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P R O C E E D I N G S
[9:00 a.m.]

Agenda Item:  Scientific Societies -- Perspectives on Agency-Specific Guidelines

MR. MERRILL:

We also want to thank The National Academies Committee on National Statistics.  If you were here when we last met, you heard me say a bit about the auspices under which we are operating.  Let me just repeat that for those of you who were not present at either of the two earlier workshops.

When the data quality legislation was enacted, a good many of the constituencies of the National Academy were concerned about some of its implications. On their behalf, our panel expressed those concerns to the Office of Management and Budget and in person to Dr. Graham.  He expressed not only an interest in the views that we were conveying on behalf of the scientific community – but asked us to take on a larger role as a convener of a series of workshops in which the agencies with responsibility for implementing the statute would share with each other their worries, their concerns, and their plans in front of a wider audience.

We are here, then, in a convening mode, not with a propagandizing or editorial mode.  Members of our panel have their very different views about the merits and the appropriateness and the implementation of this legislation. But we share a common agreement that it is important legislation, whose implementation deserves a wide audience and that is the purpose of this program.

At our first workshop, you heard Dr. Graham outline the hopes and expectations of the Office of Management and Budget.  In subsequent presentations, several agencies discussed their plans for implementing the data quality legislation.

Now, most of the agencies from which you previously heard and many others have issued proposed guidelines.  They are now in the mode of eliciting and responding to public comment on those guidelines.  One of the purposes of today's session is to allow you to hear from a variety of agencies that have been working at this task since we last met and to allow them to hear members of the audience pose questions and make comments.

Before we hear from the implementing agencies, we thought it would be useful to provide an opportunity for some spokespersons from the scientific community to share their views about the performance of the agencies in the development of the proposed guidelines that are now open for public comment.  Our first session is dedicated to this end.  We have three representatives, who are up here on the stage with me, who will be speaking to you briefly.  Time permitting, we will allow for questions and comments at the end of their presentations.

They are Howard Garrison of FASEB, Ellen Paul of the American Institute of Biological Sciences and Joanne Carney of the American Association for the Advancement of Science.  Their biographies are in the materials that you have been provided and I am not going to repeat them here.  That will save all of the time for them.

Howard Garrison is our first speaker.

DR. GARRISON:

Thank you very  much.  It is a pleasure and an honor to be here this morning to discuss this very important issue with you.

Let me begin by stating that the Federation of American Societies for Experimental Biology, FASEB, has not yet finished its review of the guidelines.  Therefore, to paraphrase the NIH guidelines, the views expressed here are solely the responsibility of the presenter and not necessarily representing the official view of FASEB.

But I can say overall that the two agencies that I did review, the NIH and the NSF, responded to the challenge very responsively and responsibly.  There are, of course, striking differences between the two agencies' guidelines arising out of the different missions of the agencies.  The National Science Foundation focused its guidelines on the dissemination of substantive information, statistical reports, program summaries and reports used for policy formulation. (The publications of NSF grantees were not covered by the guidelines.)

  NSF went about assessing the requirements very carefully.  The utility of the NSF data programs is assessed on a regular basis, using programs of internal audits, customer surveys and external review panels, such as the Committee on National Statistics of the National Research Council.

NSF assures the objectivity of their studies through rigorous statistical methodology and, again, through external review of the reports.  Reproducibility is achieved through adherence to rigorous federal statistical standards. NSF, however, is very forthright about acknowledging the fact that not all of their statistical summaries will be reproducible by outside parties.  For example, many of the NSF surveys are based on confidential information and, therefore, are not subject to direct reanalysis by outsiders.  But they have strong and rigorous guidelines for the production of scientific material, a distinguished tradition of producing such documents, and they set the standards for many of the federal statistical agencies.

On the other hand, I think it is important to acknowledge that the cost of this quality can sometimes be high, and in many cases the cost is paid in terms of timeliness.  Just the other day I received a newly issued NSF report based on data collected in the fall of the year 2000.  There are high quality standards for production of data, but there is a cost.  In many cases that cost is in both dollars and in timeliness.

As far as transparency, NSF studies are again models of excellence.  The NSF statistical reports have detailed methodology sections attached to each report.  The information is clearly written for both lay and professional audiences.  The NSF reports are also very widely available. They are distributed in print and available on the web.  As far as transparency of data systems, NSF again is a model.  NSF statistical data sources on the web are exemplary.  Not only are there copies of the reports, summaries of the reports, and statistical tabulations expanding on the reports, but there are also databases that can be used to generate new tables and reports.

So, as a statistical agency, I think that the NSF has taken a program that it has refined over many years and established guidelines that reflect its experience, its knowledge, and its expertise.  

Compared to the NSF, the NIH is a much more complex agency.  It is composed of 27 separate institutes and centers, and the NIH data quality guidelines are closely tied to the different products that come out of that agency. As James Scanlon mentioned in an earlier meeting of this group, the NIH data quality standards are based on existing NIH quality assurance programs.

Again, NIH data quality guidelines are limited to official NIH statements.  Excluded from the NIH quality guidelines are databases that are compiled by many of the subgroups, such as the National Library of Medicine.  Also excluded is information not representing official agency positions, such as the reports of grantees.  

Nonetheless, this is still a very large body of material.  Each year, NIH publishes over 400 publications and maintains 140,000 pages of web text.  NIH guidelines are presented by type of information.  The scientific papers produced by the intramural research scientists undergo rigorous peer review and internal review processes.

For the NIH consensus development programs, a very influential NIH product, they have a threefold system for assuring quality:  balanced, rigorous, systematic processes that are designed to assure that all views are represented in the formulation of the consensus statement; an extended comment period for outside comments; and finally, a rigorous peer review process.

Turning to another example, for the clearinghouses that are published by the NIH institutes, NIH assures quality by focusing principally on government studies. Materials not published by NIH or other government agencies undergo careful review and are subject to disclaimers.

In terms of the influential studies, NIH has developed a threefold policy.  An important element is a new policy to ensure widespread sharing of data.  This draft policy has been published for public comment.  Many groups are commenting on it and at FASEB, we are supportive of the data sharing goals.  We believe that it is part and parcel of the way science is done these days.  It is necessary and it is good.  Our only questions are on how this process is implemented and at what stage people are asked to share their data.  

The transparency of NIH studies is assured in a number of ways: careful referencing of sources, providing documentation, reporting potential sources of error and disclaimer statements.

Third, and perhaps most important of all, the quality of influential studies is assured through the peer review process.  It was at this point that in my discussions with FASEB leadership that I was asked to make one point very emphatically: The peer review process serves a number of functions and is not just a review at the end of the publication cycle.  The scientists I spoke with wanted me to emphasize that they view peer review as an inherent part of the quality assurance design.  As they prepare papers, knowing that they will be subject to peer review, they build into that anticipated review a very careful documentation of procedures to prevent misunderstanding.  They build in clarifications explaining the information to reviewers, who will not have the same level of appreciation as their close colleagues.

So, in conclusion, I found through my review that the NSF and the NIH have developed comprehensive policies that ensure the quality of the information they disseminate. While the guidelines themselves will not eliminate all the disagreement on controversial subjects, each agency has established rigorous programs to ensure data quality.

In the event that there are challenges, both the NIH and the NSF have established mechanisms for addressing them.  These mechanisms provide a reasonable avenue for adversely affected parties to request corrections.

Thank you.

MS. PAUL:

Good morning.  I am Ellen Paul.  I am a public policy representative for the American Institute of Biological Sciences and I am very glad that this workshop is being held.  I sat here probably a year ago in the audience and listened to Jim Tozzi discussing the Shelby Amendment.  Toward the end of his talk, he mentioned “daughter of Shelby.”  My ears perked up at the end of a long discussion, but that one woke me up, and I thought, “well what is that.” I ran home and I Google’d and I found out what it was, and I have been concerned ever since. 

Nothing that I have seen develop out of OMB or out of the two agencies that I am going to cover today is assuaging me at all.  I would like to make a couple of disclaimers.  First of all, these are my views, not those of the American Institute of Biological Sciences, which, like FASEB, has not discussed this in any great detail at this point, although we did file significant comments on the OMB guidelines and what I have to say today is consistent with those comments.

Secondly, I do not brook challenges.  If you don't like what I say, I am not the government.  But it is of the highest quality.  So, you need not worry.

The U.S. Department of Agriculture has both intramural and extramural research programs.  They, of course, have the National Research Initiative and a number of different kinds of extramural funding programs through the CSREES and I am good at the acronyms but not at what they stand for.  They also, of course, have quite a bit of intramural research primarily in the Forest Service and in the Agricultural Research Service.

They do, in fact, distinguish between the two types in their guidelines by excluding research that is published by cooperators, grantees and awardees so long as that information is published in a manner consistent with the way that others would publish that kind of information, i.e., in peer reviewed literature as such.  The don't state that, but that is apparently the intent.

There is no requirement of a disclaimer, unlike some of the other agency guidelines.  The USDA, in my view, really put some thought into this and I am not going to suggest that you should look at this chart for the detail, but just more for the extent of the thought that went into it.  As you can see, and you will see it with the subsequent overheads, they actually broke down the kind of information and then addressed each of the four standards in the context of that kind of information.

A great deal of what they did is restatement of generally sound research principles.  So, for example, you should use the appropriate statistical analysis.  You should make sure your data are clean.  You should design your study properly.  While that might seem obvious, it is probably worth restating.  It is not a bad thing to remind folks that these are the standards to which this agency adheres.  So, you will see that those are the kinds of things that they have talked about.  Clearly identify your objectives.  Clearly identify how you decided that this is the appropriate sample, for example.

The reproducibility issue is a little bit murkier in the sense that they don't address the problem where someone is going to -- and I am really not sure how they could, so I don't mean this as a criticism, but how are you going to know in advance if this is the kind of information that is going to end up being highly significant.  In some cases, you can probably make that assessment based on past uses of this kind of information.  

But I think at least half the time researchers will not have the ability to know whether their information falls into that category.  So, I would suggest that the kinds of processes that they are requiring for reproducibility, a researcher would be well advised to follow whether or not they have reason to know that this is, in fact, going to end up in some kind of NEPA statement or regulatory statement or otherwise being highly influential.

Utility is a bit of a problem.  What happened in some of these standards is that as always happens when someone is writing a document, sometimes language creeps in that folks don't think about the implications.  So, for example, in one of the utility standards, they talk about – “consult with the users as to whether the information will be useful in advance of doing the work.”

Well, one can easily envision a situation where certain user groups, because a user group is not monolithic, so some set of a potential population of users would, in fact, not want the study done, would not want those data available.  They wouldn't want someone to spend the money to generate data that might ultimately result in a regulatory decision that is antithetical to their interests.

So, there is no way to resolve that problem.  I don't think it was perceived by USDA in putting that language in there that this could occur.  But I think it is possible that it could occur and then there is nothing in the USDA guidelines to suggest how you would resolve that, where you have a potential conflict among users, one group not wanting the research done, the other group saying "no," this is important to us.

It also doesn't take into account USDA's own internal needs.  One thing that did occur with the USDA guidelines is that in some cases they address all the standards as a group or three of the four standards as a group.  It isn't clear to me that that wasn't simply a function of not formatting the document properly and saying this is the reproducibility standard.  This is the integrity standard.  This is the utility standard.

Again, just trying to give you an idea of the different kinds of research and information that they have used as categories for this particular analysis, one that is of note here is the regulatory information.  You will note that they include risk assessments, which is where you would expect a discussion of the Safe Drinking Water Act standards in particular.

In fact, there really is no discussion of it and that is why the asterisk is there.  That is my asterisk, not theirs.  This is my chart, not theirs.  This is a summary that I prepared.  There is no real discussion of risk assessment beyond the four categories of standards that are here.

So, the extent to which the use of models, for example, or risk assessment will be affected by these guidelines is unclear.  While it is not my intent to summarize all of the guidelines for you, I did want to get into the procedures to request a correction just briefly.  It is interesting that in this particular case, they put the burden of proof on the complainant.  I don't know if that was something that OMB envisioned happening.  I know it was in a number of the comments that were filed to OMB, including ours.

OMB hasn't addressed it.  I think it is an appropriate thing to do because these regulations or guidelines have a potential to become very burdensome.  Then, secondly, the requirements themselves are not legally binding.  So, someone could miss deadlines, not file in the appropriate manner, not that the requirements are difficult to meet, and still be able to file is a challenge.  So, it could be at any time and in any manner and there is really no penalty for not meeting the procedural requirements.

