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I.
Introduction


Salaries are by far the single largest category of charges to federal grants by universities, representing roughly two-thirds of all direct charges.  Because most faculty and staff who work on federal research grants are also involved with other grants or other university activity, it is necessary to apportion their effort among their various activities, so that an appropriate proportion of their compensation can be allocated to their federal grant work.  The process that accomplishes that apportionment is generally referred to as effort reporting.

The concept of effort reporting is, on the surface, deceptively simple and straightforward.  Each employee involved in federal research is asked periodically to estimate what percentages of his or her total university effort are devoted to particular federal grants, other sources of external funding, and other university activities such as teaching, administration, and clinical practice.  The effort percentages reported for federal research awards are then used to allocate percentages of the employee’s compensation to the federal projects on which he or she worked during the effort reporting period.


In practice, however, the process of effort reporting is fraught with conceptual and practical difficulties, misunderstandings, myths, and compliance risks.  Faculty and staff do not always fully understand the rules of effort reporting, and many find the process cumbersome and impractical, a well as inconsistent with their vision of their role as researchers.  In some cases, financial incentives to maximize external salary support put pressure on the objective of accurate effort reporting, and in other cases effort reporting rules produce results that are clearly inequitable and seemingly contrary to common sense.


Effort reporting has been by far the most frequent subject of federal False Claims Act (FCA) enforcement in the university research area in recent years.  University attorneys who previously were content to leave the subject of effort reporting to grants administrators are now beginning to recognize that the compliance risks associated with effort reporting call for some level of legal attention.  The purpose of this paper is to summarize the basic rules on effort reporting, the compliance risks that those rules create, the extent of federal FCA enforcement in recent years, and the role that university attorneys can play in reducing or managing compliance risk in this area.
II.
The Basic Federal Rules on Effort Reporting

A.
Overview


The principles that govern how colleges and universities must document time and effort on federal grants and contracts appear primarily in OMB Circular A-21, entitled “Cost Principles for Educational Institutions”.  Section J.10 of OMB Circular A-21 requires each grantee to maintain a system of distributing salary charges to federal grants that results in a reasonable allocation of salary charges to each grant.  The basic requirement is that such charges must be reasonable in relation to the work performed – i.e., that the percentage of an employee’s salary that is charged to a federal grant does not materially exceed the percentage of the employee’s total effort that is expended on the grant.  For example, if a researcher works an average of 50 hours per week during an effort reporting period, and spends an average of 10 hours per week on an NIH grant, then in a typical effort reporting system the researcher’s effort report would confirm that 20% of the researcher’s total institutional effort was devoted to the NIH grant during the period.  This seems simple enough in concept, but in practice the federal rules relating to time and effort reporting have given rise to numerous issues and problems.

Circular A-21 provides that each grantee’s salary distribution system must include periodic review and confirmation of the reasonableness of salary charges to federal projects.  In the case of faculty and other professional employees, that confirmation may be provided as infrequently as every six months or even once a year (depending on the type of effort reporting system).  These confirmations are usually in the form of an effort or activity report or a salary distribution report, and must be signed either by the employees whose salary charges are being confirmed, or by “responsible persons with suitable means of verification that the work was performed.”  These signatures confirm that “the distribution of activity represents a reasonable estimate of the work performed,” or that the salary distribution is “reasonable in relation to the work performed.” 

The effort reporting rules in OMB Circular A-21, particularly those applicable to faculty and other professionals, were deliberately designed to free researchers as much as possible from the trouble and aggravation of traditional timekeeping, while at the same time giving federal sponsors reasonable assurance that they are receiving the grant effort they were promised and are being charged for. OMB Circular A-21 expressly acknowledges that the process of allocating salary based on effort is inherently inexact, and must depend on estimates:

In the use of any methods for apportioning salaries, it is recognized that, in an academic setting, teaching, research, service, and administration are often inextricably intermingled. A precise assessment of factors that contribute to costs is not always feasible, nor is it expected. Reliance, therefore, is placed on estimates in which a degree of tolerance is appropriate. 

A-21, Section J.10.b(1)(c).


