA or CAA) 
EPA, DC Cir .-, #91- for emissions of PM& DCCs for 
1221 ,facilities burning hazardous waste; 

decide whether to issue final revised 
standards, for small quantity burners. 

12/15/96 Hazardous Waste' Silverman, Promulgate standards (under either RCRA 
Treatment Council v. Waste or CAA) for emissions of PM & metal , 
EPA, DC Cir #91-1221 emissions for facilities burning haz. 

waste solely for materials recovery;, 

12/31/96 Environmental Kaneen, Promulgate final hazardous waste 
Technology Council v waste identification rule (HWIR). 
EPA, DOC, #94-2119 

Deadline Calendar: Compiled: July 15, 1995 

" 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

12/31/96 NRDC v EPA, Wehling, Complete industry study # 8. 
DDC#89-2980 Water 

12/31/96 NRDC v EPA, ork: #89- Levine, Propose transportation equipment 
298.0 Water cleaning effluent guideline 

12/31/96 NRDC v EPA, Wehling, Propose industrial laundries effluent 
DDC #89-2980 Water guideline. ,. 

12/31/96 NRDC v EPA, Levine, Complete onshore oil &·gas industry 
DDC #89-2980 Water study. 

12/31/96 EDF v Browner, DDC, Openchoswki, Propose hazardous waste iisting deter~ 
#89-0598 Waste mination for paint production wastes. 

12/31/96 Sierra Club v. Fraser, Air Issue final revisions to NOx NSPS for 
Browner,. #93-0124 & boilers under CAA. .. 

Consolidated Cases 

01/31/97 ALA v. Browner, D. Gleason, Promulgate any appropriate revisions of 
Ariz, CIV-93-643-TUC- Air NAAQS to particulate matter. 

. ACM 

02/28/97 citizens Interested Sweeney, Promulgate final NPDWRs for 13 
in Bull Run v. EPA, Water contaminants (Phase Ei-B) under SDWA. 
D.Ore, #92-1587-MA 

03/20/97 . California v. Fleuchausj Final action on proposed revocation of 
Browner, 89-0752 P&T - various pesticide tolerances. 

Deadline Calendar: compiled: July 15, 1995 

,. 

, . 



DATE DUE 

03/31/97 

03/31/97 

03/31/97 

03/31/97 

04/30/97 

04/30/97 

07/31/97 

08/30/97 

09/01/97 

CASE NAME & DOCKET 
NUMBER 

EDF v. Browner DOC, 
#89-0598 

NRDC v EPA, 
DOC #89-2980 

EDF v. Browner DOC, 
#89-0598 

California v. 
Browner, 89-0752 

Sierra Club v. 
Browner, #93-0124 & 
Consolidated Cases 

EDF v. Browner DOC, 
#89-0598 

EDF v. Browner DOC, 
#89-0598 

Donison v. Browner, 
D. Ore. 92-6280 

NRDC v. Browner, DOC, 
#~5-634 PLF 

13 

OGC 
,ATTORNEYS 

Kaneen, 
Badalamente, 
Waste 

witt, 
Water 

Openchowski, 
Waste 

Fleuchaus; 
P&T 

Thrift, Air 

REQUIRED ACTION 

Propose hazardous 
determination for 
industry wastes. 

waste listing 
inorganic chemical 

- ' 

Propose incinerators/ ,landfills 
effluent guideline. /' 

Promulgate final hazardous waste 
listing determination for Category II 
and Category +11 solvent wastes. 

Decision on whether to propose 
revocations of selected pesticide­
tolerances. 

Issue final Phase II standards for 
small gasoline engines under CAA. 
§213 (a) (3). 

Badalamente, Promulgate final land disposal 
Waste restrictions for any listed petroleum 

- refining wastes. 

Badalamente, 
- Waste 

K. Clark, 
Water 

S. Sweeney, 
Water 

Propose hazardous waste listing 
determination category II carbamates 
(if still produced)., 

Promulgate final NPQWRs for groundwater 
'disinfection. 

" 

Propose st.orm water regs under CWA § 
402 (p) (6). ["storm Water Phase II"). 

De,adline Calendar: compiled: July.15, 1995 

, 
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DATE DUE CASE NAME " DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

09/30/97 Alaska Center for the Siciliano, Develop TMDLs for two more waterbodies 
Environment v. EPA, Water in Alaska. 
WD Wash. , #C90-595R , 

11/30/97 Miller v. Bangser, Promulgate final NPDWR for arsenic 
Browner,D.Ore, #89- Water under SDWA. 
6328-JO 

12/31/97 NRDC v EPA, DOC #89- Wehling, Complete industry study #9. 
2980 Water 

12/31/97 EDF v. Browner DOC, Badalamente, Issue report on a screening study of 
#89-0598 waste production wastes from all chemicals 

for which tests under TSCA have 

- _indicated the presence of dioxins or 
dibenzofurans. r 

12/31/97 EDF v. Browner DOC, Badalamente, Promulgate final hazardous-waste 
#89-0598 Waste listing determination for paint 

production wastes. 

12/31/97 NRDC v EPA, DOC #89- Clark, Water Propose machinery manufactu~ing and 
2980 rebuilding, Phase II effluent-guideline 

12/31/97 NRDC v EPA, DOC #89- Wehling, Complete industry study #10. 
2980 Water 

12/31/97 EDF v. Browner DOC, Badalamente, Promulgate final waste listing 
#89-0598 Waste determination for triarylmethane dye 

and pigment production wastes. 

Deadline Calendar: Compiled: July 15, 1995 

\ ' 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

12/31/97 NRDC v EPA, DOC #89- Wehling, Complete industry study # 11. 
2980 Water 

03/31/98 EDF v. Browner> DOC, Badalamente, Promulgate ~inal hazardous waste . 
#89-0598 Waste listing determination for inorganic 

chemical industry wastes. 

04/01/98 Gearhart v. Reilly, Messier, Determine whether to regulate wastes 
DOC, #91-2435 Waste from the combustion of fossil fuels as 

hazardous wastes (Phase II). 

06/30/98 EDF v. Browner DOC, Badalamente, Promulgate final land disposal 
#89-0598 Waste restrictions for any listed paint 

production wastes. 

07/31/98 EDF v. Browner DOC, Badalamente, Promulgate final hazardous waste 
#89-0598 Waste ··listing determination for linuron 

wastes (if still generated). .. 

07/31/98 EDF .v. Browner DOC, Badalamente, Promulgate final hazardous waste 
#89-0598 Waste listing determination for dimethyl 

hydrazine wastes (if still generated). 

07/31/98 EDF v. Browner DOC, Badalamente, Promulgate. final hazardous waste 
#89-0598 Waste listing determination for Category II 

carbamate wastes (if still produced). 

08/28/98 NRDC v. EPA, DOC, Wehling, Publish 304 (m) plan. 
#89-2980 Waste 

Deadline Calendar: Compiled: July 15, 1995 

I· 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

09/30/98 Hazardous 'Waste Silverman, Propose stds .. (under either RCRA or 
Treatment Council v. waste CAA)for emissions of PM and metals for 
EPA, DC Cir boilers burning haz. waste. 

09/30/98 EDF v. Browner DOC, Badalamente, Promulgate final land disposal 
#89-0598 waste restrictions for any 'inorganic chemical 

industry wastes. 

12/31/98 NRDC v EPA, DOC #89- Levine, Promulgate transportation equipment. 
2980 water cleaning effluent guideline. 

12/31/98 NRDC v EPA, Wehling, Promulgate industrial laundries 
DOC #89-2980 water effluent guideline. 

12/31/98 NRDC v EPA, Wehling, Propose two effluent guidelines .to be 
DOC #89-2980 Water selected. 

01/31/99 EDF: v. Browner DOC, Badalamente, Promulgate final land disposal 
#89-0598 Waste . restr ictions for any listed dimethyl 

hydrazine and linuron wastes. 

01/31/99 EDF v. Browner DOC, Kaneen, Promulgate final land disposal 
#89-0598 Badalamente, restrictions for any listed Category II 

Waste carbamate wastes. 
. 

03/01/99 NRDC v. Browner, DOC, S. Sweeney, Final storm water regs under §402(p) (6) 
#95-634 PLF Water of CWA. ["Storm Water Phase. 11"] 

03/31/99 NRDC .v EPA, DOC #89- witt, Water. Promulgate landfills/ incinerators· 
2980 effluent guideline. 

Deadline Calendar: Compiled: July 15, 1995 

\" 
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DATE DUE CASE NAME & DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

07/02/99' Cronin v. Browner, Gravellese, Propose CWA § 316(b) standards (cooling 
SONY #93-0314 Water water intakes). 

"" 

12/15/99 Gearhart v. Browner, Witt, Water Propose sewage sludge, Phase 2 
D.Ore. #89-6266 regulations. 

12/15/99 Hazardous Waste Silverman, Promulgate final stds. (under either 
Treatment Council v. Waste RCRA or CAA) for emissions of PM and 
EPA, DC Cir metals from boilers burning hazardous 

waste. 

12/31/99 NRDC v EPA, DOC #29- Wehling, Propose two effluent guidelines to be 
2980 Water selected. 

12/31/99 NRDC v EPA, Clark, Water Promulgate, machinery manufacturing and 
DOC #29-2980 rebuilding effluent guideline. 

Deadline Calendar: compiled: July 15, 1995 

... 



.. ' 

EPA's COURT -ORDERED AND SETILEl\1ENT -AGREEMENT DEADLINES 
AFTER JANUARY 1,2000 

DATE DUE CASE NAME , DOCKET OGC REQUIRED ACTION 
NUMBER ATTORNEYS 

02/09/2000 California v_, Fleuchaus, Final action on proposed revocation 
'Browner, 89-0752 P&T of various'pesticide'tolerances. 

08/28/2000 NRDC V. , EPA, DOC, Wehling, Propose 304(m) Plan 
#29-2980 Water . 

12/31/2000 NRDC v. EPA, Wehling, Promulgate 2 effluent guidelines 
DOC, #29.,.2980 , Water proposed by 12/31/98. 

12/31/2000 NRDC v. EPA, Wehling, Propose 2 effluent'guidlines, to be 
DOC, #29-2980 Water selected. 

08/03/2001 Cronin v. Browner, Gravellese, Take final action on CWA § 316 (b) 
SONY, #93-0314 Water proposal. 

12/15/2001, Gearhart v. Browner, Dubois, Promulgate sewage sludge, Phase 2, 
D.Ore, #89-6266 Water regulations. ' 

12/31/2001 NRDC'V. EPA, Wehling, Propose 2 effluent guidelines, to 
DOC, #29-2980 Water , be selected; 

12/31/2001 NRDC V. EPA, Wehling, Promulgate 2 effluent gU:Ldelines 
DOC, #29-2980 ,Water proposed by 12/31/99. 

08/28/2002 NRDC V. EPA, , Wehling; Publish 304(m) Plan 
/ 

DOC, #29-2980 Water , 

12/31/2002 NRDC V. EPA, Wehling, p,romulgate 2, effluent guidelines 
DOC, #29-2980 Water proposed by 12/31/2000. 

12/31/2003 NRDC V. EPA Wehling, Promulgate 2 effluent guidelines 
DOC, #29-2980 Water proposed by 12/31/2001. 



,..--. 

311: Autumn 1991) TRAGEDY OF DISTRUST 323 

The Breeding of Regulatory Failure 

Congress .responded to the perception' of a national consensus in 
tal protection by passing a series of laws in the 1970s that set the 

for institutional conflict and agency failure. Congress lacked the 
in(elnu~'e to address or emphasize the pitfalls and chose instead to join the 

in favor of immediate and fundamental change.46 The congressional 
in favor of the new law~ were accordingly overwhelmingly favorable. 

average vote in favor of major federal environmental legislation duril1g 
1970s was se~enty-six to five in the Senate and 331 to thirty in the 

.47 As one legislator put it in describing his reluctant vote in favor of 
drinking water legislation in 1974, "[a]fter all, if one votes against. safe 

water, it is like voting against home and mother."48 . 

From Public Aspiration to Statutory Mandate. The federal environmental 
of the early 1970swere dramatic, sweeping, and uncompromising, 

:con:slst1ent with the nation's spiritual. and moral resolution of the issue. The 
. also reflected skepticism and distrust of agency implementation of 

~andates, consistent with agency capture theory and the general 
POlllUCil ill will then between the executive and legislative branches. 

~= : ~:;~::! =~~~~ ~ ~ 
rn~~~;~~~~~~~~~~~~~~~~~~~rrc~rrnpo~b!t~agency 

applied specifically to 

John P. Dwyer. The Pathology of Symbolic Legislation, 17 Ecol L Q233 (1990). 
These numbers are based on the last recorded roll call vote taken in each chamber for each 

Ihe m3jor bills ultimately passed by Congress in the I 970s.In mOSI cases, Ih" final votes were 
voles. The stalules covered include the Clean Air' Ad 0("1970 ("CAA"), the Federal Water 

Pollulic>n Control Act ("FWPCA"), the 1977 Clean Air Act, the 1977 Clean Water Act ("CWA"), the 
. .. Fungicide and Rodenticide Act ("FIFRA"); the Resource Conservation and 

("RCRA"), and the Toxic Substances Control Act ("TSCA"). The nllmbers do not 
votes in favor of the Safe Drinking Water Act ("SDWA") in 1974 because there does not 

ever to have been a recorded roll call vote in the Senate. The formal votes are not, of course, 
aCCIoralte measure of congressional support for every aspect of the bills passed. Many parIS of 

bills were likely qui Ie contentious and, if added by amendment during debate, might well have 
been adopted by the nanowest of margins. The final votes are more lopsided because each legislator 
~ faced wiih an all or nOlhing choice. 

48. 120 Cong Re, 37594 (Nov 26, 1974) (remarks of Sen. COllon). 
49. Statutory D,adlines In Environmtntal Legislatioll: Nee,uary But Nud Improv,mtnt 13-14 (Envir & 

Energy Siudy InSI and Envir L Insl, 1985) ("EESI,.Statutory Dtadli1l""). . 
50. Id. 
51. See William K. Reilly, Tht Turning Point: An Environm",tal Vision for th, 1990s (Marshall 

lecture al Ihe Natural· Resources' Qefense Council, Nov 27, 1989), reprinted in 20 Envir Rplr Curl' 
. Dey (BNA) 1386, 1389 (Dec 8, 1989). 
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standards for all 
pesticides. "53 To. met only about 14 percent of the 
congressional dead!' es imposed and has had 80 
regulations challen ed in court. 54 

a. Air Pollution. In the Clean-Air Act Amendffie~:greSs 
mandated the achievement by 1975 of national ambient air quality standards 
("NAAQS") necessary for the protection of public health (primary standard) 
and public welfare (secondary standard).56 Congress also instructed EPA to 
publish an initial listing of "hazardous" air pollutants within ninety days and 
then, within 180 days of its listing, to publish for each such pollutant a 
proposed "emission standard" for the protection of public health.57 The 
deadline for final emission standard regulations was 180 days later. 58 

Congress established a similarly rigid schedule for EPA's listing of categories 
of stationary sources that "may contribute significantly to air pollutio~ which 
causes or contributes to the endangerment of public health or welfare" 
(ninety days), and an even tighter schedule for promulgation of regulations 
for new sources (120 days after inclusion as a secondary source for proposal; 
ninety days after proposal for final promulgation).59 The Clean Air Act also 
mandated that the administrator achieve a 90 percent' reduction in existing 
automotive pollutant levels by 1975 (hydrocarbons and carbon monoxide) 
and:1976 (nitrogen oxides), with a narrow provision for a possible one·year 
extension.GO . 