Then, finally, with regard to USDA, what I think is problematic here and really with regard to all the agency standards that I have looked at, is that there is no anticipation that complaints will be filed ad seriatim and that a given individual or group of individuals will repeatedly challenge -- wait the 45 days, get the response, file for reconsideration, get the reconsideration and then file another challenge by another individual, for example, that is substantially similar or to modify the complaint slightly so that this kind of thing can go on potentially for months and years.

I think the agencies need to anticipate that kind of thing happening and they haven't done that here.

Now, by contrast, the Department of Interior has very, very little extramural research.  Its primary research agency is, of course, U.S. Geological Survey and there is little extramural research funding out of that agency.  It is primarily intramural research. 

Of course, the other agencies, the mission agencies, which they call bureaus -- you will see the word "bureaus" here frequently, the equivalent of agency -- is -- they also publish a great deal of information and they don't really have the capacity for the kind of review that is contemplated by these guidelines.  I think that is going to be problematic.

These guidelines were only published last Friday.  They are not that confusing and, in fact, they are not confusing at all.  I can summarize them in two pages and I did easily.  They essentially did two things.  They said we are going to do what OMB said and we are going to have our agencies implement.  So, presumably we will see some kind of guidelines coming out from the Fish and Wildlife Service, Minerals Management Service, U.S. Geological Survey, Bureau of Indian Affairs -- that will be an interesting one -- and so on.  So, you should see a multitude of implementing procedures and guidelines coming from the Department of Interior if this is, in fact, followed through to its conclusion.

They have not really addressed the issue of different kinds of research.  They haven't made any exclusion for extramural research or for funded or contractor or grantee research.  Even though there isn't much of it, they really should have.

I wanted to point out that they don't address the four standards individually, except, again, to literally incorporate the OMB definitions.  They spent a fair amount of time on procedures, but, again, I don't think they spent much time anticipating the kinds of problems that will come up with these challenges.

Neither agency addressed what I consider to be a real issue and that is the right of the researcher, the right of the publisher of these data to respond.  There is nothing in here addressing that.  To my mind, the biggest problem with these guidelines at any agency is not so much the -- especially research agencies, not so much the data quality assurance procedures because most research agencies have them, use them.  They are quite rigorous.  At least the agencies I have worked with, I can say that is the case.  The real problem is these challenge procedures and I have to wonder how an investigator coming out of graduate school will feel about going to work for an organization, knowing that his or her data and research can be challenged at any time without limit, literally for an entire career.

It has got to be a bit of a discouragement to researchers to go to work for the federal agency.  Furthermore, it is going to take their time, even if they don't mind the idea of a challenge coming from literally someone who can walk in off the street and has no scientific information and whose motivation really isn't a challenge to the science, but, instead, to slow down the process.  Even if they don't mind that and they think that is all right, it is still going to take their time and the problem is that this is all going to cost money and there have been no appropriations for the implementation of these systems and I think that is going to erode research because these research agencies will have to allocate funding to do this.

But as you can see, the Department of Interior has spent a great deal of time, probably one-fifth of its effort, on the correction procedures.  I suspect that the Department of Interior will have to put a little bit more time and energy into this, considering that the kind of information they generate is so often the subject of intense debate because it involves natural resource management.

Finally, the last comment I would like to make is that it is interesting to me the contrast between these two agencies and how much thought and effort went into it and how much detail one agency has and how little the other has.  I suspect that over time we will see these standards changing and morphing as the costs become a burden and as they become adept at handling these kinds of things.  So, I don't expect that this is going to be the last version.  I suspect that over time we will see them change.

Thank you.

MS. CARNEY:

Good morning.  I also want to thank the Academy for inviting me to participate in this event and also thank them for organizing the previous workshops.  I think this has been very beneficial to the community as a whole.  It provides a level of transparency. 

I am with the American Association for the Advancement of Science and like the two previous speakers, I will have to give a disclaimer that the views I am providing are my own.  AAAS has not gone through a formal process of reviewing and providing a position with respect to these guidelines.

We are the publisher of Science magazine.  So, I wanted to start off my comments with reinforcing our support for the peer review process.  We do believe that it does provide a level of quality and transparency and can help the evaluation of research.  The publication of the research articles provide a kind of a level of significance in terms of the data and the interpretation of the data that is being presented in the research articles.

It substantiates the logic that is used, the data that is used, whether there are sufficient controls with respect to the research that is conducted, the level -- whether there is sufficient explanation of the uncertainty behind the data and it also provides an archive.

With respect to the agencies that I looked at, I looked at two NSF and EPA.  For the sake of time, I will try and be fairly short.  I know we are running behind.  With respect to NSF, I have to concur with the FASEB position.  NSF is very clear in terms of the processes it uses with respect to utility and objectivity.  NSF, in general, is -- you know, because it is a non-mission agency, it is fairly straightforward in terms of the work that it does, the data that it shares, the research that it supports.

I am pleased that they are very clear in terms of the information that is and is not covered, that they are very clear to say that the grantees have sole responsibility for conducting their projects, activities and preparing the results of their research for publication or other distribution.

NSF supports basic research across the broad range of disciplines and I think it is important that the individual scientists and the grantees maintain responsibility for their data.  Also, with respect to the SRS, the statistical data, I also concur with what Howard had said earlier.  They are very clear in terms of outlining the processes for collecting the data, the survey methodologies, the sources of data and, very importantly, the limitations of data.

AAAS is a user of the NSF statistical data.  We do a lot of R&D analysis and we rely heavily on NSF archives.  I can say that our experiences with the quality of their data is that it is of very high quality.  It is excellent.  It isn't necessarily always timely, but that is really an artifact of the sources of the data, the sectors it covers, but it is still of good quality and it is still very useful.

The other agency that I looked at is the EPA, which is kind of the opposite extreme.  I am in somewhat of the unenviable position of having to cover the EPA, one of the more controversial agencies. I have to commend the EPA in terms of the process that they used.  They had an on-line comment period.  They had a public meeting two weeks ago.  The process in which they have collected comments from the community and allowing the community to talk to the EPA, to talk amongst themselves, I think, is to be commended.  It was a very transparent process and I think overall they have done a very thorough job under the circumstances.  Given the nature of the work that the EPA does and the products that they provide to the public, from a AAAS perspective, one of the problems is the fact that the EPA not only supports basic research, but they also issue regulations that might be based on the basic research, supported either by EPA or by other agencies.

I think it was very important for EPA to clearly articulate that the guidelines are not another judicial review.  It is not replacing the existing rulemaking process or the legislative process, existing statutory guidelines that they must conform to.  I think that is an important issue that EPA not duplicate procedures.  There are procedures already in place allowing for transparency for public comment and those need to be respected.

Given the issue of EPA's dual role with respect to supporting basic research and also issuing regulations, I was pleased actually that they had clarified that the guidelines did not apply to the distribution of data resulting from research by federal employees or recipients of EPA grants, cooperative agreements or contracts and that the researcher decides whether or not or how to communicate and publish the research results.

I think this is an important element.  There has to be somewhat of a separation of church and state to a certain extent and while we respect EPA's jurisdictional right to negotiate specific quality guidelines within individual grants and contracts, I think overall we have to be very careful that EPA not overly hamper the pursuit of basic research and the issuance of regulations.  I think that the sharing of information among peers is an important process because it also provides new insights into new areas of research that we want to pursue that can help in the policymaking process.

That said, EPA did have a kind of disclaimer that if information is initially not covered under the guidelines, then subsequently maybe five or ten years down the road, it is used in a regulation the guidelines would then apply. I would urge caution in terms of issues of reproducibility and of supporting the peer review process. To ensure that this type of data especially if the research was supported by other agencies or was initiated through another agency,--that the EPA consult with those other agencies, and other scientific organizations before issuing the quality guidelines.

In terms of the definition of what is influential information, EPA does a very thorough job.  They respect the existing standard of what is economically significant.  They also are allowing a case-by-case analysis, depending on if new information should surface that might be deemed influential. 

But the first class of information that they refer to as influential is somewhat overly broad.  It is information disseminated in support of top agency actions and it further specifies that that involves information that demands ongoing involvement or extensive cross agency involvement.

I am not sure how they are defining ongoing or extensive.  I think that is a fairly broad term that might need to be further clarified.  That could apply to a lot of different types of information.

The issue of third party data is a controversial subject. I think third party data should still be utilized, while still respecting confidentiality and proprietary interests. There are individuals that are claiming that EPA should not be using third party data because you can hide behind the proprietary and confidentiality laws.  I think there are ways around that.

You can still look at analytical results without  unveiling confidential information.  EPA should utilize, you know, the best available data, which is a term that they used with respect to risk assessment. I think that was an important clause that they put in the guidelines with respect to science.

Science is an ongoing process and we will know more as scientific research moves forward.  The policy making process may use science as a source to inform the process.  So, we have to respect that sometimes we have to  make a policy decision, based on the best available scientific information today.

I think EPA did a fairly good job there.  

A general procedural comments--it is not important from a scientific perspective—EPA doesn’t specify the amount of time that is required with respect to how soon that they will respond to a request for corrections of information.  I think that needs to be included. Most agencies provided a 30 or 45 day rule, with clarification, if they were going to require further time.  

In addition, I think that that affected persons need to specify exactly how they are affected.  I think that needs to be clear.  They need to define how they are benefiting or being harmed by this information because we don't want to be overly burdened by too many requests, one after the other.

With that, I think, I will have to stop there and leave it open for questions.

MR. MERRILL:

We will try to squeeze in some questions at the designated time later in the program, but I think in order to try to approximate our schedule, we ought to invite Alan Morrison, my colleague, and his panel to join us on the platform and continue the program.

Agenda Item:  Session I:  Scope and Coverage

MR. MORRISON:

Good morning.  I am Alan Morrison.  My panel is Lisa Westerback and James Scanlon.  Their bios are here.  That is my introduction.  You don't need to hear from me anymore.  

I only want to say one other thing before I turn it over to our panel and that is, I think there is one thing we can all agree about the statute and that is it is the biggest unfunded mandate ever passed by Congress.  I think that those people who accuse OMB of putting unfunded mandates on anybody else would admit that OMB got a big unfunded mandate itself.  My only thought -- and I didn't see this mentioned before, but it seems to me to make a good deal of sense for the agencies to start keeping track of the costs that this law is imposing, and they have a vehicle for doing something about this, which is the annual report that they have to submit to OMB.

There are some clear costs that you will be able to identify, those having to do with the challenge process. Others may be harder to identify.  It would be nice if you could go back and figure out what the cost, for example, of this meeting was to all of you, not to mention the time you expect to spend for developing the guidelines.

It is good once in awhile to remind Congress that appropriations riders are maybe not quite the appropriate method of doing things like this.

With that slight editorial comment, I will turn this over to my panelists.

MS. WESTERBACK:  

Good morning.  I am Lisa Westerback from the Department of Commerce and what I am going to do today is step through the approach that the Commerce Department took to preparing its guidelines, similar, apparently to what the Department of Interior has done.

At the department level we have prepared a set of umbrella guidelines that were published May 1 on our web site and then in the Federal Register.  We are asking each of our operating units to publish separate guideline standards by May 31.  Why do we take this approach?  Largely because the Department of Commerce is so diverse.  We are often seen as a holding company for disparate functions.  What the National Weather Service does is very different from what the Census Bureau does, is very different from what the Patent and Trademark Office does.

So, we have asked that our operating units address their specific areas of expertise, while we at the department level provide some general guidelines.  And I will step through what those are.

At the Department of Commerce, the Office of the Chief Information Officer has the lead.  I do work for the Office of the CIO.  We are supported by a cross-department team, heavily represented by the legal community within Commerce.  One of our challenges has been to convince our operating units that this really is a program function and not a CIO function, that this isn't a matter of the information systems that disseminate the information, but a matter of the content of the information that the Department disseminates. 

I mention this because Alan said he would like to hear about problems and how we have overcome them or how we dealt with them.  In our umbrella guidelines that were published on May 1, we had a statement of our diversity to explain why we have taken the approach we have and our commitment to information quality.  The Department of Commerce is an information agency and commitment to information quality is nothing new for us.

The CIO responsibilities were to publish these department-level guidelines and then to file the annual report.  We are asking our operating units to publish their own information quality standards; at the department level we would be as helpful as possible to our operating units.  The approach was to ask them to either adopt or adapt these standards; they could go so far as throwing them out and starting over and doing their own thing.