B.
Specific effort reporting standards of OMB Circular A-21
OMB Circular A-21 makes it clear that “[t]here is no single best method for documenting the distribution of charges for personal services.”  Section J.10.b(1)(d).  The Circular does, however, identify six fundamental “Criteria for Acceptable Methods”, stating that “[f]or systems which meet these standards, the institution will not be required to provide additional support or documentation for the effort actually performed.”  Section J.10.b(2).  The following is a verbatim statement of A-21’s six fundamental standards:

“(a) The payroll distribution system will 

(i) be incorporated into the official records of the institution; 

(ii) reasonably reflect the activity for which the employee is compensated by the institution; and 

(iii) encompass both sponsored and all other activities on an integrated basis, but may include the use of subsidiary records. (Compensation for incidental work described in subsection a need not be included.)

(b) The method must recognize the principle of after the fact confirmation or determination so that costs distributed represent actual costs, unless a mutually satisfactory alternative agreement is reached. Direct cost activities and F&A cost activities may be confirmed by responsible persons with suitable means of verification that the work was performed. Confirmation by the employee is not a requirement for either direct or F&A cost activities if other responsible persons make appropriate confirmations.

(c) The payroll distribution system will allow confirmation of activity allocable to each sponsored agreement and each of the categories of activity needed to identify F&A costs and the functions to which they are allocable.  The activities chargeable to F&A cost categories or the major functions of the institution for employees whose salaries must be apportioned (see subsection b.(1)b)), if not initially identified as separate categories, may be subsequently distributed by any reasonable method mutually agreed to, including, but not limited to, suitably conducted surveys, statistical sampling procedures, or the application of negotiated fixed rates.

(d) Practices vary among institutions and within institutions as to the activity constituting a full workload. Therefore, the payroll distribution system may reflect categories of activities expressed as a percentage distribution of total activities.

(e) Direct and F&A charges may be made initially to sponsored agreements on the basis of estimates made before services are performed. When such estimates are used, significant changes in the corresponding work activity must be identified and entered into the payroll distribution system. Short term (such as one or two months) fluctuation between workload categories need not be considered as long as the distribution of salaries and wages is reasonable over the longer term, such as an academic period. 

(f) The system will provide for independent internal evaluations to ensure the system's effectiveness and compliance with the above standards.”

The six fundamental payroll distribution standards that appear in Section J.10.b(2) of A-21 provide a reasonably clear outline of a compliant time and effort reporting system.  The key points to be noted in the six standards are as follows:

(1)  The system for allocation of salaries based on effort must be “incorporated into the official records of the institution.”  Allocations supported only by unofficial records such as personal calendars or informal, ad hoc departmental spreadsheets are not compliant with A-21.  A-21 does indicate, however, that effort systems “may include the use of subsidiary records” – so the mere fact that informal records are used in connection with an effort reporting system does not make the system non-compliant.  

(2)  The system must “reasonably reflect the activity for which the employee is compensated by the institution.”  This is of course the ultimate requirement of any compliant effort reporting system.  The system must be able to capture the employee’s “total institutional effort” and spread the employee’s institutional base salary proportionally over the entirety of total effort.  For example, if a faculty member’s institutional duties include teaching and proposal writing as well as federal research, allocating 100% of the employee’s institutional base salary to federal research would violate this principle of A-21, because it would not result in an allocation of salary that reasonably reflects the faculty member’s non-research activities.

Admittedly, it is not always easy to draw the line between “institutional effort” and “outside effort”.  For example, service on an NIH peer review panel, or on an editorial board of a scientific publication, even though related to a faculty member’s institutional activity, may well be considered outside the scope of his or her institutional duties.  Outside consulting for which the faculty member is separately paid by a third party is clearly outside the scope of “total institutional effort”.    

(3)  “Incidental work” need not be included in total institutional effort. One exception to the “total institutional effort” concept discussed in subparagraph b above is that “incidental work” (that in excess of normal for the individual) for which an individual is separately compensated by the institution need not be included in the base of total institutional activity that is used to allocate institutional base salary.  A-21, Section J.10.a.

Of course, if the institutional compensation relating to the “incidental work” is included in the salary that is allocated out to federal grants and other activities, then the incidental work must also be included in “total effort”. 
(4)  The system must provide some form of “after the fact confirmation or determination” of the reasonableness of the salary allocations to federal grants.  This “after the fact” confirmation is usually what we mean when we refer to effort reporting, and clearly no effort reporting system that does not confirm salary allocations after the fact with reasonable accuracy would be compliant with A-21.  It is important to note, however, that A-21 does not prescribe the particular means by which such “confirmation” must be obtained, other than by way of a few examples of compliant systems.  

