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I. The Agencies Should Withdraw the Guidance and Instead Engage in 

Rulemaking 

 
CRE agrees with and incorporates the comments filed on this rulemaking issue by CropLife 

America, and by the Waters Advocacy Coalition.  In addition, we agree with the comments filed 

on this issue by Professional Landcare Network, which are set forth below: 

 

 ““The agencies‟ decision to issue guidance on this topic as opposed to a rulemaking runs 

 contrary to the expressed views of the United States Supreme Court. Although the 

 agencies claim in the guidance that they will initiate a future rulemaking on this issue, 

 they give no specifics and make no commitments. By issuing guidance, the agencies 

 shortcut critical rulemaking requirements such as responding on the record to the public's 

 comments, providing evidence to support the decision and engaging in reasoned 

 decision making that can be subject to judicial review. Given that the guidance will likely 

 be finalized and applied in the field pending some future rulemaking, PLANET disagrees 

 with this approach and believes that it violates the requirements of the Administrative 

 Procedure Act (APA). 

 

 Conclusion 

 The agencies should withdraw the Guidance and instead engage in a formal 

 rulemaking.”
1
 

 

CRE also comments that the agencies describe the guidance in a manner which suggests that it 

has little practical utility.  For example: 

 

“The CWA provisions and supporting regulations described in this document contain 

 legally binding requirements. The agencies emphasize that this guidance does not substitute 

 for those provisions or regulations and is not itself a regulation. It does not impose legally 

 binding requirements on EPA, the Corps, or the regulated community, and may not apply to 

 a particular situation depending on the circumstances. Any decisions regarding a particular 

 water will be based on the applicable statutes, regulations, and case law. Therefore, 

 interested persons are free to raise questions regarding particular situations, and EPA and/or 

 the Corps will consider whether or not the recommendations or interpretations of this 

 guidance are appropriate in that situation based on the statutes, regulations, and case law. 
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 The use of language such as „recommend,‟ „may,‟ „should‟ and „can‟ is intended to 

 describe agency policies and recommendations, while the use of mandatory terminology 

 such as „must‟ and „required‟ is intended to describe the agencies‟ interpretations of 

 controlling requirements under the terms of the CWA, its implementing regulations, and 

 relevant case law. “2 

So why are the agencies developing the guidance?  According to the guidance itself: 

 
 “This draft guidance document is intended to describe for agency field staff the agencies‟ 

 current understandings; it is not a rule, and hence it is not binding and lacks the force of law. 

 Once finalized, this guidance will supersede existing guidance to field staff issued in 2003 

 and 2008 on the scope of „waters of the United States‟ (also „waters of the U.S.‟) subject to 

 CWA programs.
iii 

Although guidance does not have the force of law, it is frequently used by 

 Federal agencies to explain and clarify their understandings of existing requirements. In this 

 case, the agencies believe that field staff across the country will benefit from new guidance 

 that is informed by lessons learned since 2008 and that reflects the agencies‟ understandings 

 with respect to CWA jurisdiction, consistent with Supreme Court decisions and existing 

 agency regulations. Each jurisdictional determination, however, will be made on a case-by-

 case basis considering the facts and circumstances of the case and consistent with applicable 

 statutes, regulations, and case law.  

 

After receiving and taking account of public comments on this document, EPA and the Corps 

 expect to finalize it and to undertake rulemaking consistent with the Administrative 

 Procedure Act. This process is expected to start with a proposed rule, to clarify further via 

 regulation the extent of Clean Water Act jurisdiction, consistent with the Court's decisions. 

 EPA and the Corps decided to begin this process with draft, nonbinding guidance in order to 

 clarify their existing understandings while also considering and receiving the benefit of 

 public comments.”3 

We find this argument unpersuasive, if not disingenuous.  Either the guidance will be used to 

regulate, or it is useless.  We believe that the agencies intend to use it to regulate.  

 

The Agencies repeatedly state that once finalized, the 2011 Guidance will be used by field staff 

to make determinations about the reach of the CWA.  The 2011 Guidance does not merely 

“explain and clarify [the agencies‟] understandings of existing requirements.”  It changes and 

expands existing requirements.  The Guidance and Economic Analysis clearly acknowledge that 

the 2011 Guidance will increase CWA jurisdiction, for example: 

 

 “The agencies expect, based on relevant science and recent field experience, that under 

 the understandings stated in this draft guidance, the extent of waters over which the 

                                                           
2
    Draft Guidance on Identifying Waters Protected by the Clean Water Act, page 3-4, available 

online at http://water.epa.gov/lawsregs/guidance/wetlands/upload/wous_guidance_4-2011.pdf .  