We have a statement on disclaimers, a utility statement, one on integrity, one dealing with non-statistical, financial and scientific information and then a suggested administrative mechanism for corrections.  We will in the end have one department standard for our financial information and then the operating unit standards will focus on objectivity for the scientific and statistical information.  That is really where the rubber hits the road at the Department of Commerce.

Schedule:  department-level guidelines were published May 1, operating unit level guidelines standards to be posted on their individual web sites by tomorrow, May 31. Census and the Office of the Secretary have had their standards available since very early in the month.  We thank OMB for relaxing their date from July 1 to August 1 for submission of our draft standards to them.

That was one of our problems.  We got a bit of a late start: the approach we are taking and the schedule of posting the operating unit standards on May 31 left a short time frame to get a sufficient -- to allow sufficient time for public comment and sufficient time for operating units to respond.

Maybe I will just back up.  When we talk about the dates, Alan was asking about review process.  We have asked that each of the operating units turn into us by last Friday, that is, into the Office of the CIO, a draft of their operating unit standards and guidelines so that we can do a brief review, kind of a sanity check to make sure they are on track, on course and covering the major elements.

We are providing comments back to them for their consideration.  This is not a clearance process.  We are not approving their standards.  They have full authority and responsibility for their own standards, but we are providing them comments and some guidance to make sure that they have covered the landscape.

So, overview of our information quality products, department level guidelines with the suggested models, we will have a single department level standard for financial information, then separate operating unit information quality standards.  What we have seen so far in the drafts is that where we provided models, the operating unit standards looked very much the same, but they have become very different at the point they start dealing with objectivity and reproducibility for the scientific and statistical information.

In terms of the organization of the products, NOAA, the National Oceanic and Atmospheric Administration, is about half of the Department of Commerce in terms of budget and personnel.  They have heavy logs of disseminated products.  They felt in the end that the work that they do, even though they are composed of separate line offices, was sufficiently similar that they could prepare a single standard for all of NOAA.

On the other hand, the Economic and Statistics Administration, which is composed of the Census Bureau and the Bureau of Economic Analysis and ESA headquarters, felt that their work was sufficiently different that they preferred to have three separate standards.  So, that is what you will see.

I will mention also that BEA and Census are participating with the larger group of statistical agencies in the preparation and issuance of their own standards and guidelines.  Everything that BEA and Census is doing is consistent with that and what they are doing, what the larger group of statistical agencies is doing, is consistent with what Census and BEA are doing.

Just a final note, the Department of Commerce is an information agency.  Quality is a hallmark of our information products.  We didn't need this legislation to prompt us to take a look at our information quality standards, processes, procedures, but we do welcome the opportunity to document all of that so that we can ensure and assuage the public about our procedures.

Thank you.

MR. SCANLON: 

Good morning, everyone.  My name is Jim Scanlon.  I am the head of the Division of Data Policy within the U.S. Department of Health and Human Services and I chair the HHS-wide working group on developing the information quality standards for HHS.

This morning I was planning to spend about ten minutes to describe the scope and the coverage, applicability of our HHS information quality guidelines and give you some examples of the kinds of information across HHS that would be subject to the guidelines. 

At HHS, as you see from the guidelines on the web, we publish our guidelines as two parts.  The first are the overall HHS-wide, department-wide guidelines.  They include common themes and frameworks across, common standards, common goals and general policies that apply HHS-wide.

In addition, we publish draft guidelines for each of our major operating agencies and our major staff offices that have any significant role in the dissemination of substantive information.  And we are taking comments, of course, on all of those.

Within HHS, the draft guidelines were, as I said, developed by an HHS-wide working group under the auspices of our HHS Data Policy Council.  We have treated the guidelines more in the channels of data policy and science policy and not so much on the CIO channel.

I am going to spend a few minutes this morning on these issues, a little bit on scope and applicability generally.  Of course, scope and applicability are largely determined by the OMB guidelines in the statute and how they defined information, how they defined dissemination. 

I will describe what is not included, and I will give you some examples of what is covered in HHS and our time line and then conclude with the web site references.

Within our own guidelines in HHS, the guidelines apply to substantive information disseminated by the agency, and I will describe those terms specifically.  The purpose of our guidelines is to provide policy and procedural guidance to our agency staff and our partners and to inform the public and our partners about our agency policies and internal procedures.  These are not regulations.

In terms of substantive information -- and, again, this tracks as all of our guidelines did the OMB guidelines published in January.  By substantive information, we are focusing primarily on report statistics and authoritative information and health, public health and human services.

We are not focusing on basic internal operations or administrative information, and there are other ways to correct and get that information at any rate.  Secondly, dissemination, as defined in the guidelines -- and this, again, applies to all agencies -- must be initiated or sponsored by the agency.  So, there must be some sort of an agency imprimatur, some action or indication that the dissemination of that information represents agency views and it is covered.

That would not include, as previous speakers have indicated, the vast majority of extramural research that HHS sponsors, where the dissemination is the sole responsibility of the investigator.  It would not apply to intramural research as well, where there is a similar track.  Again, some disclaimer must be present to separate the status.

Information is defined formally in the OMB guidelines and we do the same in our HHS-wide guideline.  It includes any communication or representation of knowledge, such as facts or data, in any medium or form, regardless of the medium, print, electronic, oral as well.  It does not include -- and, again, the OMB guidelines make this clear as well -- it does not include hyperlinks to data that others really have developed and disseminated.  So, while we make it easier for the convenience of the user with the number of links, the guidelines don't apply to those links.  The links are sponsored by other folks.

Of course, information does not include opinions where the presentation makes it clear that what is offered is someone's opinion and not agency views.  Again, a disclaimer would be necessary.

Let me talk a bit more about dissemination because this seems to be sort of the heart of many of the issues we grappled with.  The dissemination must be agency initiated or sponsored, and it does not include the following kind of information.  It doesn't include distribution limited to government employees or agency contractors or grantees.  That is right from the OMB-wide guidelines.  It does not include intra or inter-agency use of sharing of government information.  It doesn't include responses to FOIA or FACA or Privacy Act type requests.

And it doesn't include correspondence limited to individuals or persons.  It doesn't include press releases. It doesn't include archival records.  It doesn't include library operations, obviously, where the sources are other sources, some of them ancient, in fact.  It doesn't include subpoenas or adjudicative processes.  Within HHS then, this is the sort of information that would be covered and as those of you familiar with HHS know, we are literally the largest sponsor of biomedical, behavioral and social science research in the U.S.

We operate the largest health insurance program in the U.S.  We operate a number of public health protection and regulatory programs.  We have one of the government's designated statistical agencies.  So, we have quite a range of information that is disseminated.  These are examples in generic terms of what would be included.

The results of scientific research studies that are sponsored, initiated, by HHS would be covered.  Our vast array of statistical, analytic studies and products, those from NCHS, from some of our other statistical programs would be covered as well.  A fair amount of programmatic and regulatory supporting information, including program evaluations would normally be covered.  We have an array of public health surveillance, epidemiology, and risk assessment studies and information.  Again, to the extent that they are initiated or sponsored dissemination, they would be covered as well.

Finally, we often issue authoritative health and medical information, public health information, safety information.  Again, to the extent that that is primarily initiated or sponsored by any of our agencies, that would be covered as well.  We have included in our guidelines emergency circumstances when we have to disseminate urgent or emergency public health or safety information.  In those cases, we reserve the right to waive certain aspects of the guidelines.

Our time line -- all of the federal agencies are heading for the same effective date.  The guidelines in final form will apply to information disseminated by HHS on or after October 1st, 2002.  You have probably already visited our web site, where you can look at the guidelines and we are still receiving comments until the end of the week.

I will stop there.

Agenda Item:  Questions/Comments

MR. MORRISON:

Let me just make a couple of observations that I noticed from various sources, not particularly Commerce or HHS.  There seems to be, I think, still some confusion about what started out to be the OMB exemption for press releases, which turned out to be based upon the notion that things which are opinions are somehow different from things which are information and facts.

I think that agencies ought to be very cautious about trying to get an exemption for something that is an opinion.  “It is my opinion that such and such is a carcinogen” is not likely to pass the test of being an opinion as opposed to being information that is subject to the regulations, and I think that the agencies ought to take a look at their part of their guidelines and be sure that they are not buying themselves unnecessary difficulty. 

The chances are that most of this factual information is going to have been disseminated in some other way, and there is no point in trying to be cute with it.

The second thing is I noticed in several places that there is some question about whether, for example, testimony to Congress or submissions to states or other federal regulatory agencies of information from a federal agency is covered by the guidelines, whether they are information and where there is dissemination.  It seems to me that both parts are met, and absent something else that I am not aware of, it would be not wise to try to get an exemption from that.

Again, I think it is not a question of trying to get out of protecting data that you are otherwise disseminating.  It is just a recognition of the fact that it is there, and you might as well deal with it frontally.

I think we have some time.  Yes.  Are there questions on these aspects?  We are talking about scope and dissemination.  Look ahead and see that lots of other things are going to be covered in other panels.  If there are any questions, would you come to the microphone and we will see if we can deal with.

Yes, please.

MS. BROWN: 

I would like the Department of Commerce representative to talk about the rationale for having that section where you say you can disclaim information released. Do you know what I am talking about?  

MS. WESTERBACK:  

Yes.

MS. BROWN: 

I noticed that you used the word "released" instead of "disseminated."  First, I wonder if that was intentional.  Second, what was the rationale behind that?

MS. WESTERBACK:

`
Yes, that was very intentional to distinguish “released” information from what we have “disseminated,” given that OMB provided a very explicit definition of “disseminated.”  We wanted to apply that definition to the rest of the document, but to distinguish it from the release of information.

MR. MORRISON:

Could you give an example of the difference between the two of them; that is, between the release and the dissemination?  Are you talking about third party generated materials?

MS. WESTERBACK:

Not necessarily.  I was going to give an example of just how the operating units differ in their approaches to disclaimed information.  The Bureau of Economic Analysis publishes the national income and product accounts.  Those data are subject to all of these guidelines.  However, their economists also publish papers, make speeches and they are offering their own opinions on their own research that do not necessarily represent the views of the Bureau of Economic Analysis.

Those documents are published on their web site, but they come with a disclaimer and this disclaimer was there before we embarked on this effort on information quality.  On the other hand, the National Institute of Standards and Technology has many, many scientists, who also publish many, many papers and their view is that anything that one of their scientist publishes is and does represent the views of the National Institute of Standards and Technology.

So, different approaches for different operating units within the Department of Commerce.  This is part of our rationale for taking the distributed approach that we have taken for the department, that there are different approaches and different reasons for taking these approaches.

MR. MORRISON:

Is the difference in approach on that issue between those two different sub-units based in part upon the level of internal review that they take over the work of the individuals before it goes out, or is there not that difference?

MS. WESTERBACK:

I am not really in a position to say that, but it seems reasonable that that would be the approach.

MR. MORRISON:

I think that surely for an agency to have a particular paper reviewed at the highest levels and then sent back down again and said, oh, it is just the views of the person who wrote it, nobody is going to believe that.  So, I think in terms of that, you at least ought to think about that.

There is nothing, of course, that prevents the agency from treating it as agency information if the agency chooses.  The only question is whether it has to do so or not.

MR. SCANLON:

I would just say that in many cases at research agencies and statistical agencies -- a presentation of papers and so on is actually part of the dissemination process of the agency.  In those cases, clearly it has the agency imprimatur.  In fact, it is planned to be a dissemination activity of the agency.

PARTICIPANT:

Mr. Scanlon, you indicated that the dissemination on or after October 1st of this year would be what was covered and the OMB guidelines, I think, address that pretty clearly, but the NIH draft suggests that it is a first dissemination as of that date.  Whereas, web sites and continuing policy guidance continues to be promoted after that day.  Could you address that?

MR. SCANLON:

This has been a difficult issue from the very beginning because I think even the OMB guidelines - make reference to information first disseminated or not.  It gets to be almost a metaphysical question at some point.  What is available in the literature and on web sites and in the journals on or after October 1st, 2002, I think is meant to be dissemination.  Certainly anything new after that point would be covered.