(5)  Employee salary allocations must be confirmed by the employees themselves or by “responsible persons with suitable means of verification that the work was performed.”  There is a wide variation of practices on this point among research institutions.  Some insist that every employee must sign his or her own effort confirmation.  Others require that any person signing an effort or salary confirmation on behalf of another employee must have “first hand knowledge” of the employee’s actual activities.  Neither of these practices is mandated by A-21, but in some cases there may be good reasons for having a standard on this point that is stricter than A-21 requires.    
(6)  The payroll distribution system “may reflect categories of activities expressed as a percentage distribution of total activities.”  In practice, the overwhelming majority of institutions confirm distribution of salary or effort on a percentage basis – e.g., the effort spent on a particular federal grant, as a percentage of total institutional effort.  The same result could be achieved by collecting data on total hours and hours devoted to each activity, but these hours would then have to be converted to percentages in any case in order to allocate salary among the various activities.  Most institutions have concluded, therefore, that expressing effort allocations in percentage terms provides adequate estimates on which to base salary allocations.

(7)  “Significant changes in the corresponding work activity must be identified and entered into the payroll distribution system.”  Effort reporting systems tend to focus primarily on the accuracy of effort reporting at the time of the report itself – e.g., under A-21, once every six months or once a year.  It is true that if an employee’s signed effort report is inconsistent with allocations of salary made during the report period, then the employee’s salary allocations must be corrected at that time to conform to the reported effort.  Institutions are also required, however, to correct salary allocations in response to “significant changes” in work activity that occur between effort reporting dates.  

(8)  The system must provide for “independent internal evaluations” of its effectiveness.  This is a requirement of A-21 that many institutions overlook.  A-21 does not prescribe the exact nature of the “independent internal evaluation”, or how “independent” it must be, or how often it must be done.  Systematic spot checks of compliance, performed not less frequently than once a year by an institutional office not directly involved in the operation of the effort reporting system, would appear to be a reasonable means of determining whether the system was working properly.  Whether the Government would expect a more comprehensive, more frequent, or more independent form of evaluation is an open question.    

III. 
Compliance problems in time and effort reporting

A.
The compliance problem in general

Inaccurate effort reporting in connection with federal research is an area of great potential danger for research institutions.  Effort reporting has been a major issue, if not the only issue, in the majority of research-related False Claims Act settlements over the last several years.  But knowing that effort reporting is a serious potential problem and knowing what to do about it are two different things.  

The difficulty of addressing the effort reporting problem is compounded by the many persistent myths that have grown up around the subject, some of which are used to rationalize effort reporting methods that are simply wrong.  The pressures on researchers in many institutions to cover a high percentage of their compensation through outside funding sources sometimes causes faculty or administrators to overstate how much effort has actually been expended on a particular grant.  In some cases, levels of effort are assigned by departmental administrators based on levels of effort proposed in grant applications, and faculty members may have, or feel that they have, little or no opportunity to correct what appears to be an incorrect effort report.  Even with the leeway afforded by A-21, most research universities would acknowledge that obtaining reasonably accurate reports of effort represents a continuing compliance challenge.

The most important obstacles to compliance in effort reporting are misunderstanding and denial, and sometimes one obstacle feeds on the other.  A faculty member who does not understand the Government’s effort reporting requirements or the importance of accurate reporting is more likely to question the need for enhanced compliance measures, and faculty members who have an innate resistance to new effort reporting procedures are less motivated to understand what they are being asked to do.

The compliance problems created by such misunderstanding and resistance are often made worse by mechanical deficiencies in effort reporting systems, as well as poor training of departmental and central administrative support personnel who are responsible for implementing effort reporting procedures.

If one multiplies these problems across the hundreds or thousands of personnel and sponsored projects that an effort reporting system is expected to support, it becomes clear that the implementation and operation of a compliant system is a major challenge, fraught with difficulty and potential danger.


