
Executive order on regulatory review include gUidance documents that are economically 
significant or have novel policies. 

From OMB's perspective, Federal spending and regulatory spending both should have a 
comprehensive accounting and review. It would make little sense if OMB's budget side did 
not have the abHity to review a significant portion of Federal spending; the on-going debacle 
with the off-budget liabilities of Fannie Mae and other government-supported enterprises 
provides ample proof of the dangers of having limited OMB control. Similarly, if agency policy 
decisions direct and divert significant social resources, they should undergo the same 
interagency and analytic review as regulation. 

It is clear that agency guidance documents do have significant effect on social resources. For 
example, EPA publishes carcinogen and noncarcinogen risk factors through risk 
assessments posed to its Integrated Risk Information System (IRIS). Due to the often 
decade·long lag between draft and final risk assessments, EPA Regions and states 
increasingly use ORO's draft values for cleanup decisions and policy decisions. These 
draft values - without the benefit of full peer review or public comment - can act as 
de facto regulatory standards and impose substantial costs on public and private 
entities. 

OIRA has been criticized for reviewing these EPA and other seemingly technical documents. 
Critics suggest that by reviewing these documents OIRA steps beyond its expertise into 
questions of science. As a practical matter, these criticisms are unfounded and do not 
recognize that important guidance documents and regulation mix science, science policy, and 
policy components. The distinctions between science, science policy, and policy issues are 
well established in the public policy literature. Briefly, in policy questions, officials must 
weigh the trade-off between worthy and competing public policy goals. Scientific questions 
can be posed and feasibly answered using the scientific method and peer review. Science 
policy questions are questions that can be posed in scientific terms but can never be 
answered by the scientific method either due to ethical or practical constraints (e.g., testing 
potential adverse medical treatments on infants or controlled testing of low doses of 
potential carcinogens on thousands of animals or people). Scientific findings can narrow the 
uncertainty or suggest options, but can not give transparent and reproducible answers to 
science policy questions. In a democratic process, there is no reason why the policy views of 
scientists on science policy questions outweigh the views of other policy officials. 

As a practical matter, guidance documents mix an agency's scientific findings, its science 
policy choices, and its explicit policy choices. To execute policies, clean up sites, issue 
grants, and administer programs, agency managers need specific direction and explicit 
choices. Yet, just as in a regulation, one agency's science policy and policy choices can 
affect the budget and mission of another agency, state or locality, or other segment of our 
population. OIRA, as an agency of the Executive Office of the President, must oversee and 
referee these potential policy conflicts in the Executive branch. In sum, it is not that OIRA 
seeks to meddle in scientific documents; for OIRA staff to do their job, they must go to where 
the science policy and policy decisions are - often within these risk assessments, directives, 
and other guidance. 

The Administration has expressed its intent to enhance the scientific transparency of its 
decisions. I recommend that OIRA can play an important role by helping agencies separate 
questions of science, science policy, and policy in their draft policy documents. OIRA, OMB 
and the Office of Science and Technology Policy can then craft different procedures to 



resolve scientific disagreements and uncertainty from science policy and policy questions. 
Further delineation would provide policy officials with the best available scientific 
information as well as defined policy options. The pUblic would also benefit from more 
transparent discussions of the three issues. 

Statuatory Constructs that Preclude Cost Considerations. Critics suggest that OIRA and 
agencies should not perform benefit·cost or cost·effectiveness analysis in cases where court 
decisions or the law explicitly prohibits Executive branch agencies for using the analytic 
results. They argue that analysis in these situations is either wasteful or undemocratic 
because it second-guesses the most representative branch of government. 

I disagree with this recommendation as a matter of principle and practice. First, to fulfill 
OIRA's role to ensure agencies provide the public with unbiased information on its decisions, 
all decisions must be included. If there is no information on a whole set of decisions, the 
public is denied the information needed to compare alternatives, to petition its 
representatives, or to evaluate candidates' positions. Rather than promoting a democratic 
ideal, it is a step toward tyranny when elected officials are unwilling to have their decisions 
open to public review. 

Further, as a practical matter, agencies and OIRA should prOVide this information since 
Congress changes the law. During my tenure at OIRA, a court decision concerning the 
Resource Conservation and Recovery Act (RCRA) would have required EPA to impose hundreds 
of mitlions of dollars in hazardous waste treatment costs for de minimis benefit. Although 
the court left EPA little discretion, it performed an economic analysis that laid bare the 
staggering inefficiency of this court decision. This analysis persuaded the Clinton 
Administration and the Congress to pass with bipartisan support a narrow law to overturn the 
court decision. If EPA had not performed this analysis, policy officials would not have this 
information. Similarly, Congress amended the Safe Drinking Water Act to allow EPA to use 
benefit-cost analysis to set priorities among all the potential drinking water contaminants. 
These bipartisan amendments arose from EPA and Congressional unhappiness with the Act's 
previous priority-setting construct. Therefore, OIRA and the agencies should not omit 
informative analysis simply due to current law; good analysis can improve both regulation and 
law. 

I appreciate the opportunity to comment on this very important subject. If you have any 
questions concerning these comments, please do not hesitate to contact me. 

Sincerely, 

Jonathan Gledhill 