The .administrative task was enormous. It required strict regulation of 
20,000 to 40,000 major stationary sources of air pollution, millions of cars 

52. EESI, Statutory Deadlines at II (cited in note 49). The remaining 14% was evenly divided . 
between the regulated community (including public water supply companies) and the states. Id. .' 

li3. Council on Environmental Quality, Sixtemth Allnual Report 14 (U.S. Govt Printing Olliee, ' 
1985) ("CEQ, Sixtemth Annual Reporl"). 

54. EESI, Statutory Deadlines at ii, 12 (cited in note 49) (14% compliance refers to all 
environmental statutory deadlines, 86% of which apply to EPA); Bryner, Burraucralic Discretion at 117 , 
(cited in note 37) (80% of EPA's imtjor regulations challenged in court). See CEQ, Sixteenth AnnUIII' 
/ltfJOrl at 2·3 (cited in note 53) ("Fully 85 percent of EPA's regulations result in litigation."). 

55. Pub L No 91·604, 84 Stat 1676 (1970), then codified at 42 USC- §§ 1857 et seq (I 
Apart from scattered minor .revisions, Congress has amended the Clean Air Act twice: iri 1977 
L No 95·95, 91 Stat 685 (1977» and 1990 (Pub L No 101·549, 104 Stat 2391 (1990». The 
amendments also called for a recodification of·the entire, Act, now found at 42 USC §§ 7401· 
(1988). . ' -

56. Congress authorized EPA to extend for up 10 two years Ihe 1975 deadline for con'pl~~ 
with the primary slandard. Congress also authorized EPA 10 exlend the deadline fo"r'~~:~~~~:~~:_~ 
Ihe plans for compliance wilh the ACl's secondary standards. See Clean ,Air ACI A 
1970, Pub L No 91·604, §§ 109, 110,84 SIal 1679-83, Ihen codified al42 USC §§ 1857c-4, I 
(1970). See generally James E. Krier & Edmund Ursin, Pollution and Policy 200-08 (U Cal 
1977). ' 

57. Clean Air Act Amendments of 1970, Pub L No 91-604. §§ 112(b)(I)(AHB). 84 Stat 
then codified al 42 USC §§ 1857c-7(b)(I)(A)~(B) (1970). 

58. 42 USC § 1857c.7(b)(I)(B) (1970). 
59. Id § I 857c-6(b)( I). 
60. Id § 1857f-1. 
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trucks being driven by average citizens,61 and 275 toxic air pollutants 
of which are known or suspected carcinogens},62 many of which were 

by industries vital to local econo·mies. In short, the Act challenged 
only ."business as usual" but "life as usual" in the United States and 

Ul:llldlllUC'U that EPA immediately seek dramatic change in both. The short 
scale necessarily precluded prolonged attention to the tremendous 

lrif'ntilhr uncertainty associated with the complex mechanics of air pollution. 
also did not allow for much serious agency consideration of the relative 

and benefits of air pollution reduction. Neither the NAAQS nor ~he 
emission standards allo any lignifieanrconsl erallon 

61. Melnick, Rtgulation andtht Courts at ~07 (cited in ncite 8). 
62. Clean Air Act Amendments of 1990, Report of the House Committee on Energy and 

Commerce, HR Rep No 101-490, IOlst Cong, 2d.Sess 151-52 (1990). 
63. See EESI, Statutory Dtadlints at 11-16 (cited in note 49). The 15% figure reflects the number 

of Clean Air Act deadlines that EPA had met as 'of 1985 when the Environmental and Energy Study 
: Institute released its report on statutory deadlines. Because, however, that study necessarily 
:. included the Clean Air Act Amendments of 1977', which extended some of the deadlines established 
in the original 1970 Act, the 15% figurei. likely high with regard to EPA', meeting the earlier 

ines.· . . 
64. See Frederick·R. Anderson, Daniel R. Mandelker &: A. Dan Tarlock, Enuironmtntal Prottetion:· 

& Policy 203-06 (LillIe, Brown, 1990). . 
65.' HR Rep No 101-490 at 151 (cited in note 62). 
66. Pub L No 92-500, 86 Slat 816-903, then codified at 33 USC §§ 12.51-1376 (Supp II 1972). 

""ll~r" .. has since enacted scallered revisions of the law but has passed comprehensive amendments 
on only twO subsequent occasions: in 1977 when Congress renamed the law the Clean Water Act 
(Pub L No 95-217, 91 Stat 1566) and then again in' 1987 (Pub L 100-4, 101 'Stat 7). 

67. Federal Water Pollution Control Act Amendmenls of 1972, Pub L No 92-500, §§ 101 (a)(I)­
(2),86 Stat 816, then codified at3~ USC §§ 1251(a)(I), (2) (Supp II 1972). See generally Rodgers, 
EnVironmtntal Law § 4.2, at 361-68 (ciled in nOle 41). . 

68. Pub L No 92-500, 81i SIal 844,Ihen codified at33 USC §§ 1311(b)(I)(A), (2)(A) (SupplI 
1972). 
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Section 306 of the Act compelled EPA to require new sources of water 
pollution to achieve effluent reduction "achievable through the application of 
the best available demonstrated control technology" ("BDT").'m EPA was 
supposed to promulgate effluent guidelines by October 1973 and permit 
limitations by December 1974.70 

The required administrative undertaking was no less daunting than ·that 
posed by the Clean Air Act. There are at least 68,000 point sources of water 
pollution requiring federal permits and probably thousands more.71 As one 
commentator put it, to develop appropriate effluent limits for each of those 
sources bas.ed on BPT, BAT, and BDT technological standards demanded 
"omniscience."72 The zero discharge goal was plainly impossible and the 
fishable/swimmable mandate could not, in any event, be m!::.t--&V-H'le-..s.tl 
technology-based effluent reduction requirements of the nPf.....rinm'(""'?m'T""-i~ 
large amount of nonpoint pollution not covered 
program was sufficient, by itself, to prevent EPA's SU"'L""3 

percent of the deadlines established byfederal 
been met. 74 As with the Clean Air Act, none of 
with environmental quality standards was met.75 

c. Pesticides, Toxic substances'~'~~~;~if~~~:~~~~ 
amendments to the Federal' ~s 
("FIFRA"),76 Congress ga 
~O,OOO pestiCides that h, a previously been registered under far rna e 
permissive statutory requir\ ments.77 For registration, EPA had to dete me 
that the pesticide'S intende e would not cause "unrea e adverse 
effects on the environment" when use ance with widespread and 
commonly recognized practice."78 The 1976 deadline, like others, proved 

69. Pub L No 92·500. 86 Stat 854, then codified at 33 USC § 1316 (Supp II 1972). 
70. Id § 1316(b)(I). ' 
71. J;:PA had issued this number ofpermits,!,nder the act by October 1982. A. Myrick Freeman. 

III. WattT Pol/ution Policy. in Portney. ed. Public Po/jcitSfor Environmental Protution al 112 (ciled in nole 
II). Thousands of facilities discharge into permitted, publicly owned trealmenl works. See Stat, of 
the Environment-A Vitro Toward the Nineties 102 (Conservation Foundalion. 1987) ("A recent EPA. 
study. for instance. identifies about 160,000 industrial and commercial facililies that discharged 
wastes containing hazardous constituents to publicly owned treatment works. "). 

72. Charles L. Schultze, The Public Uu of the Privatelnttrest 52 (Brookings Inst. 1977). 
73. .See John E. Bonine Be Thomas O. McGarity, The Law of Environmental Protection: Casts­

Legislation-Policies 436·37 (West. 1984). See generally Stale of the Envirpnment at 104·06 (ciled in nOle 
71); Daniel R. Mandelker, Contro/li,'If Non-Point Source Water Pollution: Can It Be Done. 65 Chi-Kenl L 
Rev 479. 480-82 (1989). 

74. EESI, 'Statutory Deadlines at 12 (cited in note 49). 
75. Id at 12. 15., , ' 
76. Pub L No 92-516.86 Slat 973-999, then codified at 7 USC §§ 136-136y (Supp II 1972). 
77. See Note. Pesticide Saftty RtgUlation Under the Federal losteticide. Fungicide and Rodenticide Act: , 

Debacle at the Environmental Protection Agency. I Fordham Envir L J 47. 51 (1989) (authored by John P. 
Gasior). Unlike the congressional committees lhat fashioned the other major environmental, 
protection laws ,of the early and mid-1970s, those who drafted the 1972 FIFRA amendments were 
not "strongly committed to environmental values." Rodgers. Environme7ltaiLaw § 8.3. al 849 (cited 
in note 41). As a result. the law's "sometimes contt;ldictory aims compound the usual problems 
interpretation." Id al 850. ' 

78. 7 USC § 136a(c)(5) (Supp " 1972': , 
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Iml}u ... ·ble. EPA believed that it would take at l~ast ten years to complete the 
.rP-rp""tration process, and it has actually taken much longer.79 EPA has 

relatively few final re-registrations each year.BO By 1984, EPA had re­
less than half of the 600 active pesticide ingredients and had not 

sed any of the 900 inert ingredients, some. of which may be more toxic 
the active ingredients.BI Before recent changes in' the pesticides law, 

EPA's rate of re-registration suggested complete 
, re-registration process until 

The Toxic Substances 
1976,B~ asked EP~ to rp'I1.P,w 

commerce as well as d<j}...oJE..tI:te"+'OO(T"i1ewcnenlli:at!ri1IlH:o.c~ced 
determine if th~:!\I-;.>yjla1,,,p,re:sellt 

the 

regarding the regulation and 
of--ruLZamQ!!U~>W-i!i-\'~er'e"lno' less'ove..wneIming. In the R6source 

:Colns,ervatlon and Recovery Act of 1976 ("RCRA"),B6 enacted just ten days 
'after TSCA, Congress gave EPA only eighteen months to promulgate 
.' regulations regarding the identification, . generation, transportation, 
,'treatment, storage, and disposal of hazardous wastes. 87 In the 
; Comprehensive Environmental Response Compensation and Liability Act: 

("CERCLA"), enacted in 1980,88 Congress authorized EPA to take action to 
de;!n up inactive and abandoned 'hazardous waste sites either by filing 

. lawsuits against those who contributed to the sites to force them to clean up 
the sites themselves, or by' arranging' for government cleanup, followed by 
lawsuits, for reimbursement from contributors.89 

These mandates on hazardous waste control and cleanup may have proved 
the most difficult to achieve. There are approximately 650,000 generators of 
hazardous' wastes producing 250 million metric tons of such waste each 

,79. Anderson. Maridelker Be Tarlock, Environmnatal Proltetion al 577 (ciled in no Ie 64). 
80 .. Id. 
81. CEQ. Sixttroth Annual Rtport al H-15 (cited in nole 53). A more recent Washinglon Post 

editorial found even less EPA progress in peslicide re-registralion. See Mort Mintul on Pesticides. 
Washinglon POSI A26 (Nov 2. 1989) ("Of more than 600 aClive ingredienls in older peslicides. EPA 
has managed in 17 years 10 complele Ihe reevalualion by modem lechniques of fewer lhan 10."). 

82. William H. Rodgers. 3 Environmental Law: Pesticides and Toxic Substances XI ,(West. 1988). 
83. Pub L No 94-469. 90 SIal 2003-2051. codified at 15 USC §§ 2601-2629 (1988). 
84. See 15 USC § 2603(a)(I)(A) (1988) (TSCA lesling requiremenis); Sleven Cohen. EPA: A 

Q!ullifitd Sucms.' in Sheldon ,Kamieniecki; Robert O'Brien Be Michael Clarke. eds. Controversies in 
EnviTOnmentql Policy 191 (Slale U NY Pres •• 1986); Portney. Public Policies for Environmental Pro/"tion al 
21-22 (cited in no Ie II). . 

85. CEQ. Sixttenth Annual Report al 15 (ciled in no Ie 53). See also Portney. Public Policies for 
E'lVirollmmtal Pl'Ottction at 21-22 (ciled in no Ie II). 

86. Pub L No 94-580. §2. 90 Stal 2795-2841. then codified at 42 USC §§ 6901-6987 (1976). 
87. Id, 90 Stat 2806~2808. then" codified at 42 USC §§ 6921~6925.(l976). . . 
88. Pub L Nt> 96·510. § 2. 94 ~Ial 2767-2811. Ihen codified al42 USC §§ 9601-9657 (Supp IV 

1980).' '. " 
89. 42 USC §§ 9604·9607 (1988). 



Agency-wide Resources 
Core Program, Statutory Deadlines and Gourt-ordered Deadlines 

NOTE: 

82 million 

Extramural Dollars 
Total = 4.8 Billion 

I I Core Program 

.. Statutory Deadline 
I I Court-ordered Deadline 

638 fie 

FTE 
Total = 17.5 Thousand 

• "Court-<lrdered" deadlines include those resources required for 
a program to do something by a cenain date as directed through 
the judiclaI proc~ss. . . 

• "Statutory de~ines include one-time only deadlines for implementing 
various sections of a statute.· . 

• All other resources are included as the "core program." 

Environmental Protection Agency 

Extramural Dollars 4.83 billion 
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Total FY 1994 6.36 
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INTRODUCTION 

T his is the fourth in a series of Implementation Strat­
egy documents issued to inform Congress and the 

public on the status of activities implementing the Clean 
Air Act Amendments of 1990: The paragraphs immedi­
ately following present highlights of the past year's 
activities, as well as a summary of achievements to date. 
The remainder of the document consists of a cumulative 
list of significant actions already taken to carry out the 
1990 Amendments, as well as a two-year. projection of 
future activities. 

An overarching Clean Air Act goal of this Administra­
tion is to restore the confidence of key constituencies­
including Congress, business, state and local governments, 
and environmental and health advocates-in EPA's com­
mitment and competence to carry out the mandates of the 
Act. To accomplish this, we are streamlining our internal 
processes and working with OMB to Cut lag times and 
meet deadlines for regulations, reports, and' State Imple­
mentation Plan (SIP) approv6!s. We recently announced a 
reform of EPA's rule development system which is ex­
pected to achieve substantial reductions in the time it 
takes to move a rule through EPA, and we have negoti­
ated with OMB to obtain review exemptions for a substan~ 
tial percentage of our rules-about 3Q _pe~nt.l!a:ve been 
exempted to date, and we expect this to increase as we 
both become more comfortable with the exemption process. 
The combined effect of these reforms will greatly help us 
meet our deadlines. 

HIGHLIGHTS OF THE PAST YEAR 

The past year has been notable for EPA achievements 
in breaking the gridlock on proposing or fInalizing a 

number of challenging and important Clean Air Act rules. 
Among the highlights of the year's activities ilre the 
following: ' 

Attainment of Air Quality Standards 
• The Clean Air-Act is working to bring cleaner air'to our 
nation's cities. ' Air quality data for 1992 show that 46 of 
the 98 ozone areas and 21 of 41 carbon monoxide areas 
originally designated as "non-attainment areas" after the 

1990 Amendments were signed into law now have air 
quality in line with national health standards. Many are 
now going through the process of meeting the Act's 
requirements for being redesignated as meeting the 
standards. Of the ozone areas, 25 have formally submit­
ted requests, and four areas already have been 
redesignated. , 
• Final rules were published requiring that Federaily­
approved development activities help to achieve air-quality 
goals by conforming to requirements of the Clean Air Act; 
conSensus on these highly controversial rules was reached 
Via an unprecedented consultation process among Federal 
agencies and air-quality offIcials. 