B.
Examples of specific effort reporting compliance problems
Some of the specific kinds of problems that arise in the time and effort reporting area are the following:

(1)  Lack of any effort reporting system.  Institutions that are relatively new to research, or those whose research activity has increased rapidly in recent years, sometimes wake up to realize that the task of creating a compliant time and effort reporting system has been overlooked or deferred for too long.  Obviously, these institutions are the ones that are most exposed to liability, in the form of cost disallowances and allegations of fraud or abuse.  The only good news here is that an institution in this position has an opportunity to build its effort reporting system from scratch, avoiding some of the deficiencies of systems that were put in place decades ago.

(2)  Failure to distribute and collect effort forms.  Even the best thought-out time and effort system will be worthless if those who are required to complete time and effort reports do not do so, or if the information in the reports does not get to the right place at the right time.  This point may seem too obvious to mention, but the fact is that the task of collecting time and effort information on a timely basis is by no means a trivial one, and the effort systems of many institutions break down at this point in the process.

(3)  Effort reports signed by individuals with insufficient knowledge of the work performed.  The effort report form must be completed by the individual whose effort is being reported or by a responsible person with access to reliable information as to how the individual’s effort has been expended.  An institution that does not take this requirement seriously is exposed to potential risk.  It is difficult to ensure that individuals signing on behalf of other employees have “suitable means of verification” of what they are affirming.  Often, in practice, effort reports are signed by departmental administrators with little or no knowledge of the work actually performed by individual faculty members or other employees.  Federal auditors and investigators are very much aware of this phenomenon, and a common audit practice is to interview such administrators to determine how much they really know about the effort to which they are certifying.  

(4)  Failure to include all institutional effort in the effort percentage calculation.  Effort report forms must account for all effort for which the individual is compensated by the institution.  This would normally include all effort expended on institution-compensated sponsored research, administration, instruction and unsponsored scholarly activity, clinical activity, and other activity.  Even where the number of hours of effort the individual expends each week substantially exceeds the “normal” work week of forty hours, it is necessary to base effort percentages on total effort, not just “normal” effort.

Common manifestations or variations of this problem include:

· Use of a “normal” 40-hour work week as the basis for the effort percentage calculation.  As indicated above, this is not permissible if the employee actually averages more or less than 40 hours per week on institutional activities.

· Not counting institutional work performed on an employee’s “own time”.  Each institution is permitted, within reasonable limits, to define the activities for which it does or does not compensate its employees.  Once those activities are defined, normally it does not matter for effort reporting purposes when the activities are performed.  For example, the fact that a faculty member does administrative work or proposal writing on his or her “own time” -- weekends or vacation -- does not in itself mean that the work is not institutional activity and may therefore be excluded from the denominator of total effort.  If the nature of the work makes it institutional activity, normally it must be included in total effort.

· Faculty charged 100% to sponsored research.  It is certainly possible that a given faculty member could be 100% engaged in sponsored research.  At some institutions, there are classes of faculty who have essentially no duties other than research.  In general, however, most faculty have other duties and activities – teaching, administration, proposal writing, patient care, etc. – that are considered to be within the scope of their appointments and employment.  For these faculty, an effort report showing 100% effort on sponsored research would be anomalous at best.  Some institutions have begun to implement processes to identify such “highly charged” faculty, to verify that the level of effort on sponsored research is reasonable in the circumstances.  

(5)  Inaccurate statements of effort on federal projects.  There are many reasons why estimates of effort on federal sponsored projects may not be accurate.  In universities, the estimates are generally made months after the effort has been expended, so limitations of memory may affect accuracy.  Misunderstandings of effort reporting rules may also affect accuracy of effort reporting – the persistent myth that effort on a project may be reported in relation to a “normal” 40 hour work week is a good example.  In some cases, although rare, it is possible that faculty members or administrators may deliberately overstate effort on federal projects, knowing that the estimates are factually incorrect.

Sometimes the procedure of the effort reporting system may itself lead to inaccurate reporting.  In some university systems, for example, the effort report form presented to the faculty for signature contains preprinted percentages, reflecting the estimated level of effort expended by the faculty member on sponsored research activities.  These preprinted estimates in turn are typically based on the percentages of total salary actually charged to sponsored activities during the reporting period.  For example, if 20% of a faculty member’s salary has been charged to a sponsored project during the period, the report form may propose an effort percentage of 20%, allowing the faculty member to confirm or correct it.  If these preprinted percentages do not substantially correspond to the effort actually expended by the individual on those projects during the report period, the percentages must be manually corrected to reflect actual effort.  This must be made clear to faculty members, who sometimes wrongly believe that they are not permitted to change the preprinted effort percentages.

