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EBSA DID NOT HAVE THE ABILITY TO 
PROTECT THE ESTIMATED 79 MILLION PLAN 
PARTICIPANTS IN SELF-INSURED HEALTH 
PLANS FROM IMPROPER DENIALS OF 
HEALTH CLAIMS 

Improper denials of health benefit claims can have 
catastrophic effects on the health and financial 
security of plan participants and their families. The 
Employee Benefits Security Administration (EBSA) 
is charged with regulating all Employee Retirement 
Income Security Act (ERISA) self-insured health 
plans and is thus responsible for protecting the 
estimated 79 million participants in those plans 
against improper denials of health benefit claims. 
Because ERISA affords only limited legal remedies 
against improper denials of health benefit claims to 
EBSA and health plan participants, it is essential 
that claims be properly decided and appeals fairly 
adjudicated.  

WHAT OIG DID 
OIG conducted a performance audit to determine 
the following: 

Did EBSA have the ability to protect the 
estimated 79 million participants in self-insured 
health plans from improper claims denials? 

READ THE FULL REPORT 
To view the report, including the scope, 
methodologies, and full agency response, go to:  
http://www.oig.dol.gov/public/reports/oa/2017/05-
17-001-12-121.pdf

WHAT OIG FOUND 
EBSA did not have the ability to protect the 
estimated 79 million participants in self-insured 
health plans from improper claims denials because 
EBSA lacked any primary knowledge of denials of 
health benefit claims in any of the plans under its 
oversight. In 1975, EBSA exempted health plans 
having fewer than 100 participants from reporting 
requirements because the agency did not want to 
create an undue administrative burden. As a result 
of this exemption, EBSA has collected no 
information about denials of health claims from 
self-insured health plans that cover about 79 
million participants. Moreover, form 5500, EBSA’s 
primary information collection tool, did not capture 
information on denials of health benefit claims. As 
a result, even the plans that were required to 
report to EBSA were not required to provide any 
information on their denials of health benefit 
claims. 

Despite this lack of primary knowledge about 
denials of health benefit claims in self-insured 
health plans, EBSA has conducted only limited 
reviews of these self-insured plans for compliance 
with external review requirements, and it has yet to 
issue final guidance for independent review 
organizations (IRO) that decide appeals of denied 
claims.  

WHAT OIG RECOMMENDED  
We recommended the Assistant Secretary for 
Employee Benefits Security use the agency’s 
existing authority to revisit and revise health plan 
reporting requirements, require aggregate claims 
data be reported for all reporting ERISA health and 
welfare benefit plans, use claims data to focus its 
health plan investigations, establish external 
review reporting requirements for IROs, and issue 
guidance to clarify the fiduciary status of IROs.  

The Assistant Secretary for Employee Benefits 
Security generally agreed with our 
recommendations but disagreed that additional 
clarification regarding the fiduciary status of IROs 
was needed at this time. 

http://www.oig.dol.gov/public/reports/oa/2017/05-17-001-12-121.pdf
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U.S. Department of Labor Office of Inspector General 

  Washington, D.C.  20210 

 
November 18, 2016 
 

INSPECTOR GENERAL’S REPORT 
 
Phyllis C. Borzi  
Assistant Secretary 
  for Employee Benefits Security 
U.S. Department of Labor 
200 Constitution Avenue, NW 
Washington, DC 20210  
 
The Employee Retirement Income Security Act of 1974 (ERISA) gave the Employee 
Benefits Security Administration (EBSA) enforcement authority over ERISA-covered, 
employer-sponsored group health plans’ claims procedures, as well as the procedures 
related to internal claims appeals and external reviews of denied claims. Health plans 
can either be self-insured and pay their own claims or purchase insurance that pays 
claims on their behalf.  
 