-Air Toxies Control 
, , 

• A fmal rule was issued controlling toxic air emissions 
from chemical plants, reducing toxic emissions by one 
billion pounds annually. Final rules were also issued for 
steel industry coke ovens and dry cleaners. 

• Rules were proposed for controlling toxic air emissions 
from seven more industry categories: commercial steriliz­
ers, magnetic tape coating operations, gasoline marketing, 
chromium electroplating, pulp and paper production, 
industrial cooling towers, and degreas,ing operations. 

• A comprehenSive study of airtoxics from automobiles 
was published, which will be used to assess the need for 
future controls. 

Control of Emissions from Vehicles and Fuels 
• Final rules were publjshed on reformulated gasoline and 
enllssion standards for'heavy-duty non-road engines., 

• Final standards were published to reduce partjculates 
from urban buses by over 90 percent. 

• A fmal rule was published controlling emissions from 
automobile refuelmg via onboard vapor recovery, breaking 
years of gridlocked debate on this issue. 

Protection of Stratospheric Ozone 
• A number of fmal rules protecting stratospheric ozone 
were published, most notably the'rule accelerating to 1995 
the phaseout of the most harmful ozone-depleting sub-



stances, including CFCs; Other rules include a refrigerant 
recovery rule, a ban on nonessential products, a require­
ment to label products made with ozone-hanning sub­
stances, and rules promoting safe substitutes for these 
substances and requiring Federal agencies to avoid procur­
ing ozone-depleting substances_ 

• Late this spring, a joint EPA-National Weather Service 
project will begin producing daily forecasts of ultraviolet 

,radiation for several U.S. cities. Television weather 
forecasters are expected begin advising the public each 
night if extra care should be taken the next day to limit 
exposure to the sun -- for example, by applying sunscreen 
or wearing sunglasses. 

NOx Control to Prevent Acid Rain and Smog 
• A fmal rule was published controlling powerplant NOx 
emissions,as part of the acid rain program. Several 
alternative control technology documents for NOx control 
also were published. 

Enforcement 
• A proposed rule was published establishing an enhanced 
emissions monitoring program for all major sources 
covered by the Clean Air Act. , , 

• EPA levied the largest penalty ever under the Clean Air 
Act ($11.1 million) against the Louisiana-Pacific Corpora­
tion for failure to comply with permitting procedures 
under the Act. The settlement requires state-of-the-art 
control equipment which will reduce emissions of particu­
lates, carbon monoxide and volatile organic compounds by 
more than 20,000 tons per year. ' 

• Rules were proposed to provide monetary awards to 
citizens who uncover violations of the Clean Air Act, and 
to allow Federal inspectors to issue on-the-spot notices of 
violation for non-compliance with Federal'rules. 

Economic Incentives 
· A fmal rule was published promoting and providing 
guidelines for the use of' economic incentives in Clean Air 
Act programs. 

• Two major elementS of the market·based emissions 
trading system for the acid rain control program -- the 
allowance tracking system' and the allowance allocations 
rule -- were put in place. The innovative system of 
marketable allowances is expected to cut cleanup cost by , 
half compared to a comparable non-market, program. ' 

In addition to' these rulemaking highlights, a large 
number of important supporting actions were taken, 
including publishing of several kinds of guidance docu· 
ments for use by the States, and apPlVving/disapproving 
submittals of State plans to achieve air q(lality standards. 
Many of these activities are listed in the cumulative 
schedule presented later in this report. 

SUMMARY OF ACHIEVEMEI\fTS -
SINCE ENACTMENT 

Both in terms of emission reductions and number of 
rulemakings, EPA has now completed a large portion 

of the rulemaking actions set out by Congress in the 1990 
Amendments. As of the end of March, over 200 actions 
have been published in the Federal Register-113 rules' 
have been proposed" and 88 of these have been completed. 
The rules already completed will control emissions from 
the most important air pollution sources, and account for 
more than 90 percent of the 57 billion pounds of emissions 
reductions expected from the 1990 Amendments. The 
remainder of the rules already proposed and under devel­
opment, when completed, will account for much of the 
remainder. A summary of the most important of these 
rulemakings follows. 

Preventing Acid Rain 
• We have nearly completed rules implementing the Acid 
Rain Program, an innovative market-based program to 
protect our lakes, streams and other resources from acid­
rain-causing sulfur dioxide and nitrogen oxide emissions. 

Protecting the Ozone Layer 
• We have issued all of the major rules needed to implec 

ment the CAA's program for protecting the stratospheric 
ozone layer. The rules require a graduai phase-out of the 
production of ozone-depleting chemicals, the labeling of 
products containing or manufactured with ozone-depleting 
chemicals, and the recycling of ozone-depleting compounds. 

• These rules; in combination with international restric-
, tions, are expected to halt erosion of the ozone layer. 
International agreements to phase out ozone-depleting 
chemicals, in which the United States played a leading 
rolll' already have slowed the rate of increase of CFC 
concentrations 'in the stratosphere. Ozone concentrations 
are expected to recover eventually to levels observed prior 
to 1985 if these measures continue to' be implemented. 

Cleaning up Fuels and Vehicles 
• We have issued 15 major fmal or proposed rules that will , 
cut motor vehicle emissions and help to bring clean arrto 
our nation's cities. Among these are fmal rules on tier I 
tailpipe standards, on-board diagnostic devices, evaporative 
emissions controls, cold-start carbon monoxide standards, 
reformulated gasoline, heavy-duty non-road engine stan­
dards, clean fuel fleet programs, urb~ bus standards, and 
on·board vapor recovery. 

Controlling Air Toxies 
• We have laid the foundation for cutting toxic emissions 
from all major pollution sources by issuing several critical 
rules and beginning to move large numbers of additional 
rules through the regulatory pipeline. In addition to the 
aforementioned fmal rules for the chemical industry, coke 



Emissions Reduction To Date 
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oyens, and dry cleaners, air-toxies rulemakings for about 
40 source categories are now in progress. Most of these 
efforts have moved forward quickly since January 1993. 
Several rules have been proposed recently, and many 
more are to be proposed during the hext two years. 

• While moving forward with standards, EPA has also 
established the groundwork for the air toxics program by 
issuing essential program infrastructure rules -- for 
example, general provisions for monitoring and other 
"housekeeping" requirements that will apply to all regu­
lated industries, and rules for delegating the air toxies 
program to the states. 

Protecting Urban Air Quality 
• We have published extensive guidance to help states 
develop and implement plans for bringing urban air 
quality into line with federal standards by deadlines 
established in the Act. 

• We have issued guidance and regulations for state 
operat4J.g permit programs which will improve administra" ~ , 
tion and enforcement of CAA requirements. 

NEW DIRECTIONS IN 
IMPLEMENTATION 

A lthough EPA has made great progress in carrying out 
,the Clean Air Act, the succeSs of the' Act is far from 

guaranteed. Much remains to be done if the Act's health 
and environmental goals are to be achieved. EPA muSt 
issue over a hundred more regulations and guidance 
documents, as well as dozens of mandated studies and 
reports. The largest group of remaining hllemakings will 
be those controlling air·toxies emissions. Other significant 
future'rulemakings will include emissions standards for 
non-road engines, standards for municipal and medical 
waste combustion, enhanced' emissions monitoring, Federal 

operating permits, and new· source review reform. 
The Agency also must accelerate and expand a host of 

activities to ensure that EPA and states are implementing 
and enforcing the Act effectively. For example, EPA must 
assess hundreds' of state implementation plan revisions, as 
well as 120 state and local permit programs, and 'provide 
technical assistance to states and sources. The list of 
significant actions following this section lists most of the 
significant actions expected within the next two years. 

Because EPA has completed many key rules and guid­
ance documents, the responsibility for implementation of 
the 1990_ Amendments is shifting increasingly to state and 
local governments. Effective implementation at the state 
and local level is critical to the success of the Act. This 
Administration is aware of ho'w important it is to get the 
Federal framework right, and to provide the right kind of 
guidance and support to state and local agencies. We also 
understand the importance of timeliness: the gridlock of 
the past has already delayed key Federal elements far too 
long. Over the past year, we have broken the regulatory 
gridlock in a number of areas critical to providing states 
the necessary support, and we intend to do an even better 
job in the future, so that states and industries will have 
the information they need, when they need it, to plan for 
compliance in the most effective way. 

One key element the states need in crafting effective, 
efficient compliance program is the flexibility to use 
economic incentives in ways that reduce costs while 
assuring that the environmental goals are met. One of 
the principal themeS of this Administration is that' a 
healthy environment and a strong economy are not only 
compatible but essential to each other, and that the 
appropriate use of economic incentive3 can enhance this 
compatibility,by providing flexibility and incentives for 
technological innovation. We recently took a large step in 
this direction by finalizing the economic incentives rule, 
which shows states and industries how to use incentive­
based approaches that encourage advanced technologies 

, that both save money and make it possible to get more 
envihmmental results. We also worked closely with the 
California South Coast Air Quality Management District 
to establish an innovative NOx trading program for smog 
con~l; this program is being closely watched as a pos­
sible model for other areas. We intend to continue mak­
ing the use of such approaches a centrally important tool 
in helping the states plan for meeting the ambitious goals 
of the Clean Air Act. We believe that the combination of 
flexibility and timeliness of Federal support will prove' to 
be the twin keys to success as the implementation of the 

, Clean Air Act enters this next, critical stage. ' 
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The Clean Air Act Implementation Strategy 

-.... ' .... '.' ....... ,.,.,.,., .... " ........ 
May-85 TItle II • Moblle Sourcn 

Finalize non-road emission standard. lor <'25 HP SI. ,1ft ••• Phase I ' 

. TItle III • Nr Toxica 

Final MACT lor lead amelle,. Nov·94 

TItle IV • AcId RaJn 

o..olt, emission. monltora lor Phase II units 

.bHl6 TItle In • Nr Toxica 

Finalize MACT lor reflnerlea 
," 

. TItle VII • EnIoroement 
. 

Update enhanced document 
. 

.u.86 TItle I • Nonattalnment 

.. Finalize Part C & 0 n_ .aurae ravI_ ,Aft, 

TItle III • Nr Toxica 

Final MACT lor 

TItle IV· AcId RaJn 

-' 
I NQ. emission limits lor Group 2 utility bolle,. Jan·95 

~ T1tIe I • Nonattalnment 

Finalize NSPS lor oold cleane,. 

Finalize NSPS lor SOCMI wast_ater 

Flnalli. NSPS for starch " -
TItle III • Nr Toxica 

Develop Inapectlon manual and training materials for Stage I vapor 

Develop lnapectlon manual & training meterlals for Industrial oooling 
towers 

Sap«; TItle I • Nonattalnment 

Publish web offset ..... "J CTG Nov·93 

Publish SOCMI batch CTG Nov-93 

Publish .... 1. wastewater CTG Nov-93 

Publish plaatlc perta ooating CTG Nov·93 '\, 
" Publish storage tank. CTG Nov·93 tt· 

. 

. 
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The Cle.an Air Act Implementation Strategy 
1994) 

Sep-95 ntfa I - NOnattalnmant 

Publish auto body leTG -
Publish aerospace eTG 

r 

Publish "'.on oft solventa eTG 

Publish shipbuilding eTG 

TItle III - AJr Toxlca 
·c 

Promulgata paper & pulp MACT . Nov-84 . 
.. 

standard, for large MWCa Nov-1I2 

"" 
_ .. 

standard, for Imall MWCa Nov-93 

Tille V - Permlta 

. , 
Rnaliza Federal permit 

0cI~ Tille I - NOnattalnment 

Publish air quality and emlaalon trands report 

Title III - AJr Texlca 

Rnallze rules for rfal! : plana and 
.. 

Nov-93 

ntle IV - AcId RaIn . 

, Rnallza opt-ln .,.". I - prooeaa sources 

Tltla VII - Enforcemant 

Rnallza rula for oontractor lIating 

Nav-95 Title II - Mobila Sources i 

Rnallza marine angina amlaalon standards 

Rnallza looomollva amlaalon standards Nov-95 

Tltla III - AJr Toxlca , . 

Rnal MACT for solid waste TSOt: Nov-94 
-

Rnallza MACT for wood fumlture 

Study of el~lc uUlItI.~ unite Nov~93 

o.n "'ft.'. aabe8l0l MACT 
" 

, 
Rnal MACT for 

: (aurfaoe . Nov-94 

Jan.e6 Title I - NOnattalnment 

Rnal NSR rule 

. 
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The Clean Air Act Implementation Strategy 
In, ... .. 

JMHl8 Title IV • AcId RaIn 

Ph ... II Permltl 

Mar~ TItle ,/II • />Jr Taxies 

Anal MACT for nrfntlno, , Nov-94 

Anal MACT for polymerl and realna rJ Nov·1M 

Apr~ Title III • />Jr Taxies 

medical wuta Incineration atandarda Nov-94 

Anal MACT for and resina r.I Nov-94 

, 

, 

, 

, 
, 

. 

. 

, ' 

. 
, 

, 

. 

, 

, 
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IN THB ~TBD STATBS DZSTRZCT COURT 
FOR THE DZSTRZCT OF COLUHB1A F'L £ 0 

HATURAL RBSOURCBS DBFENSB COUHCrL, 
ZNC.; PUBLZC CITZZEH, ZNC., . 

Plaintirr.,-

v. 

WILLIAM It. RBILLY, ADHZNISTRATOR, 
U.S. ENVIRONMENTAL PROTBCTION AGENCY, 

Defendant, 

and 

AMERICAN PAPER INSTITUTB; NATZOHAL 
FOREST PRODUCTS ASSOCIATZON; at a1., 

Intervenor-Defendants, 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

--------------------~----------------~) 

CONSENT DECREE 

JAN 3 1 1992 

Clerk, U, S. D's'rlet· C 
D" • ourt 

.strlCt of Columb~ 

civ. No. 89-2980 
, (RCL) 
(Lamberth, J.) . 

. 
WHEREAS, plaintiffs Natural Resources Defense Council, Inc., 

and Public Citizen, Inc. Ccollectively, "plaintiffs"), filed this 

action on October 30, 1989, against defendant William K~~~e~lly, 

Administrator, U.S. Environmental Protection Agency ("EPA" or 

"Agency"): 

WHEREAS, this action involves plaintiffs' allegations 

concerning Ca) EPA's obligations under section 304(m) of the 

Clean Water Act, as amended, 33 U.S.C. S lj14 Cm). (the "First 

Claim for Relief~), and (b) EPA's obligations under section 

" 



3018(b) of the Resource Conservation and Recovery Act of 1976, as 

amended, 42 U.S.C. S 6939(b) (the "Second Claim for Relief"); 

WHEREAS, plaintiffs and EPA agree that this Court has 

jurisdiction over the First Claim for Reliefi 

WHEREAS, by Order filed April 23, 1991, this Court granted 

plaintiffs' motion for partial summary judgment as to the First 

Claim for Relief, and declared that EPA is in violation its 

statutory responsibilities under 33 U.S.C. S 1314(m); 

WHEREAS, the parties enter into this consent Decree in 

settlement of the First Claim for Reliefi 

WHEREAS, by Order filed April 23, 1991, this Court held that 

plaintiffs had filed the Second Claim for Relief in a court that 

lacked subject matter jurisdiction to hear the claim, and 

accordingly dismissed the Second Claim for Reliefi 

WHEREAS, plaintiffs have agreed not to appeal this Court's 

dismissal of the Second Claim for Relief, if th~s Consent Decree 

is· entere~ by the cour~; 

WHEREAS, as of the date hereof, plaintiffs have agreed to 

seek the dismissal of their petitions for review in NBDC v. 