Because there is no single reason for inaccuracies in effort reports, there is no single mechanism that will prevent them.  Institutions must make their own assessments of the reasons for any inaccuracies they identify, and develop measures to address each source of potential error.

(6)  Failure to account for unfunded effort.  Some effort reporting systems attempt to capture not only the effort that is charged to federal sponsored projects, but also effort for which no salary is charged (i.e., mandatory or voluntary cost sharing).  Whether or not grantees are required to capture voluntary cost sharing through their effort reporting systems is a point on which grantees and the Government sometimes disagree.  However, if an institution’s system is intended to capture cost sharing, then it must do so accurately.  Institutions whose effort reporting systems  are driven in the first instance by how much salary has been charged to a grant often have difficulty capturing effort for which no salary has been charged. 

(7)  Failure to reconcile effort report data with salary charges.  The mechanism for adjusting salary charges based on information contained in effort reports is usually a manual process, involving several steps.  It sometimes happens that this mechanism breaks down in whole or in part, with the result that the effort reports fail to achieve their intended purpose.  The proper functioning of this mechanism is obviously essential to a compliant salary allocation system 

(8)  Failure to adjust for significant changes in effort levels between effort reports.  As noted above, OMB Circular A-21 requires educational institutions to adjust salary allocations between effort reporting dates in response to “significant changes” in work activity.  A failure to implement such a mechanism can result in errors in salary charges to grants, leading to over-recovery of salaries and distortions in interim reports of grant expenditures relative to budgets.

IV.
Summaries of Federal Enforcement Actions Involving Effort Reporting

The following are summaries of university False Claims Act cases that have involved allegations of inadequate effort reporting.

tc "False Claims Act Settlements" \f C \l 01
	St. Louis Universitytc "St. Louis University" \f C \l 02
July 2008

	Funding Source
	Department of Health and Human Services, NIH, CDC

Department of Housing and Urban Development (HUD)

	Description
	A former dean filed a “whistleblower” False Claims Act lawsuit alleging that the School of Public Health allowed faculty to improperly charge additive or supplemental compensation to federal grants and failed to maintain an adequate effort reporting system.    

	Compliance Issues
	    Supplemental compensation 
    Effort reporting

	Settlement/Enforcement Actions
	   $1 million paid to the government 

   University agreed to increased scrutiny of federal research compliance as part of its annual A-133 audit process 


	Cornell University’s Weill Medical Collegetc "Cornell University’s Weill Medical College" \f C \l 02
June 2005

	Funding Source
	Department of Health and Human Services, NIH

	Description
	In a False Claims Act suit, a whistleblower alleged that over an 8 year period, the full salaries of nurses, laboratory technicians, and other workers had been paid with NIH grant dollars, even though some of the employees were not involved in the research at all and others did not work full time on the project.  It was also alleged that the school had double-billed Medicaid for certain services charged to the grant and had allowed a single researcher and one division to receive all of the grant money, even though the grant was supposed to support research in a broad range of scientific disciplines.

	Compliance Issues
	· Effort reporting

· Payroll distribution

· Cost allocation

· Double billing Medicaid

· Allowing one investigator to use  all federal funds in violation of grant guidelines

	Settlement/Enforcement Actions
	· Paid $4.38 million to government

· Court and settlement documents are under seal


	University of Alabama at Birmingham (UAB)tc "University of Alabama at Birmingham (UAB)" \f C \l 02
April 2005

	Funding Source
	Department of Health and Human Services, NIH

	Description
	Former UAB compliance officer and physician filed suit under the False Claims Act alleging that UAB and affiliated physician practice group had misled the Medicare program and NIH by unlawfully billing federal health care programs for services that also were billed to sponsors of research trials; submitting Medicare claims that it lawfully could bill only to the public or private sponsors of the research trials; incorrectly reporting “Other Support” by overstating or misstating the percentage of effort that investigators worked on a grant or contract and failing to properly disclose nonfederal research activities, including those that overlap with the grant or contract applied for; basing claims for payment on documents that could not be reliably used to estimate percentage of investigators’ institutional-based effort devoted to a particular federal-funded projects; failing to maintain adequate systems to reconcile effort commitments with actual effort. 