We are still thinking through what exactly does this mean for historical information or information that was issued in September, for example.  So, I am not sure -- we are going to have an HHS white policy, and NIH is part of HHS.  I think it was just a matter of our own difficulty and “what exactly does it mean to have information apply to something that was actually released a year ago, two years ago or five years ago.”

So, we are taking comment on that issue.  As a practical matter you can't retroactively create the conditions that were in the guidelines.  Though in most of the HHS situations, since we are using existing practices anyway, it will be the case.  But we are open to any views here.

PARTICIPANT:

Have you considered a disclaimer that the data being promoted were not subjected to the data quality guidelines?

MR. SCANLON:  Well, of course, it is after the fact.

PARTICIPANT:

But you continue to advocate the policy on the same basis.  So, if you are not planning to look at the policy to see whether it conforms to the guidelines, would you at least then tell the public that it is not going to meet the same standards that your other policies do.

MR. SCANLON:

Well, all we can say is that it wasn't covered by his guidelines, but we will think about that.  You are suggesting a generic kind of an approach.

MR. MORRISON:

I take it your view is that you wouldn't have done anything different had the guidelines been in effect, but the point here is only that they weren't reviewed specifically with the guidelines in mind and I think both of those statements are probably correct.

MS. WESTERBACK:

I would agree with that and that is consistent with this notion that data -- information --quality has been a hallmark of the Department of Commerce for decades.

MR. MORRISON:

I should note that the OMB guidelines do provide that challenges can be made to pre-October 1 dissemination. The question about what the standards would be for them as opposed to post-October 1 dissemination, is something that could be taken up perhaps in our later discussion.  

Yes.

MR. ASHBY:  Bob Ashby from DOT.

I would like to respectfully take issue with Mr. Morrison's comment about materials submitted to Congress.  One of the key elements of the OMB guidelines is the notion that it is not appropriate to layer the 515 response to the complaints process on top of useful existing processes.  In the adjudicatory process exemption, for example, we say, in effect, that we are not going to respond under the 515 procedural framework to something that is in court because the judge can evaluate the evidence, can evaluate whether the data is reliable and give it greater or less weight as the judge makes his or her decision.

Likewise, when one of our officials testifies before Congress and provides information on that testimony to Congress, there is a very effective existing way of dealing with arguable inaccuracies or inadequacies of that data.  It is called the political process.  It works very effectively.  It often works very quickly.

You get back three pages of really nasty questions from the staff.  The Secretary gets a call from some committee chairman and, believe me, that gets listened to.  It seems to me a little superfluous to insist that one layers the 515 request for consideration process on top of that.

MR. MORRISON:

I take the comment as well as it was intended to be and agree with some of it.  First, I want to be clear that every time you get a letter from a member of Congress about something, obviously, and you respond to that letter, that is clearly not dissemination of information anymore than if you get a letter from a citizen. There is clear dissemination in the congressional testimony and my expression of concern was in those situations in which people would try to dump a lot of data onto the Congress, and then say it is exempt in that respect. I think somebody is going to have some questions about it as well.

I do agree with you that there is some opportunity, good opportunity, for response and I think that this is an area where we just going to have to sort of work through and see what it looks like.  I did not mean to suggest that every time anybody testifies, automatically everything is going to be subject to data quality, not the least of which is because the time that is presumably built into assuring the data is properly reviewed before it is disseminated often does not happen when members of the Executive Branch are called before Congress to testify on what is very often short notice, to put it gently.

MS. WESTERBACK:

I will point out that the suggested administrative mechanism for the Department of Commerce does explicitly allow for maintenance of existing corrective action procedures.  The Census Bureau, in particular, has five or six, which will remain in place and then there will be an additional process for Section 515.

MR. BROMBERG:

Here is a question for either of you.  In terms of application of the IQ procedures to rulemakings, let's say the national -- not to pick on Commerce, but the National Marine and Fisheries, they have a study on fish -- this is the example I thought of -- and we want to -- someone wants to attack the scientific credibility of the fish quota, saying we should be able to catch more fish.  Let's say the rulemaking process normally lasts, let's say, years.  Are we able to call upon the agency to review and challenge that study during the rulemaking process before it is over?  So, the department needs to respond to that.

MS. WESTERBACK:

There is explicit direction in the proposed administrative mechanism that anything that we receive requesting correction applying to rulemaking will be referred to the basic rulemaking process.  That is the way it has been handled.

I know there are some representatives from Fisheries here if you would like to elaborate on that.  But that was a specific concern and specifically dealt with in the proposed administrative mechanism.  So, feel free to comment on that.

MR. BROMBERG:

Are we excluding that from the guidelines? When you say refer to, I am not sure that the procedures are applicable or not.  What will happen to that request for correction?

MS. WESTERBACK:

It will be made part and parcel of the basic rulemaking process.

MR. BROMBERG:

Do they have to follow the same schedule that is in your IQ guidelines is the question, assuming you have –

MS. WESTERBACK:

-- the rulemaking process schedule.

MR. BROMBERG:

I read that as excluding it from the guidelines.

MR. MORRISON:

My understanding of the way many agencies are going to do it, and what I think OMB specifically has authorized them to do, is that they do not have to create a separate track for things which are going to be handled in a corrected or not corrected way in the rulemaking process.

 Some of the agencies have provisions that I would suppose are more unclear than are erroneous where they suggest that information that may be part of a rulemaking is, therefore, not subject to any of the kind of corrective mechanisms.  It seems to me that agencies do have to be careful, and if it is something that is part of an ongoing rulemaking process, that is to say, at least the advance notice of proposed rulemaking, and probably the proposed rulemaking itself, have been promulgated, may not be enough. For example, for an agency to say we are going to have a rule about such and such in a couple of years, and so we are going to put up some data now, but you can't challenge it until we get to a rule at the end, I don't think they will be able to get away with that.

MR. SCANLON:

Nothing has changed in the HHS rulemaking process or most of the other processes by these guidelines.

MR. MORRISON:

The other point I wanted to raise is that there has been some suggestion that somehow the Data Quality Act and the guidelines that are being promulgated under it create an additional obligation on an agency to disseminate information that they have in their possession that is not otherwise required to disseminate.  I do not read the statute or the guidelines that way.  I think the statute is intended to deal with information that agencies choose to disseminate and what they have to do before they disseminate it, and what happens to it afterwards.

But the question of whether the agency chooses to disseminate or use certain information is not covered at all by this act.  There may be other obligations, or there may not be other obligations, but this act has nothing independently to do with that.

Comments, questions?  All right.  We are ahead of schedule or at least on schedule.

Ten minute break has been decreed. Thank you very much.

[Brief recess.] 

Agenda Item:  Session 2:  Correction and Appeals Process

MR. ANDERSON:

I am Fred Anderson, and on behalf of the Panel on Science and Technology, I also want to add my thanks for your attendance today.  Again, the bios for panel members Bob Ashby and Marilyn Seastrom and Barbara Pace are of “high quality” and are in your material.

I have been asked to mention to persons who are not in the agencies that the agencies, if they are receiving snail mail, hard copy mail, are receiving it very slowly, if at all.  This is a cost and a benefit of government service. But if you intend to comment and interact with an agency on the development of these guidelines, it perhaps should be done electronically; else, you may, as the poet said, have writ on water.

Until very recently the conversations, the exchanges between OMB and preparing agencies, were to start July 1.  The long, hot summer of discussions with OMB, apparently has been foreshortened by OMB so that the exchanges will now begin on August 1, not July 1.  Nevertheless, during that briefer period, I am sure that there will be a lot of exchange between the agencies’ draftsmen and the OMB staff, specifically, I think, in the areas of correction, challenge, and appeal that are the subject of our panel today.

Perhaps the panel today can address whether by the summer, or certainly by October 1 (the final deadline), the correction and appeals mechanisms, deadlines, steps, and procedures will be spelled out more thoroughly.  But as one wag remarked to me, quoting Talullah Bankhead, "Right now, there is less to this than meets the eye."

Bob.

MR. ASHBY:

I recently completed a highly informal, unscientific partial survey of where some of the major cabinet agencies and major independent regulatory agencies have come out on some of the interesting issues concerning the corrections and appeals process.  It hasn't been peer reviewed, but then what could I say here that would be influential?

There are a couple of areas in which almost all of the agencies speak with something close to unanimity.  The first is that all the agencies will require a certain amount of face sheet data from people who request corrections—that is, contact information about themselves, identifying data about the information they want to correct, where it is located, what is wrong with it, what corrective action should be taken, and so forth.

A number of agencies have provided electronic, Internet, fileable forms on which people can request correction.  There is not a uniform form among the Federal Government agencies yet, but a lot of them have gone in that direction.

Time frames: virtually all the agencies say that their target time frames for responding to requests for correction, will be between 30 and 90 days, with 45 to 60 days being probably the most frequently mentioned.  Then they typically give requesters 30 to 60 days after the initial decision to request reconsideration or an appeal and then set as a target for response to the appeal--basically the same number of days they said they were going to take to respond to the initial request.

I think it is fair to emphasize that these time frames are targets.  They are not hard and fast deadlines.  We are going to try to respond within 45 days or 60 days or whatever, and as a courtesy if it looks like it is going to extent beyond that, we will get in contact with you.  That is the basic approach that people are taking there.

One of the very interesting issues, both from a legal and a policy point of view, comes from the words "affected persons" in the OMB guidelines.  The OMB guidelines allow affected persons to seek and obtain corrections.  Well, who is that?  Most of the guidelines that I have seen say in pretty similar terms that somebody who can show in their application that they are hurt in some fashion by the allegedly non-complying information or will benefit from a correction are affected persons.

Interestingly enough, one agency, Commerce, has gone into a much more detailed description of what they consider to be an affected person, someone who has an injury to a legally protected interest, where there is a causal connection between the injury and that information and the likelihood that the requested correction will redress the injury.  So, it is a somewhat stiffer test, I think, in that case.

If the requester isn't an affected person, the implication of that is the agency isn't obligated under its own or the OMB guidelines to make a substantive response to the request for corrections.  For example, if one got a request for correction from, let's say, a small advocacy boutique that couldn't show that it had some direct connection with the information, no injury, no direct benefit as an entity from the correction.  Perhaps the agency could say you are not an affected person.  We don't need to make a substance response to you, even though someone else might come in who was an affected person to whom they would need to respond about the very same information.

When agencies start going in some rather different and interesting directions, they are in the area of what I call filters.  By "filters," I mean ways that agencies devise--usually taking off from exceptions to the definition of dissemination or coverage in the OMB guidelines--ways that agencies can justifiably say, you know, gosh, that isn't a request that we need to respond to substantively.  A request from somebody who isn't an affected person, for example, would be a filter.

A request that doesn't pertain to, “information within the meaning of the OMB guidelines” is another.  The request doesn't pertain to information disseminated within the meaning of the guidelines.  As in the HHS presentation, you go through the definition of "dissemination" and the exceptions from that in the OMB guidelines, and some agencies may expand on those.  The congressional testimony issue that we were discussing earlier is one example of that.

Internal management manuals, as someone else mentioned, may be another example of that.  Another filter is if the request is frivolous, trivial, in bad faith or in a couple of cases said without justification -- I am not quite sure what that means, but that was something that was mentioned as a filter in some agencies.

The request is untimely, and there wasn't any great agreement on what untimely meant.  For example, in one case an agency said that in the context of a Notice of Proposed Rulemaking, a request for correction was untimely if it wasn't provided within the comment period for the NPRM.  Another agency said, well, within 60 days of dissemination. At DOT, we said within a year of dissemination, unless the information has a continuing significant impact on the requester.

If the request is duplicative, those of us who work in the rulemaking area are all too familiar with getting a hundred form letters about a subject and a comment.  Well, I can conceive of a situation in which the agency has responded to a letter requesting correction of a particular document or information product.  Then they get the other 99 form letters saying do the same thing as the first letter requested.  Well, it seems to me that one doesn't need to make a substantive response to the following 99.  You could send them probably a copy of what you sent the first person.

Someone, I think, who had recently been reading the Federal Rules of Civil Procedure, said that if the request does not state a claim for relief under the guidelines, that that should be filtered out, or if responding to the request that another case would disrupt agency operations.  So there are a lot of ideas floating around here, a great deal of diversity as agencies address this idea of filters for handling the request.

Who decides the initial request?  In almost every case, it is going to be an official of the program who disseminated the information in the first place, which I think makes sense.  You go to the source.