Reilly, No. 90-1228 (D.C. Cir.), and NRDC v. Reilly, No. 90-1497 
.~ 

(D.C. Cir.), if this Consent Decree is entered by the Court; 

WHEREAS, ·EPA wishes to take advantage of the best 

opportunities for reducing risks to human health and the 

environment across all environmental media; 

2 
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Effluent Guidelines currently Under DevelQpment 

2. (a) EPA shall propose and take final action with respect 

to effluent guidelines for the following point source categories 

according to the following schedules: 

Point Source category Propo .. l Tinal MUon 

1. Pesticide Nanufacturing rllarch, '1992 July, 1993 

2. p.seicide Tormulatingand January, 1994 August, 1995 
Packaging 

" 

3. Centrali~.d Wast. Treatm.nt- April, 1994 January, 1996 
Phase I 

4. lIachinery lIanufacturing and November, 1994 lIay, 1996 
Rebuilding - Phase I 

5. Pharmaceutical lIanufacturing , August, 1994 February, 1996 

6. Organic Chemicals, Plastics' (published lIay, 1993 
Synthetic Fibers - Response to December, 1991) 
Remand in CIIA v. ~, 870 F.2d 
177, rehearing granted in part, 
885 F.2d 253 (5th Cir. 1989) 

7. Coastal Oil and Gas January, 1995 July, 1996 

(b) Revision of effluent guidelines for the Pulp, Paper 

and Paperboard point source category is the subject of litigation 
. 

in EOP v. Thomas, eiv. No. 85-0973 (D.O.C.)~ Revision of 

effluent guidelines for the Offshore Oil and Gas point source 

category is the subject of litigation in NRPc v. EPA, civ. No. 

79-3442 (D.D.C.). The schedules for proposal and final action 

for those guidelines are the subject of those proceedings, and 

,are not the subject of this Decree. 

5 
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studies 

3. (a) EPA sha1l conduct studies according to the following 

schedules, which shall be reflected in the next 304(m) Plan: 

point Source Category 

J. Petroleum Reiinlng 

2. lIetal FiniShing 

3. Iron and Steel 

,. Inorganic Chemicals 

5. Leather Tanning 

6. Coal lfining 

7. Onshore/Stripper Oil' 
Gas 

B. Textiles 

9. Study Category #9 

10. Study Category #10 

11. Study Category 
, 

"­, 

#11 

SUrt Complete 

1992 1993 

1992 1993 

1993 1994 

1993 199' 

199' 1995 

199' 1995 

1995 1996 

1995 1996 

1996 1997 

1996 1997 

1996 1997 

(b) Notwithstanding the provisions of Paragraph 3(a), EPA 

may replace any or all of the eight (8) point source categ9ries 

specifically identified in Paragraph 3(a) with other point source 

categories, provided EPA notifies plaintiffs within thirty (30) -.. 
days following a decision to make such a replacement. EPA shall 

determine which point source categories shall be the subject of 

study categories Nos. 9 - 11 referenced in Paragraph 3(a). 

6 
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period the task force remains in existence. In addition, EPA 

shall request recommendations from the task force with respect 

to: 

(a) a process for deciding which additional point source 

categories to regulate by means of effluent guidelines, based on 

potential for risk reduction, the'utility of regulation and the 

schedule for promulgation of s~ch rul~s; 

(b) a process and schedule for reviewing and determining 

whether to revise additional existing effluent guidelines; 

(c) new technologies and control methods, including methods 

to achieve zero discharge; 

Cd) the minimum components of new. and revised effluent 

guidelines to ensure that they are adequate in scope and 

coverage; 

Ce) minimum requirements for surveys under section 308 of I 

the Clean Water Act, 33 U.S.C. S 1318; and 

Cf) a process for promoting effective co-regulation of 

point source categories to eliminate or minimize cross-media • 

transfer of pollution. 

Modification of this Decree 

9. (a) The provisions of this Decree shall be modified for 
• 

good cause shown. 

(b) The provisions relating to dates established by this 

Decree shall be modified according to the procedures set forth in 

Paragraph 10. A~l other provisions of this Decree may be 

13 



modified by. written consent of plaintiffs and EPA, or by the 

Court upon request of either party. 

(c) In EPA's view, the schedules for effluent. guidelines and 

studies incorporated into this Decree assume the following: (i) 

. that Congress will appropriate funds for the effluent guideline 

program at the levels requested by the Administration, (ii) that 

sufficient qualified personnel will be available to staff the 

effluent guidelines program, (iii) that no rule subject to the 

schedules set forth in this Decree will require either (A) more 

than one Notice of Proposed Rulemaking, or (B) a Notice of Data 

Availability subsequent to publication of a Notice of Proposed 

Rulemaking. In EPA's view, the failure of anyone of these 

assumptions to be true with respect to an effluent guideline or 

study which is the subject of this Decree would constitute "good 

cause" for modification of the schedule with respect to such 

effluent guideline or study. Plaintiffs do not necessarily agree 

that the above factors constitute good cause to mod~fy the 

Decree. 

10. Modification of the dates set forth in this Decree 

l 

shall be by written consent of plaintiffs and EPA, or i~~ ______________ __ 

accordance with the procedures specified below. 

(a) If a party files a motion requesting modification of a 

date or dates established by this Decree and provides notice to 

the other party at least thirty (30) days prior to filing such 

motion, and files the motion at least sixty (60) days prior to 

the date for wh~ch modification is sought, then the filing of 

14 
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such motion shall, upon request, stay the date for which 

modification is sought. Such stay shall remain in effect until 

the earlier to occur of (i) a dispositive ruling by this court on 

such motion, (ii) the date sought. in.the modification, or (iii) 

the date which is one hundred eighty (180) days after the date 

such motion is filed. Only one such automatic stay shall be 

permitted for each deadline for which modification is sought. 

(b) If a party files a motion requesting modification of a 

date or dates established by this Decree totalling thirty (30) 

days or less and provides notice to the other party at least 

thirty (30) days prior to the filing of suc~ motion, and files 
'-.'" .. _- .. -- . "- ---_ .. - .. '-- ---.- . 

the motion at least seven (7) days prior to the_~~~e __ f~::.~hic:~ 

modification is sought, then the filing of such motion shall, - . 

upon request, stay the date for which modification is sought. 

Such stay shall remain in effect until the earlier to occur of 

(i) a dispositive ruling by this· court on such motion, or. (li) 

the date sought in the modification. Only one such automatic 

stay shall be permitted for each deadline for which modification 

is' sought. 

(c) If a party seeking modification does not provide notice 

pursuant to subparagraphs (a) or (b) above, that party may move 

the Court for a stay of the date for which modification is 

sought. The party seeking modification under this subparagraph 

(c) shall give notice to the other party as soon as possible.of 

its intent to. seek a modification and/or stay of the date sought; 

to be modified. The notice provided under this Paragraph lO(C) 

15 

, , 



: 

and any motion for stay shall demonstrate why the party could. ~-:ot 

have utilized the notification procedures set forth in 

subparagraphs (a) and (b) above. 

(d) If the Court denies a motion by EPA to modify a date 

established by this Decree, then the date for which modification 

had been requested shall be such date as the Court may specify. 

(e) Any motion to modify the schedule established in this 

Decree shall be accompanied by a motion for expedited 

consideration. All parties to this Decree shall"join in any such 

motion for expedited consideration. 

11. Nothing in this Decree, or in'the parties' agreement to. 

its terms, shall be construed to limit the equitable powers of 

the Court to modify those terms upon a showing of good cause by 

any party. 

Termination of this Decree 

12. The Court shall retain jurisdiction to determine and 

effectuate compliance with this Decree. When EPA's obligations 

under this Decree have been completed, this case shall be 

dismissed. 

Savinas provisions 

13. Nothing in the terms of this Decree shall be construed 

to confer upon this Court jurisdiction to review any decision, 

either procedural or substantive, to be made by the Administrator 

16 
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Safe Drinking Water Act Rulemaking Schedules/Consent Decrees 

EPA currently is subject to consent decrees with schedules for 
proposal and promulgation of six drinking water rules. EPA 
negotiated the consent decrees in settlement of citizen suits 
brought after EPA failed to issue rules pursuant to SDWA section 
1412(b) which compels EPA to issue rules for 83 named 
contaminants by 1989 and for 25 additional contaminants every 
three years thereafter. Faced with an inability to meet the 
schedules in the decrees and growing concerns that EPA was not 
regulating the .highest risk contaminants, in late 1994 EPA 
initiated a reassessment of the drinking water program. The 
reassessment has involved public meetings: with stakeholders 
addressing all aspects of EPA's drinking water program. Agency 
management is now reviewing the results of .the stakeholder 
meetings and considering changes to the drinking water progz:am. 
One of the possible decisions will pe to seek to renegotiate some 
of the decrees to either relieve EPA of obligations to do rules 
addressing low-risk contaminants or establish very long-term 
schedules for those rules. 

\. 
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To: M~chael S~ Winer 

From: Leslye M. Fraser 

Date: July 24, 1995 

Re: Deadline suits: Summary of Cases 

Attached is a table summarizing a number of cases in which 
agencies w,ere sued for missing statutory deadlines. My general 
observations from reviewing the cases are as follows: 

• If an agency has missed a statutory deadline, the court 
will not award the agency more time than the statute 
specifies, and it may order the agency to complete the 
action in less time than the statute specifies. 

See ~, Sierra Club'v. Thomas, 668 F. Supp. 165 
(N.D. Cal. 1987) (although EPA claimed it could 
not promulgate PSD' regulations in'less than 50 
months, the court stated the agency was not 
entitled to more than the 2 years specified in the 
statute, reasoning that Congress already had 
balanced the need for additional time to do a 
better rulemaking against the need for promulgated 
regulations; the court then imposed an 18 month 
deadline) . 

• Any time in an agency's proposed schedule that, is 
related to activities which are not required by statute 
or otherwise essential will likely be eliminated by the 
court. 

See e.g., Natural Resources Defense Council v. 
EPA, 797 F. Supp: 194 (E.D.N.Y. 1992) (since 

" review by OMB serves no congressional purpose and 
is wholly discretiqnary, the schedule shall 
exclude such review) ; 

American Lung Ass'n v. Browner, 884 F. Supp. 345 
(D.Az. 1994) (in PM NAAQS case, the court reduced 
the comment period from the proposed 90 days to 60 
days, specifically excluded time for interagency 
review, and effectively barred the Clean Air 
Scientific Advisory cqmmittee and the public from 
reviewing more than one draft of fundamental 
supporting documents) . 

" 
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SUITS IN WHICH AGENCIES LITIGATED DEADLINES AND DEADLINE IMPOSED BY. COURT 

CASE NAME AND CITE P TIME D TIME CT ORDER COMMENTS 

American Lung Ass'n v. Browner, 12/31/95 12/1/98 1/31/97 Court noted that EPA's proposed 
884 F. Supp. 345 (D. Az. 1994) (next 5 date effectively extends 5 year 
(suit to compel EPA to review PM yr dead- review interval to 11 years due to 
NAAQS; CM requires review every line) or previous missed review date; date 
5 years) 18 mos ordered by court shortened EPA's 

. accelerated review schedule·an 
additional 22 months, and 
eliminated time proposed for 
several activities not required by 

. statute, such as OMB review .. 

Sierra Club v .. Thomas, 658 F. 2 years 50 propose Court stated that cases make it 
Supp. 165 (N.J;l.Cal. 1987) per months wli 10 clear that if the statutory 
(action to compel promulgation statute (claimed months; deadline has passed by the time 
of regs.for PSD program re: NOic can't do prom. the court issues decree, EPA 
10 years after due date) it in w/i 18 remains obligated to issue regs 

less) mos; w/i timeframe mandated by 
submit Congress. 
progress 
report 
at 16 
mos. 

Public Citizen Health Research end of issue No date set for final rule, but 
Grou:Q v. Auchter, 702· F.2d 1150 1984 NPRM w/i agency directed to issue permanent 
(D.C.C. 1983) (appeal of 30 days standard ASAP but well.before its 
district court order requiring 1984 proposed date. 
OSHA to issue w/i 20 days 
emergency temporary standard 
regulating EtO) 

Sierra Club v. Gorsuch, 551 F. mand. issue by issue Court noted that EPA's proposed 
Supp. 785 (N.D. Cal. 1982) (suit inj. 1989 proposed date was more than 9 yrs after 180 
to compel EPA to establish rule w/i day statutory deadline 
national emission standards for 180 days '. 

radionuclides; EPA listed on 
11/8/79 and statute required EPA. 
to issue proposed rule w/i180 
days' after listing). 

Sierra Club v. Ruckelshaus, 602 mand. 90 days EPA missed deadline and held in 
F. ,Supp. 892 (N.D. Cal. 1984) inj. final contempt; court issued new order 
(follow-up to prior case -- standard giving EPA 30 days'to issue final 
action to compel complianc'e wit\'l standards 
CM w/r to radionuclides; 
statute reqd EPA to issue final 
standards 180 days after issuing 
proposed standards) 



CASE NAME AND CITE P TIME D TIME CT ORDER 'COMMENTS 

NRDC v. EPA, 797 F. Supp. 194 4 months 7 months propose Court determined that EPA was 
(E.D.N.Y. 1992) [action to w/i 1 sufficiently along in the process 
compel EPA to issue I&M regs wk; to be ,able to meet P's schedule 
under CM for states to , adopt; publish 
statute required promulgation final 
within one year of CAM w/i 4 
(11/15/91)] mos 

New York v'. Ruckelshaus, 21 ERC w/i 60 until 60 days 
(BNA) 1721 (D.C.C. 1984) (action days 4/85 (case 
to compel EPA to issue timely decided 
ruling on the states' inability 10/5/84) 
to meet NMQS due to interstate 
pollution); statute reqd EPA to 
respond w/i 60 days. 

National congress of Hisl2anic Court did not compel due date, 
American Citizens v. Marshall, just a proposed schedule for 
626 F.2d 882 (D'.C.C, 1979) completion stating that agency may 
(action to compel promult;{ation , delay standard beyond a statutory 
of OSHA standard,for field , timetable when in good faith it 
sanitation) determines that other priorities 

I·demand adjustment 
-

NRDC v. Train, 510 F.2d 692 final by Court states agency may petition 
(D.C.C. 1975) (action to compel 12/31/74 for modification of the order if 
compliance of effluent it determines that guidelines 
guids1ines under FWPCA; statute should not be promulgated for 
reqdpublishing by 4/1/74; certain categories or deadline for 
district court ordered final by certain categories ,cannot be met 
10/1/74) 

Environmental Defense Fund v. Propose Court ordered EPA to re1ist six 
EPA, 852 F.2d 1316 (D.C.C. 1988) by smelting hazardous wastes and 
(challenge to ,withdrawal of 10/15/88 fulfill its statutory duty w/r to 
proposed reinterpretation 'of (78 processing wastes; also ordered 
mining waste, exclusion) ,days) final determination by 2/15/89; 

complete studies and report to 
Congres's by 7/31/89; and per 
statute, make regulatory 
determination w/i 6 mos of -report 
to Congres,s 
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CONSENT DECREES, ARE AN APPROPRIATE WAY" 
FOR AGENCIES TO ACHIEVE COMPLIANCE WITH THE LAW 

, ., 

What is a consent decree? 