According to EBSA and industry estimates, 1.4 billion health benefit claims are filed 
each year, of which approximately 200 million are denied by plans or insurers. Of those, 
a Rand Corporation study1 estimated less than 1 percent were appealed. A Yale 
Journal stated 2about half of the appeals were resolved in favor of the participant. 
Improper denials occur when a plan refuses to pay claims for covered services or 
refuses to pay for a benefit deemed “essential” under the Patient Protection and 
Affordable Care Act of 2010 (ACA). Among other duties, EBSA has primary 
responsibility under ERISA for ensuring participants in self-insured plans receive full 
and fair reviews of claims they believe have been improperly denied.  
 
We performed an audit to determine the following: 
 

Did EBSA have the ability to protect the estimated 79 million participants in 
self-insured health plans from improper claims denials? 

RESULTS IN BRIEF 

EBSA did not have the ability to protect the estimated 79 million participants in self-
insured health plans from improper claims denials because EBSA lacked any primary 
knowledge of denials of health benefit claims in any of the plans under its oversight.  

                                            
1
 Unaudited, Inside the Black Box of Managed Care Decisions, RAND Corporation research brief, 2004. This brief 

was the latest information available to us at the time of our audit fieldwork. 
2
 Unaudited, Delayed and Denied: Toward an Effective ERISA Remedy for Improper Processing of Healthcare 

Claims, Yale Journal of Health Policy, Law, and Ethics, March 3, 2013  
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In 1975, EBSA exempted health plans having fewer than 100 participants from many 
reporting requirements because the agency did not want to create an undue 
administrative burden. In 2014, exempt plans covered about 79 million participants. As 
a result of the reporting exemptions, EBSA collected no information from most plans 
over which it had exclusive oversight. Moreover, its primary information collection tool, 
form 5500, collected no information about denials of health claims. As a result, even 
plans that were required to report to EBSA were not required to provide any information 
on denials of health benefit claims. 
 
In addition to this lack of primary knowledge about denials of health benefit claims, 
EBSA has conducted only limited reviews of these self-insured plans for compliance 
with external review requirements and has yet to issue final guidance for independent 
review organizations (IRO) that decide appeals of denied claims.  

BACKGROUND 

Under ERISA, EBSA is responsible for enforcing disclosure, reporting, fiduciary, and 
claims-filing requirements for self-insured health plans, as well as investigating 
allegations of improper denials of health benefit claims.  ERISA-covered health plans 
are required by law to establish and maintain reasonable claims procedures. Claims 
procedures must be designed so participants are afforded appropriate written notice 
and reasons for denials of health benefit claims. Plans must also provide participants 
with the opportunity to receive a full and fair review of their claims and the right to 
appeal claim denials.  
 
The primary function of any health plan is to pay claims for the covered medical 
expenses of their participants and beneficiaries.3  According to EBSA and industry 
estimates, 1.4 billion health benefit claims are filed each year. Of this total, 
approximately 200 million claims are denied.  
 
Improper denials of medical claims can have catastrophic consequences for the health 
and financial well-being of participants. Delays or refusals to pay legitimate claims can 
subject claimants to unexpected, large medical debt and, more significantly, prevent 
them from receiving necessary, potentially life-saving medical care. Conversely, plans 
suffer no significant consequences when they improperly delay or deny claims. For the 
most part, self-insured plans pay only the actual amount of the benefit. They pay no 
additional costs that might be sustained by participants whose claims are improperly 
denied.  
 
In most cases, participants whose claims are denied must first appeal their claim within 
the plan. Once they have exhausted their internal appeals, they may then take their 

                                            
3
 After this point, the term “participants” will be used to refer to both participants and beneficiaries. 
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claim to an IRO for an external review. Participants who do not prevail at the IRO level 
can then take their claim to federal court.  
 
Under ACA, consumers have the right to appeal claim decisions made by health plans 
created after March 23, 2010. The law governs how insurance companies handle initial 
appeals and how consumers can request reconsideration of a decision to deny 
payment. If an insurance company upholds its decision to deny payment, the law 
provides consumers with the right to appeal to an outside, independent decision-maker, 
regardless of the type of insurance or the state where an individual resides. These 
external reviews play a critical role in helping participants obtain benefits to which they 
are entitled by providing an unbiased, independent re-evaluation of a claim that has 
been denied by a plan.  