We were talking earlier about rulemakings.  A lot of agencies, perhaps because they are not rulemaking agencies in a large degree, don't specifically say anything about rulemakings, but as in the previous discussion, some of us, including Transportation, Commerce, Treasury and EPA, specifically say the request for correction concerning information supporting, for example, a notice of proposed rulemaking, will be answered in the final rule or other final document, rather than through the 515 process.

I think it is important to clarify that this isn't saying that that request for correction is somehow exempt from the guidelines process.  It is not.  The question is what procedure do you use to respond to that request for correction under the guidelines.  I think the answer, at least we at Transportation and some of our sister agencies would give is that, yes, when somebody says the study that you use supporting your proposed rule is full of holes, we will respond to that request in terms of does this study meet the criteria of the OMB guidelines for reproducibility and integrity and all these other things.

But the response will be contained, say, in the preamble to the final rule, not in a separate letter that goes out in 60 days.  That is the main difference.  We are using the existing process.  Again, we are not layering something additional on top of that existing process.  At DOT, by the way -- and I haven't really seen this anyplace else, but it was because of a considerable concern by our federal highway folks, we said, by the way, there are other processes besides rulemaking that involve decisions based on disseminated information that involve a significant public participation or comment approach; the example being the environmental impact statement approach, process, rather.  That is one that we suggest may be handled in a somewhat similar way to rulemaking.

A really interesting issue on which agencies, again, come out with some different criteria, is suppose we agree with a requester that there is something wrong with a piece of information.  Are we as agencies necessarily required to correct it?  The answer isn't as obvious as one might think.  A number of agencies answer, in effect, not necessarily.  The not necessarily reflects, I think, a very strong and at least to some degree legitimate concern by agency people, that you don't want the request for correction process driving your priorities, driving your budget.

So, Commerce, for example, says they would not correct if correction would serve no useful purpose.  Labor would ask whether the correction would be cost effective when significant resources would have to be spent, taking other priorities into account.  OMB would look at the significance of the information and the public benefit of making the correction and might decide that correction is unnecessary or otherwise inappropriate.  State would not correct if doing so would not advance the material interests of the requester or the general public.

I don't think that we are probably to a point of conceptual clarity with these things, but, you know, there are a lot of ways that people are attempting to express -- again, I think this underlying concern about not having the 515 process drive or distort priorities, use of staff, et cetera.  One of the interesting questions that we have struggled with quite a bit at DOT and I think other agencies are, too, are once you get a so-called appeal or a request for reconsideration, who decides it?

A lot of agencies simply said, well, someone other than the first person.  In one USDA organization, for example, the associate administrator is always the reconsideration official.  EPA talks of establishing an executive panel involving the CIO, involving the key regional people.  I think that is the way it goes, Barbara.

MS. PACE:

With the Assistant Administrator.

MR. ASHBY:

Yes.  And some of the independent regulatory commissions would go to their commission for that decision.

At DOT we said go to our operating administrations, Coast Guard, FAA, NTSA, and say, look, what you need to do is find somebody with the best balance of being knowledgeable about the subject and being in a position to be objective about making the decision, somebody who is not so invested, that they are going to be biased in one direction.  It is not easy to find this in the same individual. 

One suggestion we had, one at least influential information is on appeal -- what is the standard for appeal? Again, they first said the standard should be to overturn the initial result if the information was not within an acceptable degree of imprecision or error, leaving, of course, a great deal of judgment in place as to what is acceptable.

I am very well aware that this material is self-evidently fascinating to everyone in this room.  However, based on certainly the Department of Transportation docket, which is so far barren of anything except a request to extend the comment period, that we have a long way to go at the box office to catch up with Spiderman.  I have seen, however, a couple of draft comments on the Web or that have been informally circulated in some quarters, that bear on some of the issues here.  One, there is a sort of model comment that was posted on the web from the Chamber of Commerce, for example, who said they prefer a 30 to 45 day response time for complaints.  They don't like the idea of a timeliness filter.

Information should be corrected whenever an error is detected.  They oppose using the affected person language as a kind of standing requirement.  The ABA Administrative Law Section is getting comments out to agencies today, individual letters to not all but many of the agencies, which I have seen in draft. Among their letters to various agencies, they say things like they oppose exclusions for docket filings from the dissemination definition.

They don't like the idea of filters for inconsequential or unjustified requests.  They support the panel idea for appeal, specifically EPA's.  They want agencies to respond to the 515 process to complaints about rulemaking information that are made by people other than commenters to the rule, kind of an interesting thought there.  They argue, by the way, for making 515 process responses on all rulemaking issues before the final rule goes out, which is something as a rulemaking person I wouldn't really agree with.

They want agencies to correct all errors, not withstanding cost effectiveness resources, priorities, et cetera, and the one agency that probably took the greatest shots was Commerce.  They didn't like the standing and kind of filter provisions of the Department of Commerce draft because they thought they were basically too harsh.  So, it will be interesting to see how the comment process works out.  As many of you may know, there was a kind of generic letter sent around to most or all of the agencies within the last few days requesting an extension of the comment period.

They requested it actually up through July 30th, given the now August 1st deadline for getting things into OMB and the October 1st deadline for the final product.  I don't think that that kind of extension would be likely.  On the other hand, I think a lot of agencies, including us, are considering shorter extensions of the comment period.  In our case, mid-June.

So, stay tuned.  I think there are some interesting developments to come.

MS. SEASTROM:

I am going to describe the Department of Education's correction request and appeals process.  Just to give you a little background, the way our guidelines are written is there is one department umbrella and then the program offices within the department are invited to drill down below that to have more detailed guidelines or standards of their own.

Right now, the National Center for Education Statistics that I am from is the one component of the department that has its own set.  We have had written standards since 1992.  We also have a revised set of our standards up on the web for review -- during the public comment period, as well as the department's.  Although there will be the umbrella with pieces, right now we are going to use one appeals process.  That is what I am going to describe to you today.

The first thing someone who is considering an appeal or considering a request needs to think about is the question of whether or not there is an error.  What we are doing is encouraging people to first contact the program person who is listed as the contact person to make sure they understand the data.  Our hope here is that either the person's understanding will be increased and there won't be a need for a correction, or alternatively if there is an error, that the program person will recognize what is wrong and agree to an errata and there will never be a need for an appeals process – that is, for a request to be filed.

You start off with talking to the program person.  The next step is looking at whether the issue is resolved, as I just described, and if it is not, then the next step would be to go ahead and request a correction.

We explain to the user that the user might request a correction if she thinks that a department product doesn't adhere to the quality guidelines from either the program office, the department, or OMB; and, of course, the person needs to believe that she qualifies as an affected person.  Here we use the OMB definition of "affected person," an individual or entity that may benefit or be harmed by the information product in question.

So, what does someone do to request a correction?  We ask for information in four different areas.  The first area is personal identification.  This is very similar to what was just described that many agencies are doing.  We want the person's name, address, phone number, and affiliation if they have one.

Next, is to describe the information.  We ask that the person provides the exact name of the data collection or the report that is in question, the disseminating office and if there is an author on the report, to identify the author and a description of the specific item that is in question within the report or the data collection.

The next thing we ask for is information on the potential impact of the error.  We want the requester to describe their interest, their particular interest in the identified information and how the requester feels that she will be benefited or be harmed by that information.

Finally, the fourth area is the reason for the request.  We ask that the requester describe clearly and specifically the elements of the information quality guidelines that weren't followed in the development of the information.

We are going with a two stage process where the first level request comes into the Deputy Chief Information Officer for information management, either by snail mail or e-mail.

Once a request is received, it is reviewed in that office for clarity and completeness.  If necessary, they may get back to the requester and ask for additional information.  They will look at it and judge whether or not there are any affected persons or whether the request is valid.  Alternatively, we might consider it inconsequential, without justification or in bad faith.  Based on that, the department may elect to deny the request or to limit the amount of effort that goes into looking at whether a correction is needed and the extent of the review process and the correction that would be made.

If the request is deemed to be in order, the Deputy Chief Information Officer will send the request to the appropriate program office for reply.  The program office will investigate the request.

We have a 60 day response period that we have decided to go with; and we will get back to the person in 60 days, whether we have an answer or not.  That information -- the recontact might be for clarification of incomplete or unclear submission.  And that would, hopefully, occur sooner than the 60 days.  Also, the response will include an explanation of:  why the request was rejected, the findings of the review, or, if necessary, notification that more time is needed.

What is in the findings?  The findings will include a description of the results, whether an action will be taken and what the level of correction will be.

If a person doesn't like the answer they get, how do they appeal?  We are calling for a 30 day time limit on the appeal process and we are asking the person to submit their original request, the department's initial response and a letter with their specific arguments as to what they think was wrong with the initial response.

In this case we move it up a level.  The person that it is sent to is the Chief Information officer, again, by regular snail or e-mail.  Again, we have the second 60 day period for final response and in that time we will either get back with an answer or with an indication we need more time.  This is all very -- as was just described to you, fairly canned.  You know, everybody sort of has the same set of steps.  We think that where the real meat is going to be in this is how we end up operationalizing it:  that is, how we work with the program offices to help them process these things.

We plan on developing some internal documentation that we will share with the program offices to use before we get to the formal request--trying to get instructions and information for program offices on how to try to head these things off before they become formal requests.  That is, how to respond when people call in with a question, to try to resolve things at that stage, giving advice and guidance.  Then when that doesn't work, we will have requests and, again, we need to develop some internal operating procedures and guidelines that will help the program offices review these things and make decisions before they send their responses back to the Deputy or the Chief Information Officer.

So, I think as was said at the beginning of this session, what you see in the guidelines is a framework, and really what is going to matter in terms of whether these things work or not is the underpinnings and how they are operationalized within each of the departments.

Thank you.

MS. PACE:

I am Barbara Pace.  I am with EPA's Office of General Counsel and I provide legal advice on EPA's guidelines effort.  I am going to be describing EPA's correction process and some of the comments that we have received so far.

Our comment period is still open and in response to OMB's extension of the submission deadline, EPA should be announcing shortly, we will be extending our deadline for a couple of weeks as well, to Friday the 14th.  We also have not exactly received a huge volume of comments yet in the comment period, probably about five or so.  But because we have already had other comment sessions, our on-line comment in March and our public meeting on May 15th, we actually do have enough comments to be able to look at them and see where they are going and there are actually even some trends so far.

As other agencies have said, our document is a guidance not a rule.  So, our process is a set of recommended procedures and not binding rules, at least as the document is written now.  Our correction process is built on EPA's existing correction process.  As with many parts of EPA's guidelines, we already have processes in place and these guidelines incorporate many parts of them.

Our Office of Environmental Information would receive and track complaints that come in and would forward them to the EPA office that originally disseminated the information for response.  We have already actually gotten comments on how this process would work, particularly with regard to information that comes in from outside sources.


   
 What if we get a request for correction of information that EPA didn't initiate, but was submitted to EPA? Our guidelines indicate we are thinking about that issue.  We expect to get other comments on that because a big part of EPA's operation is working with information that comes in from external sources.

People have noted we don't have timelines.  Yes, we know, I mean, they have raised it as if we hadn't noticed.  You can assume we realize that and we will be taking comment on it.

As Bob noted, there are really three areas that people can comment on.  Should there be a time frame for  initial response to complaints?  How long should it be?  Should there be a time limit within which we would normally accept an appeal and should there be a time frame for the decision on appeal and what should that be?

One of the issues that has already been raised is EPA with its vast variety of information is likely to receive requests from the simple to the very complex.  How do we really set up the system so that it will address those issues, not get bogged down, but yet be able to devote attention to the more complex areas?  Should we use different time frames? How should we do that?

In addition, we have a description of our appeal process.  In the draft, as Bob mentioned, our procedure would be to have the appeal decision-maker be the Assistant Administrator or Regional Administrator. Basically, the political appointee in charge of the particular program that disseminated the information would make that decision in consultation with an executive panel that would be put together and chaired by our Chief Information Officer.

We have gotten, obviously, a lot of comments on the different considerations that should go into an appeal.  There should be substantive expertise on the one hand.  The decision-maker should be objective.  We need to think about consistency across programs.  We need a system that keeps going and doesn't get bogged down in delays.  We need to consider resource constraints.

What I thought was interesting was that a number of people have commented that the reconsideration official needs to be from outside the program that originally made the decision in order to be objective.  There are various statements of this.  Probably the most extreme is that there are inherent conflicts of interest in a manager deciding an issue that a subordinate had made an initial decision on.  I guess, again, my personal view, I don't see that.  There certainly isn't a legal basis for that and as a practical matter, agency decision-makers do this all the time. They make decisions on consideration and reconsideration of staff recommendations. 