,Regul.atory ag~ncies su~h as EPA are regUlarly sued by a ' 
'variety of, parties ?!~whociaim that. the Agency is acting, or 
failing to act, in violation of a statute or other legal 
requirement.' ,Often, the 'agency's lawyers and the Department of" 
Justice attorneys .. assigned to the case conclude that the best . 
interests, of the government would be served by compromising the 

matter rather than ; litigating. 

Frequently,'the only' practicable means of resolving a 
lawsuit short of litigating it is through a consent decree. A 
consent decree is a binding agreement between the parties to a 
lawsuit, embodied in an order issued by the court for the 
enforcement of the agreement •. At EPA, the. most common sort of 
.conserit decree involves a case in which the plaintiff alleges·:· 
1;:hat the agency haS, failed to comply with a statutorydeadline.to 
l.ssue.a rule, mandated by Congress or to. take some other final 

,action'according to a'congressionally mandated schedule~ Under 
theconsentdecree~in such a· case, the Agency is typically' '. 
ordered to issuettie rule according to· a schedule that provides 
sufficient time fo~ the development of the necessary supporting 
record, full public ,participation,' evaluation of comments, and 
.review by OMB and other agencies. In many cases, .such. as. 
en.forcement " consent decrees' and' decrees under the Clean Air 'Act, 
the Agency solicits public ·comment.on the consent decree itself 
before it is made finaL" . " . 

, 
Why are consent decr'ees useful? 

.. ' .; ' ... ,. . .., ".- ~. ~ i· '. . .. 

If the' Agency;could, not enter into consent decrees; it a114 . 
. the Department Of. Justice woUld be forced to iitigate each and' . 
every, case 'brought;: against it.. This, would be an enormous' was:te " 
of time and would actuallYr:esult, in much 'highercosts' and less'" 
favorable·resultsfoi: the government. :'1'his is. ~o pecauseEPA and 
the Department· of 'Justice' counsel enter irito. consent decr,eesonly 
when th,ey a;-e corivincedthat doing so is likely'toyield a 'cou~t 

,order asfavorable:tothe government as WQuid have·resulted from 
litigating .. the case,' or. more favorable.' In practice, the,"·· . 
governll!enti has hadJvery poor',results litiga.ting deadline cases ••. 

. Fo,r example, EPA fl,.led affidavits in district court. in' support· of 
a ·four~year. schedule' for,. issuing'. fimil' rules' for, HOx .. increments" 
for new source penjlitting under the, Clean Air·Ac1:. The-court' 
issued an order adopting the two-year ,schedule sought, by the .. 

. ' plaintiffs.' . i" ,..','.' , , , ' . , . 

The courts ha';'e beenesp~6iallY inhospital;>le to· attempts by, 
. the government to iltigate to . secure adequate time for·' 
interagency and OMB review of its rUles'. The courts that have' 
addressed the'questionhayegenerally' concluded that'congress 

" 

·;.~~r~ 
'f"1~" 
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decided the schedule on which rules 'are to be lssued,anClhave 
excised anytime for'oMB and interagency review from. the 
schedule. I,' 

. ~ . . ~-' ' .. 
. ~ . - .... 

." ,-

. ::. 
By contrast, when the government'negotiates'a consent. 

decree, it is able :to incorporate many provisions favorable to ': 
it. These. incl\lde 'provisio~s 'limiting the government's . :'.' 
obligations to perform actions to'those permittedby:appropriateCl, i 

funds; proviSions for routine or, in some cases, autolilatictime: 
extensions when unforeseen obstacles arise; and a schedule' . . ' , 
providing adequate,'time.for·OMB review of proposed and final' 

:rules. . .. .;J ,. 

Are consent 'decrees being abused 'by EPA?' 
:! 

Under long-standing ,EPA practic,e; and guidance issued by th,e 
Attorney General during the Reagan administration, the.use of 
consent decrees is':restricted to those cases where they, are 
necessary and are appropriately limited. Consent decrees may, 
only be agreed to ";Ihen the court· has jurisdic:tion over the case ,. 
and.when, if, the case hadbeenlitigated,the c;ourt would ,have' 
had the power to enter the substance'of the'consent.decree as Cl 
contested,orderagains~tlle·agency. Similarly, the goverrimemt 
may not· enter into a consent decree that: . . , . " .. ...... - . 

" .• ' . converts a discretionary' duty into a' mandatory.' one; . ~. 

• commits theagencytCl expend funds that havenot'been 
appropriated or" to"seek adClitionalappropriationl?i or' . 

• 

Conclusion 

. . . .' . .. . 
strips the agency of its proper discreti'on over' ·the 
content of. cii1y, rules it may·, be. directed' to issue •.... ' 

, ~.' . " 

, . 

',. ; .' ,. ., . 
, ,.consent decre~s are now. used by the government, ,but they are· 

: not', abused. ,EPA' 'is' currently, subj ect.,· .. to de.adlines, in :settlement., 
agreements or 'court orders' to issue over 100 re~lations otto' ; , 

.' ; . 

. tak.eothe.r regulat,oryactions ~ . Most'of ,thesaschedules are l)ased 
. on statutory deadlines, and are, embodied lncoilsent decrees;, ,.:' 
,Because the Agency ,; has had' the' power. to negotia:teconsent·· decrees',' •. 

with the plaintiffs ,in:·thesecases, it hasb.een ·able tosec~re :,:C 

schedules· that allow for: the 'orderly,~onduct'of businesso,.-To ,be.;': 
, required to litigate each of thesecae;es toa ': conclusion would" be 
extraordinarily wasteful of 'time and'. litigation resources," and,': 

.'·wouldvery iikelyresult' in orders in many: cases.' flatly, ' .. ~. ' 
incompatible, with the government's budgetary· resources, and the' 
need· to attend to' other matters, 'including'. regulatory reform .. ' > --
effortS~' ." .... ";, ,'. . . ",' .... 

. ~ .~. 

0'0 ') 1 :- '"': .... -" .) ,. . 
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RESPONSE TO SENATOR ABRAHAM 

In a recent editorial, Senator Abraham decries the use of 
consent decrees to: 

1) "force regulatory agencies to impose' restrictions not 
intended by Congress;" 

2) make "a change in public policy without congressional 
action or public input;" 

3) "substitut[e] [environmental] groups' own will for the 
procedures and scientific·methodology prescribed by the 
agency's enabling legislation and administrative 
regulations." 

Senator Abraham argues that federal legislation is rieeded to bar 
federal a~encies from entering decrees that limit their 
discretion. We think the Senator is addressing a non-problem. 

Aecording .to theS~nator, the consent decree in California 
v. Browner provides an example of evils noted above. The Senator 
described that consent decree as requiring'EPA "to institute 
proceedings to bar u/?e ofa number of pesticides (which its own 
research showed posed no health risks)." Further, the Senator 
cites the decree in Californiav. Browner and the settlement in 
Citizens for a Better Environment v. Gorsuch, as proof that the 
government is not following guidelines established by the Reagan 
Justice Department to prevent federal agencies from entering 
settlements that deprived them of their discretion. 

Let's look at the facts. The California v. Browner consent 
decree does not in any way limit EPA's discretion. Rather, the 
decree establishes a schedule for EPA to make a decision on 
whether to retain a few uses of 36 pesticides. Under the' decree, 
EPA could revoke all of the uses, 'none of the uses, or some 
percentage of them. EPA's agreement to a schedule for 
decisionmaking was appropriate because the statute has t·{meframes 
(much shorter ones than in the decree) for actions on petitions. 
More importantly, at every turn, the cons,ent decree emphasizes 
that EPA ,retains its substantive' policy discretion.A·couple of 
examples: . 

1) The consent decree requires EPA to respond to an 
industry petition ("the NFPA, petition") but also specifies 

.that "[t]his Consent Decree in no way constrains EPA's 
judgment regarding the substance of EPA's response to the 
NFPA petition nor obligates EPA,to reach a particular 
decision." I 

2) The consent decree requires decisions under various 
agency polici~s·but also specifies that "[n]othing in this 
Paragraph or in the Consent Decree shall limit EPA's ability 
to modify its policies interpreting and implementing FFDCA 
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sections 402, 408, and 409 in the future where EPA has the 
authority or discr~tion to make such modifications." 

The one place in which the decree includes a substantive 
standard, the d.ecree expressly notes that EPA is free to change 
this standard so long as it gives 30 days notice to the 
plaintiffs in the case. Incidentally, the court that approved 
the decree found the substantive standard that was included to be 
fully consistent with past EPA and FDA practice. 

Senator Abraham is right when he notes that the pesticide 
uses that may be affected have been found by EPA to pose little 
or no risk. However, if EPA eventually decides to revoke some of 
these uses it will not be because EPA or some environmental group. 
thinks that is a good idea but because the congressionally-
mandated Delaney clause in the Federal Food; Drug, and Cosmetic 
Act requires it. 

In sum, the decree in California v. Browner does not impose 
restrictions not intended by Congress, does not change public 
policy, and is fully consistent the statute, EPA's regulations, 
and. the scientific methodology followed by EPA. Accordingly, 
this decree does not violate the Reagan Justice Department's 
guidelines. The other allegedly violative decree the Senator 
cited was actually signed by the government and entered by the 
court in 1976, five years before Ronald Reagan became President. 
Senator Abraham needs to find some bett;er "facts" to justify the 
proposed legislation limiting the ability of federal agencies to 
enter consent decrees. 

,. 

" 
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Uit:: ~ case C1.ted. in the article by' sen. Abraham is, as you 
can probab~y tell by the reference to "judge wilkey", a very old 
one. The decree at issue was entered into alm6st 20 years ago 
,(1976), after a series of lawsuits by environmental groups 
challenging EPA's failure to implement the effluent and 
pretreatment standards required by dates certain under the 1972 
CWA Act. The decree is no longer effective. 

There were a variety of challenges to the decree, including 
challenges that the decree bound EPA's discretion beyond the 
terms of the statute: The provisions at issue did NOT dictate 
substantive outcomes but did provide criteria for EPA's 
development of effluent guidelines and pretreatment standards 
that were not in the statute (e.g. criteria for excluding 
industrial categories and pollutants from regulation). The 
district court, and ultimately, the D.C. Cir~uit upheld the 
decree against industry challenges,that only provisions expressly 
mandated by statute could be in the decree. 

The Court of Appeals found that the provisions in question 
did not dictate a substantive outcome and were largely ratified 
by the 1977 amendments to the CWA. Judge Wilkey dissented, 
findirigthat the decree improperly went beyond the ~tatutory 
mandates. Cert. was denied in 1984. -

'It is important to note that we do NOT anymore enter into 
decrees that go beyond the statutory mandates in question to the 
same extent as this 1976 decree. Agency and DOJ'lawyers are very 
careful to follow the Meese memo prescriptions on binding future 
administrations.... None of the current Agency decrees that I am 
aware of contain any'provisions similar to the decree mentioned 
in the article .------'---------:-------------__ _ 

." 



MEMORANDUM FOR 

FROM: 

SUBJECT: 

July 28, 1995· 

ELAINE C. KAMAR 

REGULATORY REFO 
TECHNOLOGY 

Attached is a draft Decision Memo outlining the OSTP Regulatory Reform initiatives. The 
availability of the Vice President is extremely limited this summer and there does not appear 

. to be anything controversial in the packet. Therefore, rather than calling a ·meeting, we would 
like each of you to review the proposal and send any comments you may have to both Jack 
and me. . 

Please return your comments by Friday, August 4. 

ATTACHMENT 
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DRAFT 

MEMORANDUM FOR THE VICE PRESIDENT 

FROM: JOHN H. GIBBONS, 
ASSISTANT TO THE PRESIDENT FOR SCIENCE AND TECHNOLOGY 

SUBJECT: Regulatory Reform for Science and Technology 

Summary 
This memo seeks your approval of a set of regulatory reforms designed to increase the 
productivity of the federal science and technology enterprise. The specific proposals are 
outlined in the attached report. 

Background 
Federal funding plays a central role in U.S. science and technology research and development. 
The reforms proposed will ensure that federal funds are used more efficiently in part by 
enabling recipients to spend more of their energy on research and less on paperwork. 
Streamlining and simplifying federal funding of research and development win also encourage 
a wider range of organizations to compete for federal R&D funds. 

The majority of the recommendations contained in the report are non-controversial and have 
been reached through consensus with the affected agencies. However, I wish to call your 
attention to several of the report's recommendations which may generate some controversy: 

1. Expand "Other Transactions" Authority. [See TAB A, page A.7] We recommend 
that this authority, which currently allows some agencies to avoid standard 
procurement requirements in making agreements for R&D in circumstances where 
competitive contracts, grants, and cooperative agreements are not appropriate, be 
extended to other civilian research agencies. Note that implementation of this authority 
will virtually guarantee increased scrutiny of agency practices, and success will depend 
on the skill and good faith of those who use the expanded authority. 

2. Revise Non-Disclosure Protection t;;r Technology Partnerships. [See TAB A, page 
A.9] We recommend that the Administration seek a statutory change that brings 
uniformity to DOE's authority in this area and extends the protection of information 
produced by industry partners under research development and demonstration 
agreements from disc\os:.Jre for a period of five years, in order to unify the ad hoc 
approach that has been taken to date. This extension of the current provisions may be 
criticized by some on the grounds that research funded in part with taxpayer dollars 
should be publicly available. However. there is precedent in current DOE statutes for 
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non-disclosure protection, and this change would merely bring uniformity to DOE 
authority. We do not recommcnd expansion of other agencies' non-disclosure authority 
at this time. The current situation for other agencies has not been identified as a 
barrier to research and development, and an expansion of their authority could 
unnecessarily exacerbate the current debate over federal expenditures for R&D with 
commercial potential. 

3. Export Commodity Jurisdiction. [See TAB A, page A.lS] An Interagency Working 
Group (lWG) led by the NSC has heen working to design an effective mechanism for 
managing export requests and for resolving jurisdictional disputes in a timely, 
predictable way. The issue, however, remains unresolved. We recommend that a 
deadline be set for the IWG to resolve the dispute as quickly as possible, but not later 
than August 15, 1995. Exporting firms, and many in Congress, want the 
administration to resolve this issue promptly. 

Additionally, the report contains a set of recommendations on the use of information 
"technology to streamline regulaticns and reduce paperwork which were recently announced in 
summary form in connection with the White House Conference on Small Business. We 
propose to follow up on the commitments made at the Conference through the actions 
indicated in Attachment 2 (TAB C). 

This review was conducted in cooperation and consultation with businesses, universities, and 
other organizations which have participated in Federal research programs, as well as the 
agencies which fund most Federal research, including NSF, NIH, DOD, DOE, DOC, USDA, 
and NASA. SBA, State, and FDA have also participated. [The Regulatory Reform Task 
Force has reviewed the recommendations and supports them.] 

If you approve of the report's recommendations, we will prepare a set of directives to the 
agencies to implement the reforms. If you require further discussion of any of these issues, 
we would be happy to brief you. 

Approve: __ Disapprove: __ Let's Discuss: 

Cleared: NPR/Kamarck 
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REGULATORY REFORM FOR SCIENCE AND TECHNOLOGY 

Scope 

Federal regulations can have a profound impact on the efficiency and effectiveness of 
research and development conducted with Federal dollars, just as they can either spur or 
hinder private incentives to invest in R&D. Regulations that affect Federal R&D are . 
especially critical since the Federal government supports 40% of all U.S. R&D and two-thirds 
of fundamental research. 