RESULTS 

EBSA lacked critical information on the self-insured health plans it regulates. Form 

5500, an important ERISA reporting and disclosure tool, did not capture sufficient 

information on claims and health plans to ensure regulators had access to enough 
information to protect the rights and benefits of health plan participants. Furthermore, 
even if form 5500 was amended to collect such information, EBSA still would not have 
been able to readily identify and target a majority of health plans for improper claims 
denials because the agency had exempted smaller health plans (those with fewer than 
100 participants) covering approximately 79 million participants from annual reporting 
requirements.  
 
EBSA also conducted only limited reviews of self-insured plans for compliance with 
requirements to ensure that IROs were free from conflicts of interest, properly 
contracted, and that IRO benefit determinations were binding and implemented by 
plans. EBSA has not issued guidance to clarify ACA regulations governing external 
reviews and has not established reporting requirements for plans to obtain information 
on IROs or clarified the fiduciary status of IROs.  
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EBSA HAS COLLECTED LIMITED DATA ON DENIALS 
OF HEALTH BENEFIT CLAIMS FOR SELF-INSURED 
HEALTH PLANS   

 
To prevent small plans from being overwhelmed by administrative expenses and 
requirements, in 1975 EBSA exempted most plans with fewer than 100 participants 
from having to file an annual informational report.4 As a result, health plans covering an 
estimated 79 million participants, were exempt from filing. Moreover, form 5500 does 
not require plans to report any statistical information on claims, such as the percentage 
of claims denied or the percentage of denied claims overturned on appeal, both of 
which could be useful to EBSA in discovering and focusing on plans that might have 
denied a greater than average percentage of claims.  
 
Government Accountability Office Standards for Internal Control in the Federal 
Government require any organization overseeing any activity must assess the risk 
attendant on the activities it oversees, design control activities to deal with those risks, 
and communicate internally so information provided is accurate and useable. 
 
Because of its decision to exempt most of the self-insured plans from filing form 5500 
and because form 5500 does not capture information on health claims from those plans 
that are required to file, EBSA has collected very little information on health benefit 
claim denials. EBSA further has reported having no other compensating source of 
information on health plans, claims, or denial rates. The only data currently available for 
most ERISA-covered health benefit plans is based on information gathered by outside 
researchers from plans that provide information on a voluntary basis. 
 
Serving as an expert witness in 2004,5 EBSA’s current Assistant Secretary Phyllis Borzi, 
who at the time was a Research Professor in the Department of Health Policy in the 
School of Public Health and Health Services at the George Washington University 
Medical Center, made the following points: 
 

1. The current form 5500 requirements for health and welfare plans provide 
no useful information to plan participants, plan sponsors, consultants, 
advisors, or the Department of Labor; 

 
2. Because the Department does not know how many health and welfare 

benefit plans exist, an annual filing by all plans would assist the 
Department in its enforcement activities;  

 
3. If the Department revised the form 5500, it could compile more 

comprehensive and accurate data on these plans. 

                                            
4
 29 CFR 2520.104-20—Limited exemption for certain small welfare plans. However, all plans which have 

a trust, including small plans, must file form 5500. 
5
 Advisory Council on Employee Welfare and Pension Benefit Plans, 2004 ERISA Advisory Council 

Health and Welfare Form 5500 Requirements Working Group Report,(Washington, DC 2004) 
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As a result of this lack of information, EBSA was unable to effectively target its 
resources. EBSA was also unable to fully comply with the ACA requirement to report on 
national claim denial rates. The Secretary of Labor, in coordination with the Secretary of 
Health and Human Services, was required to conduct a study and collect information 
and analyze, among other things, claim denial rates. EBSA, however, was unable to 
comply with this requirement and reported to Congress in its 2011 Study of the Large 
Group Market that there was no data source that provided systematic, nationally 
representative data on claims denial rates.  
 