I expect we will get more of these comments.  You know, people should keep in mind we already have the comment.  They might want to explain a little bit how they think the system should work.  We have, as I say, various formulations that involve a statement that this system would be inherently biased and, again from my legal perspective, I am not sure why that would be.

We have gotten a considerable number of comments on, I guess, what Bob called our filtering mechanism.  Particularly, we recognize that there are circumstances where the appeal process won't be necessary.  This is the frivolous complaint idea and, in particular, matters where the agency is taking public comment, rulemakings, but also potentially other actions.  The agency takes comment on a really wide range of its actions and information products.  We are not arguing that the notice and comment process is somehow equivalent to the appeal, just that it constitutes an adequate mechanism.  Indeed, under the APA, I think it is the premiere agency mechanism for taking public comment and responding in a separate appeal really isn't necessary.

So, people who have commented have basically said there should be a separate process, not always giving a whole lot of reasons why that is so or indications of how that would work.  We see it as being duplicative.  It is unclear how you could do that and be fair to other commenters.  So, I think we view it as being very difficult to establish a separate appeal mechanism.

In addition, EPA also has been wrestling with another issue that Bob mentioned, which is the priorities and resources issues when we get, as we would expect, a request to correct completed information products or those that we have disseminated in the past.  So, the draft says that we may elect not to correct these products, not that we won't respond, but we may not redo them.  We expect further comments on that issue.

We also don't have a lot of detail on affected persons, like a lot of agencies, and it is not clear whether or how we would use that as a screening mechanism and if we get comments on that, we will consider it.

Just a couple of side points.  There has been a lot of commentary, although not public comments, on the reviewability of complaints under the guidelines with a lot of folks saying that they think that the complaints would be reviewable.  Again, my personal view, I am not sure about that.  I guess I would maybe ask a different question, which is why should the guidelines -- the issuance of the guidelines change the existing landscape of judicial review.

There are a lot of factors that are taken into account when a court decides something is reviewable.  Does the party have standing?  What kind of action or matter is it?  Is it final?  So, under existing law, dissemination of information often is not reviewable.  It is not clear to me that merely because EPA is going to be making the same kinds of decisions it made before, but pursuant to a process laid out in some guidelines, that that would necessarily change the legal landscape.  So, that remains to be seen, I am sure.  There will be ways for us to find out.

Finally, on variability among agency processes, that is not necessarily bad.  I think it has been interesting to hear the other speakers explain how the particular operations of their agencies may make one  process or another the more logical one.  EPA has tried to tailor these processes to what we do.  We are hoping that commenters will also look at what we do and make suggestions based on that.  Those are the kind that we would really look for.

It is an evolving process.  This is guidance.  It is going to be treated as guidance and we certainly expect that there is going to be evolution very shortly.

So, that is all I have, and we will look forward to seeing the comments.

Agenda Item:  Questions/Comments
MR. ANDERSON:

Thanks, Barbara.
While you are formulating your questions and making your way to the microphone for our question-and-answer session, let me ask the panelists -- there may even be someone else who would want to comment on this -- about the recurring question of rulemaking.

Bob, you pointed out that at least three agencies -- I am sure there are others -- have proposed that data issues and challenges will be answered only in the final rule.

I am asking this question, not to challenge the legality, or the age, or the venerability of the rulemaking process under the Administrative Procedure Act or the Clean Air Act, but asking almost by way of a plea, really: should not agencies try to satisfy the spirit, if not the letter, of the Data Quality Act and affirmatively look for opportunities to clear up questions about data before the potentially lengthy and cumbersome process of rulemaking?  The spirit of the Act is that antecedent issues about data quality shall be resolved before rulemaking, don’t you agree?

Unless you actually seek opportunities to have data quality exchanges, you are missing an opportunity for an exchange about the reliability of factual data and analysis prior to coupling that data with policy in a proposed policy decision or in a rule in the quasi-adversarial process of notice-and-comment rulemaking.

Sometimes there may be commenters who won't know exactly how to comment further unless and until a cloudy issue about data is resolved.  This may not be a big question (although it has been raised several times) because most information is out there already in the agency database.  Thus the data quality process will have plenty of time to run its course before rulemaking takes place.

For example, in instances where data affect other determinations and parties that aren't part of the rulemaking, the Act’s challenge procedure could go forward for that reason.  But, otherwise, what about establishing a pre-rule data identification and challenge process, in which the agency decides that it is a good idea, in light of the Act’s policy of ensuring data quality, to provide for an advanced notice of proposed rulemaking (ANPRM), where data can be challenged and reviewed in a “carve-out” rulemaking where you believe that particular reliance on a certain study is likely to be raised as a data quality challenge.

MR. ASHBY:

One comment that I might make -- and I think I even dropped a line about this in some of the discussion portions of our proposed guidelines, is that what we have said about the relationship of the rulemaking process to the 515 process, doesn't at all mean that the agency is somehow precluding itself from making an earlier response to a legitimate question that is raised about the quality of data that is referenced in the rulemaking.

At the Department of Transportation, we are very clear among ourselves that if regardless of the timing of a rule, if somebody writes to us and says your data is a piece of swiss cheese and we look at it and we, indeed, see the swiss cheese, that, yes, just as a matter of doing our job right, we are going to go out and try to fix it.  I think that is a commitment that we have that we have expressed at least glancingly in our text. What we are saying in terms of a relationship between the two processes is a little bit different--that we don't want to commit ourselves through these guidelines to necessarily respond to challenges to the data in a rulemaking and, in effect, since the same people who are working on the rule are probably working with the data, stop the presses.  Put aside work on the rule.  Go through this other process.  Go through the appeal on the other process.  Write responses to the requester outside of the context of the rulemaking process.

Go through potentially a judicial challenge to our response under 515 before we ever get to the rulemaking.  We don't think it is appropriate to – devote ourselves to that additional 515 process when we have an existing process to respond in terms of the substantive requirements of the OMB guidelines in the context of the rulemaking.  But if we think that somebody has pointed out a problem and we are going to fix it, you bet.

MS. PACE:

Yes, from EPA's perspective, it is something we already do.  We have issued supplemental proposals, for example, or notices of data availability when issues of -- data issues have been raised, but I think that indicates our inclination would be to fold it back into the rulemaking.  Any separate process if it yielded additional information that hadn't previously been noticed would have to go through the notice and comment process anyway to be brought back in the rulemaking.

So, I think our presumption would be not that we would never address it separately, but it would be part of the rulemaking.

MR. ANDERSON:

Yes.  Could you identify yourselves when you ask a question?

MS. MC CLEARY:

Yes.  My name is Laura McCleary.  I am from Public Citizen.  I thank you for the opportunity to speak today.

I am very grateful that it seems there will be an extension because we are working on comments to the docket to a lot of these agencies.

I want to raise the issue of what sort of administrative review is required and to point out the use of the word "reconsideration" in the original OMB guidelines and to suggest that, Mr. Ashby, it may not be just that there is not a duty to correct and at the point where an agency or an administration would review the amount of resources that the agency should expend, but there may be a proportionality issue that would go into formulating what is an appropriate administrative appeals mechanism.

I think that approach would be better served, given that OMB's version of this, the reconsideration process is really an embellishment on the original statute. So, the agency should understand that they have a considerable amount of latitude in designing their reconsideration process.

So given that it is an administrative mechanism,  reconsideration, for example, if the proportionality of the complaint demonstrated it, could be on a scale of the amount of review that would be required on appeal.  It could be on the low end just as much as a due diligence check.  Did the person who initially reviewed the application for correction, in fact, follow the agency's procedures in looking at those corrections?

Then you could bump up the level of seriousness based on, again, factors that would be similar to the filtering factors on the original correction.  I just want to suggest that.  That is what we are going to be suggesting to the agencies in some of our comments--that there be a built-in proportionality element of the appeals process in addition to filters at the original application for correction level.

So, I would ask for your comment.

PARTICIPANT:

We have been talking with many of you in the abstract, and I am having a problem trying to figure out an acceptable question or an acceptable filing, for example, for the Department of Education, because you have gone through what seems to me a very -- I am from the U.S. Geological Survey and we do a lot of obviously scientific work. I have a  problem trying to figure out who is going to be asking these questions of a non-scientific agency and how they have to be affected.  Do they have to be monetarily affected?  Does it have to be against their beliefs?

What is it?  W we haven't really heard any specifics -- I can figure out what is going to happen with the EPA, for example.  That is not really difficult, but for agencies like for the Department of Education, could you answer that?

MS. SEASTROM:

Yes.  But first of all, I would like to object to one thing that you said when you said that we are non-scientific –

PARTICIPANT:

 I didn't mean that.  But many of us do other things, other than scientific.

MS. SEASTROM:

If you look at the Elementary and Secondary Education Act that was just passed by Congress, the words "evidence-based scientific research" is in there I think something like 106 times.  So, we are -- there are parts of the department that have been doing scientific research for quite some time research is an emphasis for a broader part of the department in this administration.

What kind of questions might we get?  One that comes to mind for me, is that much of our data is used in allocation formulas to push money out to schools, to states, to districts.  If a district all of the sudden has a change in the amount of money they get, then it wouldn't surprise me if we don't start getting questions about the quality of the data, where there is in the case where money is tied to the data.

Under ESEA, there are going to be a whole lot of new requirements as to how money goes out.  My agency runs the National Assessment of Educational Progress, which is going to be used in some way as a measuring stick to compare across state assessments.  I can see if a state is determined to have not met the right progress goals so they are not eligible for money, I can see them challenging that.

In a non-monetary way, I can see someone deciding that their child has been given less than an optimal educational opportunity, based on a piece of research or a statistic that was put out.  So, I think there are a variety of questions that will arise.

MR. ASHBY:

One of the interesting things that I think we are going to confront -- and it takes off from one of your points – is that a lot of our grant money goes out on the basis of formula allocations, and those formula allocations in turn are based on data that we receive from state and local governments, over which we have virtually no control.

So, how do you put together a challenge to data, which suggests City A is going to get less money than City B because of formula based on state and local information.

We have talked a good deal about how these guidelines apply to third party information.  Well, when we get the third party information from states and locals, that has an effect on how much money people get.  How are we going to play with that?  Interesting question.  I don't think we have an answer yet.

PARTICIPANT:

My question goes with the idea that the appeals process is going to be woven somewhat into the notice and comment rulemaking process and that the agency will essentially be giving, if they choose to, a denial in the final rule.  If a party then wanted to have that denial reconsidered, would they be questioning the entire rule under an arbitrary and capricious standard, or would they then be able to opt for reconsideration just on the data?

MR. ASHBY:

I think the final rules are, in fact, a trickier case under the appeals process than proposed rules.  I mean, one of the things that we say is a sort of potential filter, which some commenters may disagree with, is that if there is, for example, information in a final rule.  There has been a comment period.  Nobody said anything about it during the comment period.  Then perhaps raising the question that the final rule is something that arguably we ought to filter out.  You can also run into a situation, of course, in which a piece of information is in the final rule for the first time.  Nobody has had a chance to comment on that information before.

One of the approaches we take is to say that there are in just about all of the rulemaking processes in the Department of Transportation (and I suspect in other agencies) existing ways in which an outside party can petition for a reconsideration of the rule or to amend the rule or something like that.  One of the ways that we might handle the situation that you are raising is when someone comes and says you based your key decision in your final rule on a certain piece of information, we think that piece of information is faulty.  It doesn't comply with the guidelines, that we could handle as a petition for reconsideration of the rule itself.  Because at least if it is certainly a key decision underlying some provision of a rule, changing the information would have a high probability of having an effect on changing at least some provision, if not the entire final rule.

That is one possible way of dealing with your question.  I don't think it is a complete way of dealing with your question because as you quite rightly say there could be a situation in which somebody is saying that you have got this information.  There is a reference in your final rule.  Final rule is fine.  I don't have any problems with the final rule, but that information is giving people the wrong idea about something that is near and dear to me.

In that situation we have recognized -- I don't think we have solved it yet, at least in terms of our trying to get DOT -- we had already identified as a little bit of a knotty problem that we are going to be thinking about as we work toward the final.  But in the situation where you are not asking for a change in the final rule, but you want to change some information because the information itself being out there had some effect, aside from the provisions of the rule is a very fair issue and one I think we need to wrestle more with.