The Administration has worked hard to develop collaborations with industry to increase 
commercial investment in science and technology. The skillful investment of Federal seed 
money is a key component of U.S. science and technology policy, particularly in the current 
fiscal environment. Too often, however, the seedbed is salted with unproductive regulation. 
This can frustrate potential investors and hamper the productivity of researchers. Reducing 
the onerous burden of unnecessary regulation is critical to encouraging private investment in 
R&D and to maintaining U.S. economic competitiveness. 

Researchers must be given the time and the tools they need to be most productive. The 
Federal government must strive to create an environment that invites private inve~tment in 
science and technology and does not discourage entrepreneurs from investing in high 
technology endeavors. The Administration must endeavor to: 

• Lower the barriers that currently impede research and development 
• Increase the productivity of Federal research dollars 
• Attract increased private investment in science and technology 
• Use information technology to increase the efficiency and effectiveness of 

government functions 

These goals must be accomplished without lessening our commitment to the regulatory goals 
that protect the Nation's health, safety, and environment. 

The close working relationships formed by the government with business and academia 
in R&D partnerships have disclosed a number of additional opportunities to get a "better bang 
for the buck" in science and technology. These opportunities, which generally involve 
multiple agencies rather than a single regulatory agency, are the focus of this report. They 
include regulations which affect how researchers apply for Federal dollars, how and under 
what restrictions research and development are conducted, how government-industry 
cooperation is structured, and how best the Federal government can make its resources 
available to the private sector to boost innovation and creativity. 

This review has been conducted in cooperation and consultation with businesses, 
universities, and other organizations which have participated in Federal research programs, as 
well as the agencies providing most Federal research funding, including NSF, NIH, DOD, 
DOE, DOC, USDA, and NASA. SBA, State, and FDA have also participated. 



REGULATORY REFORM FOR SCIENCE AND TECHNOLOGY 

Recommendations (TAB A) 

I. Raising the Productivity of R&D in Universities 

A. Standardize and Streamline the Grant Process 
B. Implement Electronic Communications in the Grants Process 
C. Ease the Burden of Laboratory Waste Disposal 

II. Removing Barriers to and Raising Productivity of R&D in the Private Sector 

A. Streamline Government-Private Sector Research & Development Interactions 
B. Expand "Other Transactions" Authority 
C. Extend Non-Disclosure Protection to Additional Technology Partnerships 
D. Implement Galvin Commission Recommendations 
E. Facilitate Bioremediation Field Trials and Commercialization 

III. Impose a Deadline for Creating an Effective Export Commodity Jurisdiction Dispute 
Resolution Procedure 

Attachment 1: Research Reform Efforts Already Underway (TAB B) 

A. Reform the Treatment of Research Costs for Universities 
B. Implement a System for Continuous Quality Improvement for the Grant Process 
C. Improve Treatment of Intellectual Property 
D. Coordinate Federal, State, and Local Regulatory Activities 
E. Simplify Approval of Biotechnology Drugs and Biologics 
F. Relax FDA Export Controls on Advanced Drug and Medical Device 

Technology 

Attachment 2: Information Technology Reforms Announced at the White House 
Conference on Small Business on June 14, 1995 (TAB C) 

A. Use Information Technology to Reduce Paperwork Burden 
B. Use Information Technology to Improve the Rulemaking Process 
C. Create a Digital Signature Infrastructure 
D. Implement Nationwide Electronic Benefits Transfer 
E. Implement a Simplified Tax and Wage Reporting System 
F. Integrate Telephone and Computer-Based Governinent Information 

Services 
G. Improve Cross-Agency Retrieval Tools for the Public 

II 



Summary descriptions are provided for proposals listed in Sections I, II, and III (TAB 
A). Recommendations for action by the Vice President, with associated pros and cons, are 
presented as part of each proposal. 

Attachment 1 (TAB B) contains sUllUllary descriptions of reforms that are already 
underway and require no decision by the Vice President. These reforms, however, have been 
greatly facilitated by the regulatory review process, and it is recommended tIlat tile 
Administration include these reforms in any briefing on the S&T review. Attachment 2 (Tab 
C) contains descriptions of and milestones for information technology-related reforms 
announced by the President and Vice President at the White House Conference on Small 
Business. 

III 



RECOMMENDA TlONS 



I. Removing the Barriers to Research and Development in Universities 

A. Standardize and Streamline the Grant Process 

Differences in practice and policy across Federal agencies oblige institutions of higher 
education to maintain separate internal operating procedures for each agency with which they 
do business. This increases the time spent on paperwork and correspondingly reduces the 
return on the taxpayers' investment in scientific research. 

The Federal Demonstration Project (FDP), a cooperative effort among more than fifty 
universities or research institutes and nine Federal agencies, is designed to improve the 
management of Federally-funded research. The FDP has developed and tested the following 
recommendations concerning the grants process. 

Recommendation 

Direct all agencies to adopt the FDP General Terms and Conditions and the 
expanded authorities included in OMB Circular A-110 for all research and research-related 
project grants as a matter of agency policy. Where not inconsistent with statute, all Federal 
agencies shall prescribe the General Terms and Conditions tested by the FDP as the default for 
all research and research-related project grants. 

These defaults may be overridden in rare and exceptional circumstances, only when 
there are compelling reasons to do so. 

Pros 

Cons 

• Uniform policies and procedures for the administration of Federal research 
project grants free faculty from paperwork and allow them to spend more time 
on research. Between 1988 and 1990, the FDP evaluated the impact of the 
"expanded authorities" at over 28 universities. Responses from over 2500 
principal investigators indicated that these streamlined procedures saved more 
than 5 days annually per investigator, permitting oyer 50 additional person­
years of scholarly activity in this sampling. No cases of mismanagement have 
been attributable to the implementation of the FDP terms and conditions at 50 
institutions by 9 Federal agencies since the inception of FDP in'1988. Grants 
officers from the six major funding agencies (NIH, DOE, DOD, NSF, USDA, 
NASA) concur with these recommendations. 

• Agencies without major research activity may resist the effort necessary to 
implement the changes in terms and conditions necessary to achieve uniformity, 
although some, such as USDA, have actively participated in the FDP. The 
major research-sponsoring agencies, including the NIH and the NSF, as well as 
USDA, are largely in compliance with these procedures now. 
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B. Implement Electronic Communications in the Grants Process 

A number of Federal agencies are experimenting with various forms of electronic 
grants applications and reporting to speed communications, lessen the paperwork burden and 
significantly lessen the amount of paper used in the process. Agencies will need to establish 
common data requirements for their grants submissions and reporting; commit adequate 
resources and effort to develop, pilot, and adopt a Common electronic standard; and ensure 
that sufficient technological options are available to institutions to allow some flexibility in 
selecting the approaches that are most useful and cost effective to them. 

NSF estimates that they annually receive approximately 7,500 feet of stacked proposals 
(about 15 Washington Monuments high) and that 2.4 Washington Monuments worth of 
paper could be eliminated by electronic submission of just the repetitive data (i.e., civil 
rights, drug-free workplace, non-delinquency on Federal debt, etc.). 

Recommendations 

Direct agencies to develop and adopt a common set of data eLements for use in 
proposaL submission as an initiaL step in the deveLopment of standards and means for 
eLectronic submission and processing of proposaLs and awards. 

Direct agencies to deveLop and demonstrate eLectronic commerce systems for the 
administration of FederaL financiaL assistance, including assessments of the efficacy of 
eLectronic data interchange public standards such as ANSI X12 for computer-to-computer 
exchange of information. 

Direct OMB to develop and implement for use an electronic communication system 
that provides organizational profiLes that would include certifications of compLiance with 
FederaL regulations and other information required from recipients of Federal funds. 

Pros 

Cons· 

• These recommendations would greatly simplify the administration of grants. 
• NSF has begun a project to ·re-engineer and automate all processes related to 

grant proposals, awards and related business practices. NSF and NIH have 
independently developed client/server database systems to permit electronic 
communication with grantees and grantee organizations. Both of these systems 
utilize the Internet, enabling grantees using any computer type to access the 
database to enter or modify data. DOE also has a system under review using 
ANSI-Xl2 standards for computer to computer exchange of information. 

• Protocols and standards for electronic submission; processing and reporting of 
proposals are in an early stage of development and have numerous "kinks" that 
need to be resolved. 
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C. Ease the Burden of Laboratory Waste Disposal 

Regulatory requirements unnecessarily drive up the costs incurred by government, 
university, and industrial laboratories when handling hazardous wastes during research and 
testing. That is because the applicable regulations, which focus on large volume industrial 
processes such as chemical manufacturing, are unwieldy when applied to research-testing 
procedures, which characteristically involve only tiny volumes of chemicals. One-size-fits-all 
rules and inflexible interpretations preclude laboratory oriented innovations that could yield 
increased work-place safety and enhanced environmental protection at lower cost, e.g., 
recovery and reuse of lab chemicals. 

For research-intensive universities, expenditures associated with handling hazardous 
and low level radioactive laboratory waste can account for a significant fraction (about 5 %) of 
total project costs and, in many institutions, are the fastest growing component of overhead. 

Recommendations 

Short Term. Simplify the process for obtaining a RCRA permit for on-site storage 
and treatment of hazardous laboratory waste. To achieve effective waste handling, 
laboratories need only a small fraction of the authorities normally included in a Treatment, 
Storage, Disposal (TSD) permit under RCRA. If a simplified TSD and streamlined application 
and review procedure were introduced, qualifying universities and other organizations that 
operate research facilities would be able to store small quantities of hazardous wastes on site 
for up to one year (currently 90 days) and to treat certain classes of wastes on the bench top or 
in other specified locations. This could be accomplished without the need for new legislation 
by either of two methods: 

Ortion 1 

The preferred route would be to use a "permit-by-rule II approach. EPA would set 
enforceable performance standards for on-site storage and treatment of small quantities of 
waste by research-testing laboratories (and possibly other small volume generators). 
Universities and other institutions involved in research and/or testing could then certify to 
their state EPA that they have met the standards and were proceeding with the new rules. 
No approval process would be needed. The states would have inspection and enforcement 
powers, as they do now. 

Option 2 

A somewhat more laborious, but perhaps less controversial, procedure for the regulated 
community would be to develop and issue a modified TS (but not D) permit for small 
volume users. The "D" (disposal) is not a need for most research-testing institutions. 
They would then apply for the modified permit as they do now. 
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Long Term. Establish a continuing national forum to address and promote other 
innovations with respect to reduction, management, and treatment of hazardous laboratory 
wastes. In addition to encouraging reforms within existing statutes and regulations, the forum 
would seek to foster increased reliance on performance standards when regulating laboratory 
waste management and accelerated development of environmentally benign laboratory proce­
dures. 

Pros 

Cons 

• Reduces administrative costs and non-productive time requirements for 
bench scale researchers permitting more resources to be applied to R&D. 

• Would facilitate waste solvent recovery and waste "neutralization" that 
would reduce the waste burden on the environment. 

• Essentially no down-side risks. 

• Could entail greater transaction costs for the rule-making. 

A.4 



II. Removing Barriers to and Raising Productivity of R&D in the Private Sector 

A. Streamline Government-Private Sector Research & Development Interactions 

Much research with industry partners is accomplished either through the use of 
Cooperative Research and Development Agreements (CRADAs), which allow government 
laboratories to conduct cost-shared R&D projects with industry, or more general research 
agreements that do not involve work at the labs. For each type of agreement there is 
unnecessary inconsistency in the form of the agreement within agencies and across agency 
lines, as well as some substantive requirements imposed by agencies that pose unnecessary 
barriers to research with the private sector. (See Section LA with respect to university 
research.) 

While certain differences are required by statute, many are simply a function of custom 
and could be streamlined or eliminated, which would improve the efficiency and effectiveness 
of these agreements and would simplify interaction with the private sector. For example, the 
Department of Energy has developed a general-use modular CRADA and a short-form, fill-in­
the blanks CRADA. These changes have permitted DOE to cut its CRADA processing 
time in half -- from about 32 weeks to about 16 weeks. It appears likely that other agencies 
could achieve similar results. 

Recommendations 

The following recommendations were developed in consultation with NASA, DOE, 
DOC and ARPA, the agencies that have the vast majority of involvement with the private 
sector in R&D. Other agencies are not affected. These recommendations do not involve 
legislative change. 

The affected agencies should be directed to begin efforts to ensure, to the extent 
possible and consistent with statute and mission requirements, that all age1lcies develop 
standard form, general use, CRADAs and other research agreements that are consistent 
across agency lines; and to identify barriers to private sector involvement in R&D that are 
unnecessary and can be dealt with in more creative and flexible ways. If, as is likely, it is not 
possible to completely standardize agency practice, consideration should be given to the 
possibility in multi-agency projects to assigning a lead agency to manage the agreement and to. 
act as a single point of contact for dealing with the industry partners. The agencies should be 
directed to report their progress to OMB and OSTP within 45 days of the directive. 

The Partnership for a New Generation of Vehicles (PNGV), an existing, interagency 
R&D effort with the private sector that has begun streamlining the interagency process 
involved, should be designated as a demonstration project for CRADAs and other research 
agreements. 
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Agencies involved in PNGV should be directed to (1) review their existing statutory 
authority to determine the degree of flexibility available to them in negotiating research 
agreements, particularly in the areas of cost accounting, intellectual property, and multi-party 
"partnership arrangements," and to use available flexibility to negotiate effective and efficient 
agreements; (2) recommend any necessary changes in policy or statute in order to allow them 
to streamline the negotiation of R&D agreements; and (3) identify inconsistencies in current 
practices or requirements among those agencies and the basis for those differences. The 
PNGV reinvention lab also should be directed to report its findings to OMB, OSTP, and to the 
research procurement offices of all agencies involved in this effort to streamline R&D 
agreement practices within 30 days of the directive. 

Pros 
• The inefficiencies in the current process affect the agencies' ability to work with 

industry and to effectively utilize the taxpayers' considerable capital investment in 
research facilities. These changes will improve the agencies' ability to work with 
industry and leverage that investment for U.S. economic and social benefit. 

Cons 
• Agencies currently control their own procedures and have different statutory 

constraints. Changes in established practice may be resisted by the agencies unless 
they are convinced that such changes are in the best interest of the agency and its 
research partners. 

• If consistency is emphasized above all other goals it can lead to acceptance of the 
"lowest cornmon denominator." Care must be taken to preserve agencies' abilities to 
seek creative solutions. One size does not necessarily fit all. 
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B. Expand "Other Transactions" Authority 

"Other transactions" authority is currently available to DOD, NASA, and DOT in 
funding certain research and development work. It is limited to agreements for research and 
development, and does not extend to procurement of goods and services. It is available only 
in circumstances in which contracts, grants, and cooperative agreements are not appropfiate. 
It eliminates standard procurement requirements. Thus it gives considerable flexibility to the 
project managers to craft an agreement that contains only those provisions necessary to the 
particular project, and to revise the working arrangement as research projects evolve. As used 
by DOD, NASA, and DOT, these transactions are typically cost-shared with industry (which 
demonstrates the private sectors' commitment to success), and are awarded competitively so 
long as practicable. 