Much information on claims, however, does exist. State insurance regulators with 
authority over fully-insured plans have access to significantly richer sources of data. The 
State regulators we interviewed stated they routinely conducted both comprehensive 
market conduct examinations of insurers and examinations that included the review of 
denied benefit claims.  All of the states we surveyed had access to insurer financial 
information, and used it to assign risk ratings for their examinations. Forty-five states 
and the District of Columbia required insurers to submit financial information and claims 
data due in part to the National Association of Insurance Commissioners (NAIC) 
financial reporting model requirement for all state health insurers to submit an 
Underwriting and Investment Exhibit which includes an analysis of claims unpaid. Forty-
four states reported to us that they conducted regular periodic examinations of insurers 
and benefit claims (see Exhibit 1). 
 
Although ERISA prevents states from regulating self-insured plans, State regulators 
routinely received, compiled, and forwarded complaints from participants in self-insured 
plans to EBSA. States, however, find their access to claim information limited by ERISA. 
In March 2016, the U.S. Supreme Court decided against the state of Vermont, which 
was seeking to obtain claims information from a self-insured plan.6 The Vermont law 
defined health insurer to include a “self-insured . . . health care benefit plan,” as well as 
“any third party administrator” and any “similar entity with claims data, eligibility data, 
provider files, and other information relating to health care provided to a Vermont 
resident.” The Court opined that federal authorities and not the states administer 
reporting requirements for self-insured plans under ERISA.  In light of the Court’s 
opinion effectively limiting states’ authority to collect data, unless EBSA expands its 
reporting requirements for self-insured plans, oversight of denied claims would be 
reduced overall. ERISA makes clear that the Secretary of Labor is authorized to decide 
whether to exempt plans from ERISA reporting requirements or to require ERISA plans 
to report data such as that sought by Vermont.  
 
Other than relying on third-party studies, and despite some opportunities to collect 
information, EBSA has little or no data on the universe of plans and claims. EBSA could 
expand filing requirements and reporting thresholds to obtain more information for use 
in focusing its investigative resources. EBSA has the authority to amend regulations 
governing filing requirements for form 5500 and change the exemptions that apply to 

                                            
6
 Gobeille v. Liberty Mutual Insurance Co., 136 S. Ct. 936 (2016) 
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small plans. The lack of information on small plans takes on additional importance 
because, according to information gathered by EBSA through its investigations, 
improper health claim denials occur most often in small plans that lack the funds to pay 
their approved claims. In addition, even though EBSA collected some information for the 
approximately 24,500 plans that file form 5500, it has not analyzed broad denial of 
benefit claims data at the plan or insurer level for those plans, nor analyzed the over 
68,000 participant health claim inquiries related to partially or fully denied benefit claims 
it received from 2012 – 2015. As a result, EBSA cannot target investigations on any 
pattern of denials that such analysis might identify. Focusing on high-risk areas, such as 
health plan claims denials, would enable EBSA to make more effective use of its 
enforcement resources. 
 
ERISA allows the Secretary of Labor to require any information or data from any plan 
where he/she finds such data or information is necessary to carry out the purposes of 
the statute, §1024(a)(2)(B), and, when investigating a possible statutory violation, “…to 
require the submission of reports, books, and records, and the filing of data…” related to 
other requisite filings, §1134(a)(1). Thus, the Secretary has the general power to 
promulgate regulations necessary or appropriate to administer the statute, §1135, and 
to provide exemptions from any reporting obligations, §1024(a)(3). 
 
In July 2016, the Department of Labor (DOL), the Internal Revenue Service and the 
Pension Benefit Guaranty Corporation jointly issued proposed regulations that would 
correct many of the issues we identified. Most notably, the proposed regulations would 
require all employer sponsors of health and welfare plans subject to ERISA to complete 
form 5500, regardless of the size of the employer or the number of employees enrolled 
in the plan. In addition to the removal of the small plan reporting exemption, the 
proposed regulations would add a new Schedule J to form 5500, which would be 
required to be filed by all group health plan sponsors.  Among other things, Schedule J 
would collect claims processing and payment information, including the number of 
claims filed, paid, appealed, and denied.  
 