MS. WHEELS:

Karen Wheels with the FCC.

I have a question for Ms. Seastrom.  In describing your comment process, you talked about the first step being that you hope people would talk to the researcher so they could either better understand what the data is or the researcher could make a change.

I was not clear if that is a requirement of your comment process.  In other words, you cannot file a formal comment until they do that.

MS. SEASTROM:

No, we are just suggesting to people that they do that as a first step that might result in a much quicker resolution of the issue.  We are trying to encourage it.

MR. MC CALISTER:

Ray McCalister with CropLife America.  I have a question for EPA.  I am particularly concerned about the attempts to exclude the rulemaking exercise and the data behind the rulemaking exercise from the data quality guidelines from this perspective.  We find that EPA often proposes a rule and then operates under that proposed rule for the period of as many as years or as long as years before that rule becomes final and that whatever preceded the proposed rule is no longer the operating guidelines for the agency.

So, if there is data supporting a proposed rule, which may be erroneous and it is not going to be fixed or corrected until the rule becomes final, it is out there causing harm to whoever may be harmed for a period of years before it might be corrected.  How can you handle that?

MS. PACE:

Well, I guess a couple of things.  As Bob mentioned, the issue for the regulatory process as we presented it, is whether the appeal process should apply, not whether the agency's quality policy should apply, and I guess in terms of operating as you put it under the proposal, I am not really sure what that means.  Certainly it is true that sometimes EPA proposes -- puts out a proposed rule and it is out there for awhile, but part of what I think we want to see in the comments when people make that kind of comment is specific examples so we can understand what you mean.

MR. MC CALISTER:

Well, the agency will put out a proposed rule and that becomes the modus operandi.

MS. PACE:

Well, again, I hear you but I guess if the agency is disseminating the same information in other contexts and there are actions that are subject to the information, or it is used in actions or decisions subject to the guidelines, that would certainly be covered.  So, again, maybe you need to provide us with some specific examples.

I would say if it is simply proposed and the agency doesn't finalize it, there wouldn't necessarily be a separate appeal process.

MR. ASHBY:

I might just add for a quick clarification, again, I don't think we have anybody in the agency saying that information involved in rulemaking is excluded from the guidelines process.  It is not.  It is subject to the guidelines.  It is information that is disseminated.  The issue is not whether it is excluded.  It is not whether the substantive criteria of the guidelines apply to it.  It is what is the timing and what is the process for responding under the guidelines to a request for correction made about that information, which to me is a very different question from exclusion from the guidelines.

MR. ANDERSON:

My colleagues have been persistently inviting me to come down and admire their watches.  I think that we had better break at this point to keep on schedule.

MR. MORRISON:

I will be very quick.  First, I just want to say one department -- I think it is the Department of Commerce  -- has a very sensible suggestion of trying to consolidate these proceedings involving similar corrections of information involving people who like the information disseminated as well as people who don't.

Second, I just want to make a plea.  Don't change your guidelines, but just be discrete if you are an agency, on the question of if you decide something is wrong, but you say you are not going to do anything about it.  Maybe you could do something less than pull down your web sites or burning your books or anything like that.

And, second, when Congresswoman Emerson sends in a request for correction, don't tell her she is not an affected person, and you are not going to deal with it.  It is just not politically sensible to take that approach.

Agenda Item:  Session 3:  Substantive Issues

MR. MERRILL:

Our last panel today is dealing with the elusively titled topic of “substantive issues.”  In particular, the meaning of “influential” and the additional requirements that influential information will impose and, then, the incorporation of the evidentiary standards from the Safe Drinking Water Act Amendments of 1996 into the dissemination and quality control processes dictated by the Data Quality Act.

Our panel consists of the ubiquitous and humorous Bob Ashby and Jane Axelrad of the Food and Drug Administration.  Bob will address the question of influential.  Jane will address the question of the Safe Drinking Water Act Amendments and their implications.

MR. ASHBY:

The OMB guidelines define "influential information" as scientific, financial or statistical information that the agency reasonably determines will or does have a clear and substantial impact on important public policies or important private sector decisions.  The definition is itself influential because to be consistent with the guidelines, influential information must meet a higher standard of scrutiny and data quality than other information.

In this presentation I am going to focus on how agencies have wrestled in their proposed guidelines with the question of how to determine if information is, in fact, influential.  I am not going to touch too much on the question of how you make operational that higher level of scrutiny.  I would refer folks to the EPA guidelines, which at least in the ones I reviewed did the most thorough job of explicating how to deal with influential information once you have identified it as such.

Having said that, I think it is fair to say that a number of agencies didn't really do a whole lot of wrestling with the concept at all.  They either were silent about the influential issue or simply referenced or quoted the OMB definition without really saying anything more about the issue.  I suspect that they may have a bit more homework to do in the upcoming months.

Other agencies took the Justice Potter Stewart approach to obscenity.  They don’t define "influential,” but they know “influential” when they see it.

Labor, for example, identified examples of influential information.  I think this makes sense.  The Consumer Price Index and the Producer Price Index.  HHS talked in terms of things like poverty.  And NIH consensus statements about other diseases and treatments -- to a greater degree.

The State Department, for example, said that influential information is a narrow category of information that is focused on objective and quantifiable information constituting a proposed basis for substantive policy positions adopted by the department.

EPA established some categories of things that would at least presumptively be considered influential.  As someone mentioned earlier, information disseminated in top agency actions, which had a number of words around it but it amounted to the real “biggies” that, again, everybody knows when they see.  OMB significant actions, for example, economically significant rules with a hundred million dollar or greater annual impact.

Major scientific technical or economic reports or analyses that are undergoing peer review--and then with respect to other matters, addressing the issue of influential on a case-by-case basis.  DOT and AID followed this general approach as well. What we tried to do was parse through the elements of the OMB definition and come up with what amounted to a thinking process that agency officials could use in making determinations about whether a particular information product was influential.

The first element in the OMB definition is that to be influential, information must have a clear and substantial impact.  In my thinking, this meant an impact that the agency is firmly convinced has a high probability of occurring.  If it is a close judgment call, if it is really arguable and it could go one way or the other, that isn't a clear and substantial impact.  The analogy that comes to mind is not a perfect analogy, is the clear and convincing evidence standard we see in litigation, a little more than a preponderance of the evidence.

Again, when we are talking about a clear and substantial impact, we are talking about something that you want a greater sense of certainty that it is influential than making your average decision.  The clear and substantial impact must be on important public or private sector decisions.  Every decision we make, every piece of information we put out means a lot to somebody.

You think of, for example, all of the individual decisions agencies make about licenses or permits for companies or individuals.  They really care about them.  They mean a lot to them, but is that an important public policy?  I remember some years ago, the Federal Highway Administration doing a rulemaking on rust proofing standards for steel reinforcing rods used in highway bridge construction and there was, I think, some sort of study backing their proposal and this was of high, high importance to the wonderfully named National Galvanizers Association.  It really mattered to them.  It was really salient to them. But is it an important public or private sector decision?

That is the question, which I think it is fair for agency officials to ask in making this determination.  By the way, the impact must concern scientific, financial or statistical information.  If somehow the information doesn't fall into those categories, it may be really, really important, but it is not within the OMB definition of influential.

For information supporting the rulemaking and here again as in the corrections and appeals area, we are thinking that you might look at rulemakings a bit differently from the rest of the world.  If you have influential -- if you have financial, statistical or scientific information -- that can reasonably be regarded as outcome determinative of one or more key issues in a significant rulemaking.  By the way, I don't mean just economically significant, the over 100 million dollars.  I mean significant in the broader sense that the OMB executive order uses that term.

Why outcome determinative?  Well, in the rulemaking context, that gets at clear and substantial impact.  If you have an off to the side piece of information that doesn't really help you decide how a provision in a rulemaking comes out, then you probably don't have a clear and substantial impact.

The key issues in a significant rulemaking phrase get at the important public or private decisions criterion in the OMB definition.  Again, we are trying to think of what does the rulemaking process look like and how do we adapt if that is the criteria of the OMB definition to the way the rulemaking process works.  Outside the rulemaking context, we suggest looking at two dimensions, what I call the breadth and the depth or intensity of the impact.

The impact of a piece of information may affect a relatively wider or relatively narrower band of parties, and it could affect those parties in a quite profound or a rather shallow way.  If something affects a wide swath of parties in a very significant way, then I would say there is a high probability that it is influential.  Many of the agency examples, the Consumer Price Index and mammography standards and things like that, even though those agencies didn't articulate the standards in this way, seem implicitly to fall into this kind of categorization.

A DOT example that we didn't mention in our guidelines but seems to me to fit are the DOT quarterly reports on the on-time performance of airlines.  It affects the entire airline industry.  Marketing decisions are made on the basis of people's decisions on what carrier to fly between a city pair are made on the basis of it.  So, it seems to be both -- you know, quite pervasive and have, you know, a fairly significant or deep impact on all those players.

On the other hand, if you have information that doesn't affect a whole lot of parties and doesn't affect them very deeply, then it seems to me you have got a pretty clear cut case for information not being thought of as influential.  Where it gets tough, of course, is in the intermediate cases, where you have got an impact that is a mile wide and an inch deep or vice-versa.  Then it seems to me you are almost necessarily relying on the judgment and expertise of agency officials to make that determination.  There are going to be judgment calls and people are always going to disagree with judgment calls.

In the DOT context, sometime we will probably have a study of the competitive impact of the merger between two airlines and really the impact of that information is really going to be on a decision that affects those two airlines, but it may affect those two airlines for a few billion dollars worth.  You really have to think seriously as an agency, well, the impact isn't very wide, but it is really, really deep.  So, maybe that is something that you would think of as influential, but I personally don't see any bright line formula, like the OMB hundred million dollars or any neat categorization as being able to capture the variety of decision-making that agency officials are going to have to do in these situations.

Again, we are going to have to rely very greatly on the exercise of good judgment on a case-by-case basis.  As I mentioned in the earlier panel, we haven't got much in the way of comments yet, but from the same two parties, the model or draft comments, we had a few notations about the influential issues.

The Chamber of Commerce model comment wanted information to be labeled influential or not at the time of dissemination, not to wait until subsequently.  It seems to me that is something that can be done sometimes but not other times.  You can have a study that was done five years ago, which doesn't turn influential until it suddenly turns up as a key issue at a rulemaking five years down the road. You wouldn't know to have labeled that as influential when it first came out.  They are against applying something like the OMB economically significant concept to determinations about influential and, again, I would agree to the extent that you wouldn't want to make that the be all and end all criteria.

Certainly I think it is something that is legitimate to look at among other factors.  Then they say rather broadly that all information pertaining to a rulemaking, as far as I can tell, any rulemaking should be viewed as influential, which strikes me as a little on the broad side.

The ABA Administrative Law Section generally said they don't like the use of the OMB hundred million dollar threshold either in this context.  They also don't like leaving decisions to program managers on a case-by-case basis.  So, having ruled out bright line criteria and case-by-case judgment, I am not quite sure what we are left with there.  They support applying the influential criterion to guidance as well as well as final rules when appropriate, which I think is unacceptable.

This is an area which agencies are going to continue to wrestle with as we work toward the final guidelines and probably afterwards.  With respect to all of these issues, we are going to see an evolutionary process and as the process -- because it is not hardened into CFR rules -- is going to be able to evolve probably a little more flexibly and smoothly as we actually get into seeing what issues arise and we start getting requests for correction, for example, than it otherwise might be.

This will be an area of continuing interest and continuing work as we move forward into the fall and beyond.

MS. AXELRAD:

I am Jane Axelrad, the Associate Director for Policy in the Center for Drug Evaluation and Research at FDA.  I have been asked to talk about how we adopted or adapted the Safe Drinking Water Act principles in our draft guidelines.

As you all know, the OMB guidelines provide that special considerations have to be taken into account for certain risk assessments, those that provide the basis for the dissemination of influential information.  The guidelines say that with regard to the analysis of risks to human health, safety and the environment, maintained or disseminated by the agencies, agencies shall either adopt or adapt the quality principles applied by Congress to risk information used and disseminated pursuant to the Safe Drinking Water Act.

I was going to make a statement right at the outset, make a disclaimer that I am a lawyer and not a scientist.  So, I feel a little bit out of place being asked to speak about scientific risk assessment.  But then when I looked over the agenda, I found it very interesting to observe that I am in very good company because many of the panelists today are either lawyers or policy analysts and relatively few are scientists.