Without this authority, firms which have not been government contractors and are ac­
customed to flexible, unencumbered negotiations and accounting procedures for research pro­
jects are deterred from engaging in government research programs. DOE, for example, has 
experienced specific problems negotiating with commercial firms for conducting joint, cost­
shared, research projects to demonstrate environmental remediation solutions. "Other 
transactions" authority permits technology partnerships to utilize arrangements that reflect 
commercial practice as well as the terms and conditions specifIcally tailored to best achieve 
project success. 

Recommendation 

A statutory change to extend "other transactions authority" to additional civilian 
research agencies for use in negotiating research and development agreements should be 
pursued. Any legislative change should be drafted to allow, but not require, use of this 
authority by agencies entering into research agreements and would include a statement of 
principles to ensure agency and public understanding of its scope,and appropriate oversight of 
the increased discretion to be provided to agency managers. As with the other transactions 
authority currently available, it would apply only to R&D and not to procurement of goods 
and services. 

Pros 
• Such authority is appropriate for R&D work, where the project evolves significantly 

over its lifetime, in contrast to standard procurement of goods and services. 
• It will greatly improve the government's ability to enter into effective research projects 

with the private sector unencumbered by unnecessary regulations. 

Cons 
• This authority provides maximum discretion to project officers, who are guided only 

by general mission goals and equitable principles as opposed to detailed procurement 
requirements. Its implementation will virtually guarantee increased scrutiny, and its 
success will depend on the skill and good faith of those who use it. It provides some 

/\.7 



potential for misuse and will require careful employee training and oversight. If 
misused, the expanded authority could poison the well for those who are currently 
using it successfully. 
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C. Revise Non-Disclosure Protection for Technology Partnerships 

There are several statutes that provide for the protection from disclosure (including 
disclosure under the FOIA) of information produced under DOE's and other agencies' 
collaborative agreements for research, development and demonstration with industrial partners 
(e.g., for DOE, the Energy Policy Act of 1992 [42 U.S.C. 1320], the National 
Competitiveness Technology Transfer Act of 1989 [15 U .S.C. 3701], and the Metals Initiative 
legislation [15 V.S.c. 5101]). The language in these statutes is not uniform, the date from 
which information can be protected varies depending on which statute applies, and the statutes 
do not apply to the entire spectrum of agreements into which DOE enters with industrial 
partners (particularly in most of the agreements under DOE's defense programs). This 
protection from disclosure is important to industrial partners who ultimately plan to 
commercialize products resulting from the research with Federal agencies. Other research 
agencies have a variety of types of authority to protect information developed under 
collaborative agreements from disclosure. 

This situation could be addressed in two ways: 

Option 1 

Seek a statutory change that brings uniformity to DOE's authority in this area and 
extends the protection of information produced under research development and 
demonstration agreements from disclosure for a period of five years, in order to unify the 
ad hoc approach that has been taken to date. However, it should be made clear that (1) 
protection from disclosure does not apply to the research agreement itself, (2) that absent 
extraordinary circumstances information on the nature of the agreement will be publicly 
available, and (3) such protection applies only to research which is cost-shared with 
industry. 

Option 2 

Develop legislation to provide all agencies at least a five year exemption from disclosure. 

Recommendation 

We recommend Option 1 at this time. Consistency within DOE will address the 
primary problems industry and the agencies have identified. To attempt to address all the 
research agencies at this time could provide an opening for those who want to debate the issues 
of Federal research expenditures benefiting private business in the budget context. Since no 
other agencies identified this as a major barrier to their activities, it seems unwise to open the 
broader debate at this time. . 
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Pros 
• Either option would improve consistency of treatment of all Federal partners for all re­

search, development and demonstration agreements and address a concern of industry 
about their ability to protect commercially valuable information developed as partners 
with the government. 

• Since the protection under either option would be limited to 5 years unless the current 
authority provides a longer time period, Federal R&D efforts would afterwards be 
made public allowing others to benefit by taking those results (obtained in part with 
taxpayer dollars) and build on them. 

Cons 
• The Atomic Energy Act of 1954 states that DOE's research agreements shall not 

prevent the dissemination of scientific or technical information except as otherwise 
provided by law. This reflects the policy judgment of some that, absent exceptional 
circumstances, research funded with taxpayer dollars should be publicly available. In 
addition, the scientific community generally supports the widest possible dissemination 
of research results. The extension of current non-disclosure provisions to additional re­
search may be criticized on those grounds. Option 2 particularly could unnecessarily 
raise this issue as part of the ongoing debate over Federal expenditures for applied 
research. .. 
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D. Implement Galvin Commission Recommendations 

As part of the regulatory review, we have identified one additional specific area in 
which administrative reform would be well-received by the affected communities. DOE issues 
its own orders to its laboratories relating to environment, safety and health. These orders are 
often far more restrictive than those imposed by regulatory agencies such as EPA, FDA., and 
OSHA. In addition DOE laboratories are subject to a multitude of audits and reviews, some 
imposed by organizations outside the control of DOE management (e.g. the Congress), but 
many are inspired by DOE. The Galvin Commission report clearly documents the excessive 
burden on DOE laboratories resulting from DOE orders, directives, and audits (see Appendix 
A of the report). The Secretary of Energy concurs that the existing system is costly, 
bureaucratic, and inefficient. Activities now ongoing within the Department are addressing 
some of the issues raised in the Galvin Report. Given the intense budget pressures DOE is 
under, we recommend that attention be directed toward achieving the large savings and 
increased efficiency achievable by reducing the excesses identified in the Galvin Report. 

The Department of Energy recognizes the seriousness of the situation and has steps 
underway to correct the deficiencies including revising its Directives system. Since March 
1994, the Department has eliminated about 25 percent of its orders (312 to 236). An 
accelerated order reduction effort is currently underway to reduce 92 orders -- including 26 
orders considered to be the most burdensome by DOE field offices and contractors -- to 22 
orders and 3 rules. This accelerated effort will be completed by July 31, 1995, and an interim 
report submitted to the President at this time will indicate improvements made and anticipated 
cost savings or cost avoidance. This will lead to a reduction of requirements placed on our 
contractors including reduction of their overhead dollars. At the same time, DOE is being 
assisted by its Advisory Committee on External Regulation of Nuclear Safety in evaluating 
activities to which the regulatory jurisdiction of other Federal agencies might be applied by 
legislative extension of the appropriate statutory authorities. In otherwise unregulated areas, 
the internal DOE process is fashioned with evaluation criteria, to permit only those new orders 
deemed essential to be promulgated. This effort to reduce the burden on DOE contractors will 
result in increased productivity and output for its R&D programs. 

Recommendation 

DOE should submit an interim report upon completion of the accelerated effort to 
reduce DOE orders (as detailed above) to the President by July 31, 1995. 

DOE should include final data regarding the number of orders, directives, and audits 
which are eliminated, and the personnel reductions at headquarters, field offices, and 
laboratories which result from this elimination, in a report to the President no later than 
FebruG/)' 15, 1996 [as part of the report required by Presidential Decision DirectivelNSTC-
5J. 
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Pros 
• Removes what is generally recognized as excessive and costly oversight 
• Responsive to findings of a prestigious review committee 
• The DOE Lab Directors are unanimous in their belief that the Orders represent a 

seriously misguided oversight effort 

Cons 
• Some orders are required to fulfill Congressional requirements of DOE's oversight 

responsibility 
• In the interest of expeditiously and efficiently carrying out DOE missions, the labs 

require more strenuous and expert oversight 
• Because of the unique aspects of DOE nuclear operations, the level of control that 

could be exerted by other Federal agencies may be inadequate to fully protect the 
public interest 
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E. Facilitate Bioremediation Field Trials and Commercialization 

Modern biotechnology has greatly improved our ability to solve some of the world's 
major, long range problems. Genetically improved agricultural crops and fish species offer 
great hope of a sufficient and stable future food supply. Microbial degradation of spills and 
toxins, or concentration of these pollutants by plants, could solve many of our current. 
environmental problems. The early impact of biotechnology on the treatment of a wide range 
of previously incurable diseases is evident at this point. 

The Administration has recognized the importance of this technology and is working to 
remove barriers to futher its development. Some of the actions already underway include: 

• strengthening intellectual property rights by clarification of the biotech drug "utility" 
requirements and by a strong international enforcement policy on patents; 

• elimination of the favorable pricing clause in NIH CRADAs; 
• extensive biotechnology funding through the Advanced Technology Program at NIST; 

and 
• the proposal to extend the R&D tax credit. 

Two additional recommendations presented here are meant to promote the development 
of biotechnology and to help maintain our wodd leadership position in this crucial field. 
Action on one of these recommendations, to simplify the approval of biotechnology drugs and 
biologics, is already underway within the FDA and is included in the Attachment. The second 
recommendation follows below. 

The scope of the contaminated site cleanup problem in the United States indicates the 
need for more effective, less costly remediation technologies. One such cleanup technology is 
bioremediation. However, due to the limited availability of adequate cost and perforIDance 
data on bioremediation remedies, as well as regulatory barriers, it has been difficult to 
implement this technology nationally. A more expeditious and efficient plan to allow full scale 
field studies is warranted. This proposal recommends a plan that would facilitate a 
scientifically objective evaluation of bioremediation as a predictable, safe, and cost effective 
cleanup option. 

There are currently two primary regulatory constraints on the development and 
application of bioremediation as a clean-up option. The first constraint comes from the 
Resource Conservation and Recovery Act (RCRA) and its regulation of hazardous wastes 
administered by the EPA. Although EPA issued new rules for treatability studies in 1994, 
they are still not conducive to long-term research. There needs to be a mechanism for 
expediting RCRA rules when they apply to research applications on secure government land. 
The second constraint involves the use of recombinant (genetically altered) microorganisms in 
open field clean-up. This application of recombinant organisms comes under the purview of 
the Toxic Substances Control Act (TSCA) also administered by the EPA. There needs to be a 
mechanism for expediting TSCA clearances when they apply to research applications on secure 
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Federal land. Accordingly, dedicated Federal field sites that include both contaminated and 
clean areas need to be made available to academic, government and private sector scientists 
and engineers. Specific examples of secure sites that also have access to appropriate analytical 
instrumentation include Oak Ridge National Laboratory, Pacific Northwest Laboratory, and 
selected National Environmental Research Parks. 

The use of Federal field sites for long-term research in bioremediation would respond, 
in part, to the Galvin Task Force observation that the advanced technologies necessary to 
enable DOE to conduct an effective clean up of its sites are not currently ·available, and would 
respond to the Task Force's suggestion that the National Laboratories be employed to innovate 
in this area. 

Recommendations 

Direct the Bioremediation Working Group of the Biotechnology Research 
Subcommittee to develop, in consultation with the private sector and appropriate agencies, 
(1) a plan for the selection of sites and (2) a mechanism for selecting, obtaining regulatory 
approvals, and funding proposals of interest. 

Pros 

Cons 

• Will accelerate the development of new technology to clean up the environment 
• Will stimulate the biotechnology industry and academics to devote more atten­

tion and creative thought to the subject. 

'. Will require EPA to develop a new, less stringent clearance for these test sites 
• Will create some controversy among environmental public interest groups and 

individuals that are unalterably opposed to any demonstrations using 
recombinant DNA subjects (materials) in an extra-laboratory environment. 
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III. Impose a Deadline for Creating an Effective Export Commodity Jurisdiction Dispute 
Resolution Procedure 

The Department of Commerce processes export license applications for items on the 
Commodity Control List. The Department of State processes export license applications for 
items on the U.S. Munitions List. For certain iteITis (e.g., communications satellites, hot 
sections of jet engines, encryption), it is unclear whether they should be controlled by 
Commerce or State. (Commerce tends to favor economic interests; State tends to favor 
national security interests.) In some cases, tile process of resolving these "commodity 
jurisdiction" disputes has languished for years. 

At issue is the process, timetable, and definition to be used in resolving these "CJ" 
disputes. The NSC has convened an interagency working group (IWG) to resolve this issue, 
but agreement has been difficult. In the past, Congress has threatened to legislate a process, 
as well as decide itself where key items (e.g., satellites, hot sections) should be controlled. 
This year, the Hill staff is willing to defer to the Administration, provided it ultimately 
resolves this issue. 

An efficient commodity jurisdiction process can be created without new legislation. 

Recommendation 

We recommend that the NSC-led IWG be asked to resolve the commodity jurisdiction 
dispute within 90 days of the date of this report. 

Pros 
• Resolving this management issue in a way that creates a transparent, predictable process of 

decision making would be warmly welcomed by U.S. exporters. 

• If the administration does not resolve the issue, Congress is likely to intervene with its own 
proposal introducing a potential source of controversy in the EAA. Members of both 
parties are likely to be relieved that the administration has resolved the issue. 

Cons 
• Forcing the issue to conclusion will require putting strong pressure on either State or 

Commerce -- or possibly both. 
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ATTACHMENT 1: RESEARCH REFORM EFFORTS ALREAOY UNDERWAY 

Many of the recommendations in the following section are already underway at the 
agencies. The S&T working group has found that the Regulatory Review process provided the 
additional incentive to get these reforms implemented. 

A. Reform the Treatment of Research Costs for Universities 

The cost reimbursement system for overhead or "indirect costs" for research grants has 
been harshly criticized for its complexity and allegedly provides Federal reimbursement that is 
widely variant. There are proposals in Congress to cap the rates used by universities to 
calculate Federal reimbursement and use the resulting "savings" for other Federal needs. A 
legislated cap setting an arbitrary limit on rates would repudiate the cost principles stated in 
OMB Circular A-21, under which the government has negotiated reimbursement rates with 
individual universities for decades. Such a cap could deny millions of dollars of legitimate 
reimbursement to universities for research facilities built to undertake Federally funded 
research based on long-standing principles and agreements. 

We propose to implement a number of revisions to OMB Circular A-21, which were 
published in the Federal Register on February 6. OMB and OSTP, working in collaboration 
with Federal agencies and universities, and building on prior work, have completed their study 
of the system and the following changes have been recommended. 

Develop uniform methods and procedures. Discard past notions of "direct and 
indirect" costs which were needlessly complicated and poorly understood. Instead, three new 
categories of costs, all necessary to the conduct of fundamental research, will be used: 
research activities, research facilities, and research administration. Standardize methods for 
determining utility costs and eliminate special studies to reduce the variation in the utility 
portion of overhead rates across universities. Develop a methodology to determine uniform 
treatment of special services (such as hazardous waste facilities), to ensure that similar 
activities are treated consistently by universities. Include other new policies for areas such as: 
useful life for research equipment, consistent Federal agency transition policies for university 
changes from use-allowance to depreciation, appropriate Federal policies for interest costs, 
uniform accounting methodology, make total costs part of competitive award process. 

Make use of cost efficiencies. Tough Federal review of facility construction costs, 
utilization, and operations and maintenance will be imposed to ensure that Federal science 
agencies are paying only for efficient and reasonable use of university research space. 
Benchmarks would be established by research and construction experts for different classes of 
facilities -- which could apply to new constructionand existing facilities 

Pros 
• These changes would reinvent the system of cost reimbursement in the spirit of 

the National Performance Review. They would achieve greater uniformity and 
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cost efficiencies while retaining the core principles of negotiated cost 
reimbursement based on the government-university sharing of actual costs. The 
necessary stability would be retained to stimulate universities and their 
governing boards to invest in world class research and education facilities. 