	Compliance Issues
	· Double billing to Medicare and federal research projects

· Effort reporting

· Other support

	Settlement/Enforcement Actions
	· Paid $3.39 million to government.

· Required to adhere to new compliance program led by Compliance Officer and Compliance Committee for 3 years which includes:

· New code of conduct for all employees and policies and procedures regarding compliance with federal programs;

· Annual training for all persons involved in federal health care services and persons who submit claims for federal reimbursement; 

· UAB must maintain internal audit department and method for employees to disclose problems which will be reviewed by Compliance Officer;

· UAB must have policy to identify ineligible persons who are excluded from federal programs;

· Prompt notification and repayment of any overpayments; 

· Each entity must submit a certified annual report on its compliance efforts;

· OIG shall have access to books, records and employees as required to monitor compliance; and

· Each entity must maintain all records for four years 


	Florida International University (FIU)tc "Florida International University (FIU)" \f 67 \l 02
February 2005

	Funding Source
	Department of Energy

	Description
	A 2003 audit found that the university had not properly documented whether faculty members had spent the percentage of time they had promised to spend on research projects financed by the grants. Government alleged that FIU improperly billed the government for scientists' time, travel, and administration expenses over a 10-year period on a single award dating back to 1995 (and several smaller awards). 

	Compliance Issues
	· Effort reporting

· Payroll distribution

· Administrative costs

· Accounting system

	Settlement/Enforcement Actions
	· Paid $11.5 million to government

· Court and settlement documents not available


	Harvard Universitytc "Harvard University" \f C \l 02
July 2004

	Funding Source
	Department of Health and Human Services, NIH

	Description
	Harvard disclosed to government that it had, along with an affiliated hospital, overcharged NIH research and training grants by seeking reimbursement for the salaries of researchers who did not work on the grant and/or, meet citizenship requirements, and for equipment and supplies not used on the grant projects.

	Compliance Issues
	· Effort reporting

· Payroll distribution

· Cost allocation

· Procurement and accounting system

	Settlement/Enforcement Actions
	· Government pursued the case under the FCA (despite Harvard’s voluntary disclosure)

· Harvard and affiliated institutions paid $3.3 million to government which included an FCA penalty


	Johns Hopkins University (JHU)tc "Johns Hopkins University (JHU)" \f C \l 02
February 2004

	Funding Source
	Department of Health and Human Services, NIH

	Description
	Whistleblower brought charges under the False Claims Act that  JHU had knowingly overcharged the government by overstating the amount of time researchers worked on federal research projects and in at least one case charging for more than 100% of an individual’s salary.  NIH found that JHU failed to maintain adequate compliance procedures to reconcile proposed and actual effort or charge correct fringe benefit amounts, and found that documents relied on when submitting claims were not reliable.

	Compliance Issues
	· Effort reporting

· Payroll distribution

	Settlement/Enforcement Actions
	· JHU paid $2.6 million to government

· JHU agreed to investigate and identify any other unallowable costs already submitted and make appropriate adjustments with federal agencies


	Northwestern University (NWU)tc "Northwestern University (NWU)" \f C \l 02
February 2003

	Funding Source
	Department of Health and Human Services, NIH

	Description
	Whistleblower brought suit under the False Claims Act alleging overcharging to federal grants and the government alleged that: NWU overstated faculty members’ institutional base salaries in grant applications (i.e., including in IBS salary earned by clinical faculty from separate clinical practice plans, but failing to take clinical effort into account in effort reporting); overstated effort in applications and when drawing down funds; failed to maintain adequate compliance procedures to reconcile proposed and actual effort (i.e., recipients of NIH career development awards had not dedicated required percentage of effort to award); rebudgeted expenses on federal medical research grants without getting the required approval from the funding agency; based claims for funds on documents that were not reliable. 

	Compliance Issues
	· Effort reporting

· Payroll distribution

	Settlement/Enforcement Actions
	· University paid $5.5 million to government

· University agreed to investigate and identify any other unallowable costs already submitted and make appropriate adjustments with federal agencies


	University of Minnesotatc "University of Minnesota" \f C \l 02
November 1998

	Funding Source
	Department of Health and Human Services

	Description
	Whistleblower filed suit under the False Claims Act alleging that the University illegally profited for over two decades by selling an unlicensed drug, which had purportedly been improperly tested on patients without their consent; the university failed to report income from the sales.  The government also charged the University with inflating billing on 29 different federal grants, including charging labor costs for employees who did not work on the grants, and supply costs for supplies that were not used.  