We might ask ourselves what this means in terms of whether and how the OMB guidelines are going to affect our regulatory activities and might suggest that they may be going to affect our activities in ways that weren't exactly contemplated when they were issued.  Maybe this is what was contemplated.  I don't know.

But this concept of how the guidelines are going to be used and how they are going to affect day-to-day activities has been discussed at some of the previous workshops.  We do strongly support the goals of the OMB guidelines and we feel that we have been given enough flexibility to implement them in a way that will improve the quality and objectivity of our information dissemination activities, while continuing to allow us to achieve our main programmatic mission.

I have also appreciated OMB's efforts to convene working groups from the various federal agencies to discuss some of the key provisions of the guidelines, including the risk assessment provisions.  Beginning earlier this year, I was fortunate to have been able to participate in some of the meetings of the risk assessment working group that Paul Noe from OMB ran with representatives from several different agencies.

This group was one of four that was created by OMB to assist the agencies in developing their own guidelines.  Paul's vision for the group was to develop a series of templates that could be used by various agencies that do scientific risk assessments and be adopted by the agencies in their own specific guidances.

In addition to FDA, we had representatives from the Department of Energy, EPA, OSHA, the Nuclear Regulatory Commission and at various times representatives from other agencies.  I have to say that at the beginning of these meetings, we were all pretty clueless as to what we were being asked to do and how we were going to take these Safe Drinking Water Act guidelines and apply them to our activities.

We spent a lot of time at the first couple of meetings sort of going over the first sentence and saying, well, peer review, you know, this gives us a big problem.  What is meant here by peer reviewed?  What we do with these depends on how they are going to be used.  We were told  that is the responsibility of another working group.  They are dealing with the scoping questions.

So, we did spend a lot of time sort of wringing our hands and just sort of trying to get focused on what we were going to do.  But once we did, I think that through the meetings, it became clear that a one size fits all approach was neither necessary nor desirable.  We discussed a wide variety of different risk assessments and types of risk assessment that were conducted by the various agencies and how the risk assessments might be used, both by the agencies and by those outside.

And we discussed various options for adapting the principles to the various activities that we were going to use them for.  We worked on developing templates and in the process, I think we obtained valuable input and ideas on how to craft our agency specific guidelines.  When we at FDA began discussing whether to adopt or adapt the Safe Drinking Water Act principles, we discovered that the variability that had been described by all the different agency members of the OMB working group was actually mirrored by the variability within the FDA itself.

FDA is an agency of just under 10,000 people.  We regulate most of the foods we eat, all prescription drugs and over-the-counter products that we take and all medical devices that we use.  We regulate animal feed and most animal drugs.  We ensure that cosmetics are labeled properly and cause no harm.  All of these activities involve risk assessment in one form or another and many involve balancing risks and benefits for individual patients or consumers.

These activities are conducted within FDA by six separate organizational components under a variety of different statutory provisions and implementing regulations and we are just one small part of the entire Department of Health and Human Services.

I think that it is not unlike the mission that EPA has with all the different types of environmental harm.  But the kind of risk assessments that we do in most of our parts of the agency, I think, are different.  Anyway, it was hard for us to imagine how the Safe Drinking Water Act principles could be successfully applied to this wide array of regulatory activities.

We did determine that many of our regulatory actions, although they involve risk assessment, are essentially qualitative in nature.  They are based on scientific experts' judgments, using available data.  For example, we issue a variety of regulations that contain submission requirements for product approval applications.  We might describe what types of adverse events on approved drugs must be reported and at what frequency.  We might describe what ought to be included in the labeling of drugs for physicians and how that information ought to be organized.

Also some of our more significant regulations like these might be considered to be influential information within the meaning of the OMB guidelines.  We didn't feel that these types of regulations lent themselves to the types of quantitative risk assessment contemplated by the Safe Drinking Water Act principles.

Furthermore, in many cases, we don't actually have peer reviewed studies on which to base our assessments.  Many of our judgments of risk and benefit are based on, as other agencies indicated, proprietary information that is submitted to the agency and that we are precluded from sharing with the public.  We do have a limited peer review in the form of advisory committee meetings and some of the data is shared in that context, but generally I would say, at least until after a decision is made, almost all of the information is kept from the public view.

So, for these types of qualitative risk assessments, we focused on the word "adapt" and we adapted the principles to meet our needs.  So, for risk assessments involving the dissemination of influential information affecting product approval actions or regulations that don't lend themselves to quantitative risk assessments, we proposed the following.  Basically it is the top two parts of the Safe Drinking Water Act principles.

We said that the agency will use the best available science and supporting studies conducted in accordance with sound and objective scientific practices, including peer reviewed studies when available and data collected by accepted methods if reliability of the method and the nature of the decision justify the use of the data.

Then we also took the second part, which we used throughout.  In the dissemination of public information about risks, the agency will ensure that the presentation  of information about risk effects is comprehensive, informative and understandable.

So, we basically used the first two parts without change because we felt that they were applicable to qualitative analyses.  Of course, we always try to use the best available science and supporting studies, as well as data collected by accepted methods.  We did move the wording that required that we always use peer reviewed data and instead we said -- we put it on at the end and said that we will use it when it is available.

For qualitative risk assessment, we didn't use Part 3, because we felt that that was only appropriate if you were doing a quantitative type of risk assessment.  For quantitative risk assessments, we really adapted -- basically adopted and only changed in very small ways the Safe Drinking Water Act principles.  Again, we said that we would use the best available science and supporting studies conducted in accordance with objective scientific practices and data collected by accepted methods and part 2 is exactly the same.

It was when we got to Part 3 that we decided that it was appropriate to make some small changes to the principles.  You can see that we said that each population addressed by any estimate of applicable effects, the expected or central estimate of the risk for the specific populations affected, and we said each appropriate upper bound and/or lower bound estimate, data gaps and other significant uncertainties identified in the process of the risk assessment and the studies that would assist in reducing the gaps and finally additional studies not used to produce the risk estimate that support or fail to support the findings of the assessment and why they weren't used.

As I said, we adopted the first two parts, even for our quantitative risk assessments almost verbatim.  I am going to try and explain the changes that we made in Part 3.  First of all, one important change.  In the Safe Drinking Water Act principles, Part 3 only applies to risk assessments in support of regulations.  We had discussions about this with OMB and we felt that these provisions were appropriate for any kind of quantitative risk assessment, regardless of whether it was a risk assessment prepared in support of a regulation or any other kind of a risk assessment supporting the dissemination of influential information. 

So, we deleted the reference to regulations and said that these principles would apply more broadly to any quantitative risk assessments in support of influential information.  We made very small changes to Parts 3(b), (c) and (d), to broaden our choices about how we will express our estimates of risk and to reflect uncertainties.  In Part (e), we chose not to limit ourselves to peer reviewed studies, again, because we thought it was appropriate to address any additional relevant studies that we might have considered, but rejected, and to explain why they weren't used, whether they were peer reviewed or not.

There might be some studies that were out there that were not peer reviewed, but that had relevant data that people would question whether we should have considered it.  We thought it was appropriate to explain why we didn't think it was appropriate to use that.  So, after much thought and discussion, we were able to mostly adopt the Safe Drinking Water Act principles as they were written in our proposed guidelines.

Only time will tell whether we have been successful in establishing workable principles that will improve the objectivity and transparency of our dissemination of influential information.  We look forward to receiving comments on our proposed guidelines.  Like other agencies, we basically haven't gotten any yet.  We hope that we will be able to develop final guidelines that will work well with all of the different programs and authorities under which we operate.

Agenda Item:  Questions/Comments

MR. MERRILL:

Thank you very much to both our speakers, who are willing to respond to questions or react to comments that any of you have.  So, we invite you to come up to the microphones and engage the panelists.

MR. MC CALISTER:

Ray McCalister of CropLife America.  For FDA, you mentioned that you don't often have peer reviewed data to work with, particularly when you are dealing with the licensing of products, whether it is a food additive or medical device.  But I believe you do have laboratory -- good laboratory practices that those individuals and companies must comply with in submitting that data.  Have you addressed good laboratory practices in the context of data quality?

MS. AXELRAD:

We did indicate -- we have a lot of good laboratory practices and other kinds of scientific standards in our regulations that govern how the data to support the product approvals or food additive petitions are collected.  We feel that that we give some recognition of that in the guidelines so that we can -- we feel fairly confident that the existing standards that we have make sure that the data that we get in is of good scientific quality.  It is the issue of transparency, I think, is where we have a little bit of a problem because of the amount of confidential information we have to rely on.

MR. MC CALISTER:

Well, our industry is in the same situation, dealing with EPA on good laboratory practices, but I think if both agencies and perhaps others in a similar situation could make plain to the public what good laboratory practices do, it can do a long way toward assuring the public that though the information may be confidential in the course of approving a product, that it does meet very high standards.

The only other thing I wanted to say is that I think that peer review is often vastly overrated in terms of assuring quality of data and that often the good laboratory practices can exceed the peer review in assuring the quality of data.

MR. GOLDBERG:

Allen Goldberg from Mitre.

This was alluded to in I think the first panel, but have the agencies looked at the issue of intramural data, which is created for its own purposes but later can be expected to become influential?  That is a problem that we are facing with an agency -- where the data is collected for operational use and then becomes usable for climate research later on or climate prediction later on.

MR. ASHBY:

No, of course, we don't predict too many climates at DOT.  I think the answer is we haven't really wrestled with that issue in our internal discussions.  I think the way our proposed guidelines would work out is that the issue of whether that information was influential or not would be faced -- certainly at the time it was being prepared for dissemination, and I would think that the folks in the program offices who maybe aware of the fact that information they are collecting internally may later turn into a disseminated information product but could be influential, would be well-advised to think about that.  But at this point we don't have anything very specific in our thinking or our writing about that.

As someone mentioned in an earlier panel in connection, I think, with the Department of Commerce, one of the internal issues that has been one of the toughest nuts for us to crack is having the word about how this process is intended to work filter down from the CIO and legal offices who are writing guidelines to in the program offices where the real work is done.  It seems to me that is exactly the sort of issue -- as we go through an evolutionary process in making these guidelines a real part of our everyday activities -- that those program level folks would be well-advised to think about, but so far nothing specific.

MR. GOLDBERG:

I think it may affect more agencies than anticipated in the issue of time series where in the case of transportation you collect road use data, for example, and you say a growth of such and such over 20 years.  You have got good recent data, but someone questions your old data and your ability to make a projection based on that kind of a time series.

MR. MERRILL:

Jane, do you have anything to add to that?

MS. AXELRAD:

No.

MR. MERRILL:

Is there anyone here from NOAA or any other agency that has wrestled with this intramural data question and its emergence as potentially influential external use data?

Are there other questions or comments?

MS. FUGITT:

Betty Fugitt, Department of Agriculture.  I am the Department's records officer for agriculture with policy and oversight.  One of the issues that appears very apparent to me in listening to the discussion is that there is a very lack -- a very real lack of knowledge about information and regulations pertaining to the retention of your documentation of your scientific studies.  If you do not know who your agency records officer is or you do not know what the rule is on how long you keep it and how you plan for the retention of it, particularly when it is an electronic media, you need to be talking with your agency records officer and you need to start planning with your information technology community to ensure that you can have access to the data for the length of time that you need it.

Let me give you an example.  Most of us go through software upgrades with word processing.  It isn't unusual to have a new upgrade on a package once every two years.  Software manufacturers build in deliberate obsolescence after about two upgrades so that you cannot read back to any of your initial versions.

This means that in your planning you need to look at and plan for how you are going to retain access to that information so that it is accessible, that it is valid and that you can ensure that it has been migrated, that there has been appropriate checking of the quality of the migration so that it stands and will stand for you when there is challenge.

The National Archives and Records Administration does have a web site.  If you go to WWW.NARA.GOV, you will find guidance on electronic records.  I strongly recommend that you go in and take a look at the studies that are being done and the plans for retention of information in electronic media and I also strongly recommend that you find out who your records officer is.

Thank you.

MR. MERRILL:

Thank you.

Do we have other comments, questions, suggestions for the good of the order?

I see no one else at the microphone.  So, I think we can express our thanks for your coming and hope to see you again.  Good luck to the agencies.

[Whereupon, at 12:05 p.m., the meeting was concluded.]