Should the proposed regulations be finalized in their current form, EBSA will have 
access to a significantly larger amount of information regarding almost all health plans it 
oversees. However, form 5500 revisions, if adopted, generally would apply for plan 
years beginning on January 1, 2019, and EBSA would not begin processing the Plan 
Year 2019 form 5500 annual returns until 2020. Meanwhile, EBSA should begin 
reviewing the claims information it already collects from plans currently required to file  
form 5500 and analyzing the participant health claim inquiries it receives to better focus 
its enforcement efforts on improperly denied health claims.   
 

EBSA HAS NOT PROVIDED SUFFICIENT GUIDANCE 
FOR EXTERNAL REVIEWS AND IROs  

 
ACA provides consumers the right to appeal health plan decisions. Generally, 
consumers must first ask the health plan to reconsider its decision to deny payment for 
a service or treatment. New rules govern how plans must handle an appeal (usually 
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called an “internal appeal”). These rules apply to health insurance policies that were first 
sold or significantly modified after March 23, 2010.  
 
If the plan still denies payment after considering the internal appeal, ACA permits 
consumers to have an outside independent decision-maker (IRO) decide whether to 
uphold or overturn the plan’s decision. This additional step is often referred to as an 
“external review.” 
Regulations jointly issued by the Department of Health and Human Services (HHS), the 
U.S. Department of the Treasury, and DOL in July 2010 provide for three different 
external review processes. In some states, consumers use their state’s external review 
process. The external review process used by states must, at a minimum, include the 
consumer protections set forth in the Uniform Health Carrier External Review Model Act 
issued by NAIC.  
 
The July 2010 regulations set forth 16 minimum consumer protection standards from 
the NAIC Uniform Model Act that a State must include in its external review process. 
Among other requirements, the state must provide for external review of adverse benefit 
determinations, require plans to provide effective written notice to claimants of their 
rights to external review, assign IROs on a random basis or another method of 
assignment that ensures the independence and impartiality of the process, provide for 
the maintenance of a list of approved IROs qualified to conduct the external review 
based on the nature of the health care service that is the subject of the review, and 
provide that the IRO decision is binding on the claimant, as well as the plan or issuer.  
For a complete listing of the 16 standards, see Exhibit 2. 
 
If a state’s external review process does not meet these minimum standards, group 
health plans and health insurance issuers in that state are required to implement an 
external review process by choosing to use either the HHS-administered federal 
external review process or to contract with accredited IROs to review external appeals 
on their behalf. 
 
EBSA, through its regulatory guidance and oversight, is responsible for ensuring that 
plans and issuers comply with the requirements governing the external review process. 
EBSA published a Request for Information (RFI) in 2010 to help it develop additional 
guidance for external reviews. EBSA sought input on the implementation of a federal 
external review process for health coverage in states that did not have an external 
review process that met the minimum federal standards. EBSA also sought input on 
data collected by IROs for tracking appeals, conducting analyses, and the specific 
requirements which should be applied to IROs to evaluate progress toward performance 
goals. The agency, however, has not yet made use of the input it received on this RFI to 
issue guidance to IROs.  
 
In addition, EBSA has not finalized the interim final rule it published in 2010 or collected 
any information from plans to ensure they have effective and compliant external review 
processes. This lack of information made it difficult for EBSA to perform its oversight 
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role by using data to target its investigations. As a result, the agency cannot ensure that 
plans are complying with external review requirements. 
 
THE FIDUCIARY STATUS OF IROs IS UNCLEAR 

 
EBSA needs to issue further guidance clarifying the fiduciary status of IROs. The U.S. 
Supreme Court has established that the basic function of making benefit claim 
determinations falls under the ERISA definition of a fiduciary. As noted by the Court, 
“…the ultimate decision maker … regarding an award of benefits must be a fiduciary 
and must be acting as a fiduciary when determining a … claim.”7 As a result, IROs, 
which issue binding decisions on claims, would appear to fall under the Court’s 
interpretation of ERISA’s definition of fiduciaries, and could be liable as such. On the 
other hand, the primary guidance governing IROs, the NAIC Model Act, which has been 
substantially adopted by 46 states and forms the basis for EBSA guidance on the 
subject, maintains that IROs are generally insulated from fiduciary liability.8 
 