	Compliance Issues
	· Cost allocation

· Program income

· Effort reporting

· Procurement and accounting system

	Settlement/Enforcement Actions
	· University paid $32 million to government

· University implemented new grants management system


V.
The Role of University Attorneys in Effort Reporting Compliance

University attorneys of course do not have principal responsibility for compliance with federal effort reporting requirements.  At most universities that responsibility lies primarily with the institution’s office of sponsored research administration, particularly the post-award component of that office, or with the office of the comptroller or vice president for finance.  These offices are generally responsible for establishing policies and procedures, developing adequate systems for collecting effort data, training faculty and staff in effort reporting requirements, disseminating and collecting effort reports, adjusting accounts based on data obtained in effort reports, and monitoring compliance with effort reporting policies and procedures.

There are, however, a number of aspects of effort reporting compliance in which university attorneys can, and in many cases should, play a significant role.  Although most attorneys lack the specialized technical knowledge of effort reporting that senior grants administrators have, attorneys can nevertheless bring to bear valuable legal skills, experience, and perspectives on the subject of effort reporting.  For example, many university effort reporting policies would benefit from review by an attorney’s eye, to determine whether they are consistent on their face with the requirements of OMB Circular A-21.  An attorney may also be able to offer an independent perspective on effort reporting compliance, which the grants administrators who manage the process on a day to day basis cannot.  The attorney’s ability to ask questions and get to the bottom of things is often a much needed skill when compliance systems are being developed; it is even more valuable when major effort reporting compliance violations are discovered.  A university attorney should certainly be involved in any voluntary disclosure of non-compliance.  The office of university counsel often has the ability to bring together key decision makers from different parts of the university to address compliance problems in a coordinated way – grants administrators may lack the clout to do so.  And if worse comes to worst, and effort reporting problems give rise to an external enforcement action, clearly the university attorney should play a central role, if not the central role, in the university’s response to that action.        

The nature and extent of the university attorney’s role in effort reporting matters will of course vary from one institution to another, and from one attorney to another, depending on how each institution is organized, how the research compliance mission of the counsel’s office is defined, and other factors.  The following are some examples of a number of ways in which university attorneys can help to avoid or minimize compliance problems with respect to effort reporting.

A.
Assessment and development of effort reporting policies

Poorly drafted effort reporting policies are all too common, and the consequences of a poorly drafted policy can be very serious.  It is bad enough for a university to have an effort reporting policy that is not followed; it is much worse to have an effort reporting policy that does not even on its face satisfy the requirements of OMB Circular A-21.  In such a case all of the university’s salary charges to federal projects could be at risk, and the university could also be subject to an FCA allegation that it made claims for salary reimbursement with (at best) reckless disregard for whether those claims were supported by effort reporting as A-21 requires.  Even though university attorneys may not be steeped in the technical nuances of effort reporting, their ability to read OMB Circular A-21 as a regulation, and to determine whether the university’s effort reporting policy (or proposed effort reporting policy) meets A-21 requirements, is a legal skill that they may be uniquely able to contribute.  Given the importance of effort reporting compliance, university attorneys should not hesitate to use their skills for this purpose.  

B.
Effort reporting system implementation

Attorneys in general and university attorneys in particular are frequently exposed to problems caused by broken systems.  Over time, many attorneys develop keen instincts for why systems don’t function as intended, and how dysfunctional systems can lead to serious compliance problems.  Moreover, many university attorneys have developed a broad and deep understanding of university organization and politics, which can be invaluable in considering how a new and major system change should be implemented.  These kinds of experience can and should be brought to bear during the development and implementation of any new effort reporting system.