   
3
  Id., page 1, available online at 

http://water.epa.gov/lawsregs/guidance/wetlands/upload/wous_guidance_4-2011.pdf  

  

http://water.epa.gov/lawsregs/guidance/wetlands/upload/wous_guidance_4-2011.pdf
http://water.epa.gov/lawsregs/guidance/wetlands/upload/wous_guidance_4-2011.pdf


 agencies assert jurisdiction under the CWA will increase compared to the extent of 

 waters over which jurisdiction has been asserted under existing guidance, though 

 certainly not to the full extent that it was typically asserted prior to the Supreme Court 

 decisions in SWANCC and Rapanos.”
4
 

 

The Guidance has the admitted effect of changing the agencies‟ interpretation of the statute. The 

agencies‟ changed interpretation will upon implementation significantly affect states‟ rights and 

individual property rights. This is a rule, not guidance.  

   

We are also skeptical that the agencies will ever conduct a rulemaking on this issue. There is no 

clear commitment to rulemaking. The Acting Assistant Administrator for Water, Nancy Stoner, 

stated recently that the Agencies have not decided to perform a rulemaking. The agencies have 

offered no plausible explanation justifying a wasteful two-step guidance/rulemaking process, 

when a one-step rulemaking process would much more efficient.   

 

 

II. Peer-reviewed Articles Should Not Be Automatically Assumed To Be Right 

 
The Guidance states that: 

 
“In many cases, scientifically credible (e.g., peer reviewed) literature on the functions 

 and effects of similarly situated waters generally will be sufficient, along with site-specific 

 information for the water for which a determination is being conducted, to support a 

 significant nexus jurisdictional determination. This information should be incorporated into a 

 site-specific explanation of how the waterbody and similarly situated waters in the region 

 significantly affect the physical, chemical, or biological integrity of a traditional navigable or 

 interstate water.”5 

 

The agencies should not assume that publication in a peer reviewed journal ensures accuracy and 

reliability. The prestigious, peer reviewed British Medical Journal identified “Some Problems” 

with journal peer review.  According to the BMJ, some of these problems are: 

           “● Means different things at different journals 

  ●Slow 

 ● Expensive 

 ● Subjective 

 ● Biased  
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 ● Open to abuse 

 ● Poor at detecting errors 

 ● Almost useless at detecting fraud”
6
 

Not all peer review is the same.  Not all peer review is equal. Before the agencies use peer 

reviewed journal articles/data, the agencies should insist on the following. 

The journal should publicly post its peer review standards, criteria and procedures online. For 

each peer-reviewed published article, there should be a record publicly posted online that 

demonstrates compliance with the journal‟s peer review standards, criteria and procedures. These 

disclosures and postings are necessary to determine whether a particular peer review meets the 

requirements of the use for which the article is proposed:  e.g., a government agency‟s use of the 

article to regulate. 

The publicly posted record should explain the journal‟s procedures for selecting peer reviewers 

and for resolving disputes among peer reviewers.  Disclosure of these procedures is necessary to 

help determine and avoid bias.   Disclosure of these procedures is also necessary to ensure 

relevant expertise by the peer reviewers.  The publicly posted record should also discuss any 

significant dispute among the reviewers so that the public is not misled into believing there was 

consensus among the peer reviewers. Disputes are likely. The BMJ Peer Review Guidance 

explains that rates of agreement among two reviewers is “only „moderately better than chance.‟”
7
  

The publicly posted record for each peer reviewed article should include links to all data and 

methods used or relied on by the article, unless publication of these data links would violate 

confidential business information restrictions, or violate rules or laws protecting other types of 

information.  This disclosure is necessary to determine the accuracy, reliability and 

reproducibility of the articles‟ data and conclusions. 

The publicly posted record should include links to all models used or relied on by the article.  

These links should include the documentation for the model and access to the model software. 

This disclosure is necessary to determine the accuracy, reliability and reproducibility of the 

articles‟ model results. 

Each peer-reviewed published article should publicly state whether the article meets GLP.  If the 

article does not meet GLP, then the article should explain how and why it does not meet GLP.   
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This disclosure is necessary to determine whether the article‟s data and conclusions should be 

used or relied on at all, and to use the article in any weight of the evidence analysis.   There 

should be no conflict between peer review and GLP.  A determination of GLP compliance 

should always be part of peer review.   

Until and unless the agencies have this information, they cannot know the quality of a journal 

article. 

 

We thank you for the opportunity to submit these comments. 

 

 

Sincerely, 

 

Scott Slaughter 

The Center for Regulatory Effectiveness 

1601 Connecticut Ave., NW 

Suite 500 

Washington, D.C. 20009 

slaughter@mbsdc.com 

301/706-1012 or 202/265-2383 
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