• The chief alternatives to these revisions, a cap on reimbursement rates (or an 
across the board cut of reimbursement), would have serious consequences to the 
excellence and future vitality of U.S. academic science. Universities presently 
receiving Federal reimbursement for their substantial investments in research 
facilities would suffer immediate and significant decreases in their Federal 
recovery. Variation among research facility rates of institutions reflects real 
and legitimate differences among institutions -- universities and colleges vary in 
the utility, maintenance and labor costs based on their location, the age, 
condition and type of their facilities, and the nature of research and education 
which they pursue. 

• Instead of these refinements to an already complex system, a cap on 
reimbursement rates or a standardized percentage cut of the reimbursement to 
all institutions could streamline the process and achieve cost savings for the 
government. However these costs would be shifted to universities, thus 
continuing the increase in the university share of costs associated with Federally 
funded research. The system could be made simpler by setting some fixed rate 
for all universities, although, as stated above this would not reflect the 
differences among institutions. 

B. Implement a System for Continuous Quality Improvement for the Grant 
Process 

The Federal Demonstration Project has been, and continues to be, an excellent vehicle 
for identifying and testing time and cost saving suggestions related to academic research. To 
facilitate the translation of these improvements into practice, an established group of senior 
Federal officials should be responsible for reviewing FDP results and making 
recommen(jations for implementation. 

Recommendation 

Direct the Committee on Fundamental Science of the NSTC to review FDP 
demonstration project results and to make recommendations regarding those demonstrations 
to the Office of Management and Budget, the Office of Science and Technology Policy, and 
to the heads of all Federal research-sponsoring agencies. 
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Pro 
• Anchoring the FOP into the Federal Government through the NSTC will insure the 

rapid adoption of the results of continuing FOP demonstrations and other streamlining 
initiatives. 

C. Improve Treatment of Intellectual Property 

The inability of the Federal government to obtain adequate intellectual property 
protection for computer software that may ultimately be a basis for private sector technology is 
currently a barrier to Federal labs' work with the private sector in this area, and to the ef~ . 
fective leveraging of the Federal research effort to strengthen the general economy. 
Currently, Federal laboratories may patent, but not copyright, computer programs written by 
their employees. Because of this limitation on intellectual property rights, the private sectors' 
willingness to enter into CRADAs is reduced. 

In addition, in particular cases the requirement of the Bayh-Dole Act that the 
government always retain a government purpose license is viewed by industry as a barrier to 
government-industry research agreements. While amendment of the Bayh-Dole act is not war­
ranted, expansion of "other transaction" authority (See Section II.B) would give agencies the 
ability to waive that requirement in the few cases in which that would be appropriate. 

Recommendations 

Allowing employees of Federal agencies to copyright computer software developed by 
them as part of their official duties under, or related to, a CRADA will promote the com­
mercial application of software developed with Federal funds and thereby strengthen the 
economy. Legislation providing this intellectual property protection is included in the 
"Federal Acquisition Improvement" legislation recently fonvarded to the Hill by the Ad­
ministration (see sections 6101-3). That legislative change should be actively pursued. . 

The flexibility with respect to intellectual property protection provided to agencies 
through "other transactions" authority should be pursued legislatively. See section II.B. 

Pros 
• The recommended changes for the Federal labs will improve the leverage the Federal 

R&D investment provides to the private sector. 

• Improvements in the efficiency of commercial spin-off of Federal research through 
CRADAs and licensing have traditionally received bipartisan support. 

Cons 
• Federal licensing of intellectual property is currently insignificant in dollar amounts 

and economic impact. Improvements are possible, but many problems are inevitable 
consequences of the agencies' focus on mission research as their first priority and 

B.3 



limited funding for patent counsel, filings, etc. Thus, the resulting benefits of any 
statutory change in this area may be relatively small, although significant to particular 
industry partners. 

• Regarding intellectual property protection for Federal software, previous attempts to 
modify the statutes were not strongly supported by industry. There are varying. 
opinions on whether it is better to keep government software in the public domain, or 
to protect and license it. 

D. Coordinate Federal, State, and Local Regulatory Activities 

The burden of making regulatory activity operate more effectively rests at least as 
much on state and local regulators as it does on the Federal government. The Federal 
government is in a unique position to provide leadership. New communication technologies 
will permit citizens to have a single point of entry, perhaps specialized to their unique 
interests, with links to all levels of government. 

There are, however, many other areas where Federal leadership could work to 
streamline complex, and occasionally contradictory regulatory actions at all levels of 
government. The actions needed will vary with each sector. Major actions are already 
underway in several areas including wage and tax reporting and efforts to coordinate product 
approval and building codes for the construction industry. We should take credit for those 
actions, which are well underway. 

Specific examples of projects could include: 

• Coordinating of state, and Federal wage and tax: reporting. The interagency 
Government Information Technology Services group is developing coordinated 
electronic reporting systems for wages and taxes that will greatly simplify reporting 
requirements for individuals and businesses 

• Coordinating building codes and inspections. NIST and the Department of Energy are 
facilitating work by state and local building code organizations to provide a system that 
will simplify regulatory approvals for builders that must work in several jurisdictions 
and create reciprocity in approvals. 

• Developing national standards for building products. NIST and DOE are also 
facilitating a process by which producers of building components can have technologies 
inspected and certified in a way that will satisfy state, regional, or national criteria and 
avoid redundant and expensive inspection and certification. The certifications and 
standards are unlikely to involve Federal regulation but involve non-Federal consortia 
or private inspection labs. 
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• Coordination of state, local, and Federal envirollmental and zoning requirements. 
Builders and developers face a maze of requirements, paperwork, and inspections from 
many different levels of government. Experiments which could combine all 
requirements in an integrated system would be of enormous value to the industry. 

Recommendation 

The State and Federal Task Force should be asked to propose areas where Federal, 
State, and local regulatory activities could be brought together in a way that simplifies 
compliance and reporting for specific groups. Agencies with a prime responsibility in the 
area should be assigned to take the leadership in convening state and local regulatory 
authorities. A planning meeting involving the lead agency representatives and representatives 
of non-Federal regulatory bodies should be convened to plan specific actions. 

Pros 

Cons 

• The regulatory burdens faced by citizens and businesses can be reduced 
dramatically only if all levels of government cooperate in a streamlining effort. 

• Progress in this area is eagerly solicited by the business community affected. 

• May be difficult to deliver on schedule given the complexity of working with 
many different jurisdictions 

• Without care, it may appear that the Federal government is trying to usurp local 
functions 

E. Simplify Approval of Biotechnology Drugs and Biologics 

The majority of biotechnology products are reviewed by the Center for Biologics 
Evaluation and Research (CBER), although some are referred to t.he Center for Drug 
Development Evaluation and Review (CDER). The two centers operate under different 
authorizing legislation reflecting their individual historical mandates. This has led to 
inconsistencies in review and approval procedures. FDA has recognized this and has proposed 
a number of suggestions to reduce the regulatory burden on CBER applicants, bring their 
reviews closer to procedures followed by CDER, and, in some instances, increase the 
regulatory flexibilities by expanding options commensurate with the type of product being 
regulated. 

The scope of the products regulated by CBER spans the range from the relatively 
simple to the increasingly complex, i.e., from regulation of blood for transfusion to the newer 
somatic cell and gene therapy products. 

CBER has discovered that regulatory flexibility can be built into the current statutory 
framework to recognize the scientific complexities while reducing the regulatory burden on 
industry. This is very important in order to offer the drug developers and manufacturers the 
flexibility to capitalize on technological progress as it occurs. 
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Changes in procedures to encourage the adoptioh of new methods without sacrificing 
public health or safety include: 

• waiving the need for premarket approval of certain changes in 
manufacturing processes for biotechnology and traditional drugs, 

• allowing the use of pilot facilities to produce drugs for development work, 
e. g., clinical trials, 

• relaxing restrictions on the selection of subcontractors (originally intended 
to control variability of products made by living systems), and 

• eliminating lot certification for insulin and antibiotics and updating quality 
control procedures for these products. 

However, we believe more can be done along similar lines to speed up the approval process, 
reduce the regulatory burden, and focus agency resources without any decrease in product 
safety or efficacy. 

Specifically, we would recommend as a guiding principle that premarket approval of 
manufacturing changes be required only in those cases in which the safety and efficacy of 
the product may be changed as a result of the process change. When the product can be 
fully documented as safe, effective, and unchanged, such approvals should not be required. 
The manufacturer would be held responsible for assuring a product that maintains the same 
safety and efficacy as that produced using the original process. 

In addition, manufacturing changes that do require FDA oversight should be allowed to 
go into effect in a timely fashion unless FDA has reason to object. 

Pro 

Con 

• The FDA and the Biotechnology Industry Organization support these 
recommendations. 

• The recommendations cannot be fully accomplished with administrative action 
alone. Implementation requires changes in the regulations issued under the 
Food, Drug and Cosmetic Act and the Public Health Service Act. 

F. Relax FDA Export Controls on Advanced Drug and Medical Device 
Technology 

The Food, Drug, and Cosmetic Act currently requires pre-approval of medical devices 
and drugs in the U.S. before they can be exported, even if they have been approved iii the 
importing country. This practice increases our response time to'business opportunities and 
reduces our international competitiveness. It is redundant to have FDA conduct an approval 
process that has already been completed by a competent foreign agency. The FDA has 
recently recognized this duplication of effort (Reinventing Drug & Medical Device 
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Regulations, April 1995) and proposed removal of restrictions on exports to a list of21 
qualified countries. -They have expressed willingness to work with Congress to amend the list 
as appropriate. 

The Senate and House have also introduced bills (HR l300 and S 593) to accomplish 
the same thing. 

Recommendation 

We recommend support of the FDA proposal as contained in the above reference. This 
would allow export of drugs and devices to the countries on the list of 21 without prior U.S. 
approval as long as local authorities have done so. Also, devices could be exported to any 
nation as long as an Investigational Device Exemption for testing on humans was granted here 
and the importing nation approved the device. 

Pros 
• Will make U.S. manufacturers more competitive internationally. 
• Will eliminate the need to move manufacturing overseas to get a fast start. 
• Moves toward regulatory "harmonization." 

Cons 
• None to U.S. citizens. May be slight risk to countries with less rigorous product reviews. 
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ATTACHMENT i: INFORMATION TECHNOLOGY REFORMS ANNOUNCED AT THE WHITE HOUSE 

CONFERENCE ON SMALL BUSINESS ON JUNE 14, 1995 

A. Use information technology to reduce paperwork burden. 

President Clinton stated at the signing of the Paperwork Reduction Act Amendments of 
1995 on May 22nd, that agencies shall ensure in the future that government fonus can be filed 
electronically. For example, IRS tax forms are already available electronically through the 
Commerce Department's FedWorld system, and the Electronic Filing (ELF) initiative has been 
expanding, with efficiency benefits to both the public and the IRS. 

Milestones: 

• By June 1996, most commonly used forms should be made available through direct dial 
"bulletin board" services and over the Internet. 

• By the end of 1996, all agency regulations prescribing the collection of information 
through the use of forms or otherwise, shall be amended to permit the filing of the required 
information in electronic formats and also, in the case of forms, with forms that are 
computer generated by the public. 

• Filing of information in electronic formats shall use the least burdensome medium for the 
affected respondent population, e.g. magnetic media ("diskettes"), direct dial-up, or 
Internet. 

B. Use information technology to improve the rulemaking process. 

The National Electronic Open Meeting on "People and their Governments in an 
Information Age," held May 1 - 14, demonstrated the practical feasibility of using a mix of 
technologies to facilitate broad public participation in a notice and comment process. Utilizing 
the World Wide Web, basic Internet connectivity, dial-in bulletin board technology, and public 
access sites nationwide, over 100,000 observers and 10,000 active participants filed nearly 
3000 individual comments in response to an OMB Notice published both in the Federal 
Register and over the Internet. This level of participation is significantly in excess of any 
typical rulemaking proceeding. Similar strategies for increasing public participation should be 
adopted for all significant agency rulemakings. 

Milestones: 

• By the end of 1995, all significant rulemaking documents should be made available 
electronically via bulletin board and over the Internet. 
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• By the end of 1995, the software suite used in the National Electronic Open Meeting shall 
be refined and made available to Federal agencies and others at no more than the cost of 
distribution. 

• By the end of 1996, all significant rulemaking proceedings shall use either the National 
Electronic Open Meeting software suite, or similar technologies, to ensure the widest 
possible participation in rulemaking. 

C. Create a digital signature infrastructure. 

A digital signature performs more functions than a written signature in that it is used to 
verify both the origin and the contents of a message. Digital signatures are based on public 
key cryptography. Presently, there are three major cryptographic systems that support digital 
signatures. One of these, the Digital Signature Standard, was developed by the government. 
The other two are proprietary. In order to function effectively, however, an infrastructure of 
support services must be developed. The government may have a role in assisting in the 
development of a public key infrastructure for the general public. 

Under the auspices of the NIl Security Issues Forum, the General Services 
Administration has established a Security Infrastructure Program Management Office. This 
office is coordinating the development of a public key infrastructure to meet the Federal 
government's needs for digital signature and confidentiality purposes. The U.S. Postal Service 
is pursuing complementary efforts. 

Milestones: 

• By December of 1995, begin work with industry and the private sector to foster 
development of a public key infrastructure. 

• By June of 1996, develop a public key infrastructure for government use and demonstrate 
interoperability with multiple agencies and with industry. 

D. Implement nationwide electronic benefits transfer (EBT). 

The NPR called for the creation of a national electronic benefit transfer (EBT) system 
and created a Federal EBT Task Force to accomplish this goal. The task force is committed to 
delivering all federal benefits electronically by March, 1999. There are several milestones that 
need to be reached in order to meet this goal. 
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Milestones: 

• By the end of 1995, change tl1e Food Stamp regulations to lift the "cost neutrality" 
requirements on the program. 

• By mid-1996, reexamine the applicability of Regulation E to EBT where the benefitS are 
not in depository accounts, and develop alternative consumer protection procedures by 
developing administrative controls to limit risks. 

• By mid-1996, modify Treasury regulations to require recipients of direct federal payments 
who have bank accounts to use direct deposit/electronic funds transfer. 

E. Implement a simplified tax and wage reporting system. 

The GITS Action Plan says that a Pilot Office has been established and is producing a 
timeline for pilots and that another meeting with stakeholders was scheduled for February 
1995. The Treasury is scheduled to announce action on ST A WRS on Friday, June 9, 1995, at 
the Department's Reinventing Government event. 

Milestones: 

• Accomplish milestones announced on June 9, 1995. 

F. Integrate telephone and computer-based government information services. 

There is currently little connection between the Federal Information Center and the 
work agencies do to get information online. The FIC should be given a distinct assignment or 
role to play in the auditing of publicly-accessible government information. 

Milestone: 

• The FIC should provide a report to the NPR by September 1, 1995, which discusses their 
ability to answer citizen's inquiries with online rescues and makes concrete suggestions for 
improvement. This report should be updated semi-annually. 

G. Improve Cl'oss-agency information retrieval tools for the public. 

Citizens should be able to place a plain language query and retrieve an accurate online 
response to the most frequently asked questions of the Federal government (which is known' 
from the FIC experience). Finding the answers to queries should not require the average 
citizen to have detailed knowledge of agency names and executive branch structure. Providing 
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this service'~,",,,*~e i:'-~":' " , , '" ,," (--., ,; n' '(1",1,: ,,,,' 

would req.riDUpment of a g()vernnl(:111-\\':d'~ search IllOl \\''''-';;:':;;1, c\;\I:1i;:e file header 
and contenf:ili.'lixs};,):l. 

Milestone: 