C.
Managing internal communications

Any major new system implementation is stressful, and often that stress can lead to inappropriate and counterproductive internal communications.  Opponents of the implementation, or those who feel threatened by it, may begin to generate memos and e-mail messages of doubtful factual accuracy, designed primarily to persuade others of serious negative consequences of the implementation.  Often these memos have potentially significant compliance implications.  For example, in major effort reporting implementations, it is not uncommon to see internal communications warning that the new system, by requiring more accurate effort reporting, will result in very large dollar amounts of lost salary reimbursement under federal awards.  This, of course, amounts to an assertion or admission that the current system is causing federal awards to be overcharged by large amounts.  Most often it turns out, when such partisan warnings are closely examined, that they are not well-founded, and follow-up with the person initiating the communication often resolves the concern.  As any experienced attorney knows, however, simply filing such communications away without response, to be discovered later by federal auditors and investigators, is not advisable.  By then it is often too late to establish that the assertions in the communication are unfounded.  University attorneys can and should play a role (a) in ensuring that communications of this kind are discouraged, while of course encouraging responsible comments of the system’s impact;  (b) in investigating any such communications that suggest compliance irregularities; (c) in developing appropriate university responses to the communications; and (d) in documenting those responses.  

D.
Monitoring effort reporting compliance

University attorneys should not be expected to play the lead role, or even a principal role, in internal monitoring of effort reporting compliance.  University attorneys should, however, have input into the question of how such internal monitoring takes place.  There are many alternatives in this area, some of which are much more sensible and less risky than others.  Some advocate intensive forms of investigational monitoring that are both costly and intrusive, and do not seem well designed to identify problems outside their narrow factual scope.  At the other end of the spectrum, some recommend light, informal “poking around”, designed to develop general impressions of the level of effort reporting compliance without zeroing in on particular problems.  The right balance probably lies somewhere between these extremes, and university attorneys, experienced in fact-finding and in dealing with the consequences of adverse facts, can and should help to strike that balance.     

E.
Internal investigations and voluntary disclosures

Obviously university attorneys cannot be involved in every informal inquiry that might be made as to the accuracy of individual effort reports.  Even more formal inquiries, such as routine internal audits of effort reporting compliance, or independent monitoring of such compliance as required by OMB Circular A-21, would not normally require the involvement of a university attorney.  In at least any of the following circumstances, however, university attorney involvement in an internal effort reporting investigation would be well advised: (1) if the investigation results from an assertion or suspicion that a university employee has deliberately misreported effort, or has done so arbitrarily; (2) if there are indications that effort reporting compliance problems involve not just one or two individuals, but may be endemic to an organizational unit of the university; (3) if an internal whistleblower has made allegations of non-compliance; (4) if the investigation is being done in response to a government inquiry; or (5) if it appears that a voluntary disclosure to a federal sponsor may be required.

Any question of whether and how to make a voluntary disclosure of a compliance problem to the Government is one in which a university attorney should certainly be involved.  Such questions have very significant legal complications and legal risk factors, which grants administrators are rarely in a position to address on their own.

G.
Responding to external enforcement actions
It would seem obvious that a university attorney should play a lead role in formulating and carrying out the university’s response to any external federal enforcement action.  In the effort reporting area, such actions are most likely to take the form of an audit, a civil or criminal investigation led by the Department of Justice, an inspector general investigation, or a less formal review by offices such as NIH’s Office of Management Assessment.  In some universities, there is a tradition of leaving the responses to some of these kinds of actions to grants administrators, because of their greater expertise in the subject matter of the actions.  This tradition may have been sensible for some universities at one time, but in today’s enforcement climate it is hard to imagine how it still could be.  Enforcement actions are legal actions by the federal Government, with legal consequences to the university and its employees.  The fact that grants administrators are well versed in the subject matter of an enforcement action does not mean that they are equipped to deal with the procedural and substantive legal aspects of such an action, or to develop a strategy for responding to the action.  Moreover, it must be recognized that it will not always be in the university’s interest to leave the response to an enforcement action in the unsupervised hands of the very grants administrators who may have been responsible for the conduct that is under investigation.  Putting administrators in that position undermines their ability to respond to the enforcement action independently, without regard for their personal and professional interests.                
� These summaries are taken from a compendium of federal research enforcement actions that is maintained by Hogan & Hartson LLP.  The compendium covers audits as well as False Claims Act settlements, and includes cases involving effort reporting and other subjects.  Copies of the compendium may be obtained at no charge by e-mailing the author at � HYPERLINK "mailto:rjkenney@hhlaw.com" ��rjkenney@hhlaw.com� .
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