Because these two premises are in conflict, EBSA needs to clarify its guidance 
regarding the fiduciary status of IROs. IROs have expressed a hesitancy to conduct 
external reviews for self-insured plans because they are unclear as to their potential 
liability as fiduciaries. As a result, the National Association of Independent Review 
Organizations has sought clarification from the DOL on the role of IROs in the federal 
external review process, and in particular, whether the DOL considers IROs to be 
fiduciaries when performing federal external reviews under ACA, and the extent to 
which IROs are insulated by the “hold harmless” provisions of the NAIC Model Act. 
EBSA has stated that it is examining the issue of IRO fiduciary liability in the federal 
external review process to determine if additional guidance is needed. 
 
 

CONCLUSION 

 
EBSA has not placed sufficient management emphasis or the resources required to 
target, examine, and correct health plans’ improper claims processing. As a result, 
EBSA has not provided appropriate oversight and guidance to adequately protect an 
estimated 79 million self-insured health participants against the improper denial of 
health benefits. 
 
Because improper denials of health benefit claims can have catastrophic effects on the 
health and financial security of plan participants and their families, it is crucial that 
claims be properly decided, appeals fairly determined, and meaningful relief provided 
where appropriate. Without a robust enforcement oversight and well-regulated external 
review process, plan participants may be forced to contend with potentially biased 
internal reviews and difficult, time-consuming litigation in which the decisions of plans 
and insurers may be given deference.  

                                            
7
 Aetna Health Inc. v. Davila, 542 U.S. 200, 220 (2004) 

8
 Section 14 of the Model Act provides for exceptions in cases of bad faith or gross negligence by IROs. 
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OIG RECOMMENDATIONS 

We recommend the Assistant Secretary for Employee Benefits Security: 
 
1. Reduce or eliminate exemption thresholds for small plans. 

 
2. Require that aggregate claims information be reported for all reporting 

ERISA health and welfare benefit plans. 
 

3. Use reported claims data to discover and focus investigations of health 
plans. 

 
4. Establish external review reporting requirements for IROs through plan 

filings. 
 

5. Issue guidance to clarify the fiduciary status of IROs. 
 
 

MANAGEMENT RESPONSE 

 
The Assistant Secretary for Employee Benefits Security generally agreed with our 
findings and recommendations and  responded that proposed regulations issued by the 
Department on July 12, 2016, would reduce reporting thresholds and establish 
expanded reporting requirements for most health plans, as well as address in an 
alternative way the OIG’s recommendation regarding reporting for IROs. In addition, the 
Assistant Secretary responded that EBSA would seek additional opportunities to share 
reported claims data, but that no additional clarification is needed for IRO fiduciary 
status at this time. 
 
 
We appreciate the cooperation and courtesies EBSA personnel extended to the OIG 
during this audit. OIG personnel who made major contributions to this report are listed in 
Appendix C. 
 

 
 
Elliot P. Lewis  
Assistant Inspector General 
  for Audit 
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Exhibit 1 

State Insurance Regulator Responses 

Insurers 
Required 
to Submit State has Has Memo of 

State/  
Territory  

Contacted 

Unpaid 
Claims 

Information    
Yes / No 

External 
Review 
Process  
Yes / No  

Market Conduct Exams    
Focused, 

Comprehensive, Both or 
None 

Understanding 
or any 

collaboration 
from EBSA 

1. AL Yes No Both No 

2.AZ  Yes Yes Focused No 

3. CA Yes Yes Both No 

4. CO Yes Yes Focused No 

5. CT Yes Yes Both No 

6. DC Yes No None No 

7. DE Yes Yes Focused No 

8. FL Yes Yes Both No 

9. GA Yes Yes Focused No 

10. HI Yes Yes Focused No 

11. IA Yes Yes Comprehensive No 

12. ID Yes Yes Comprehensive No 

13. IL Yes Yes Focused No 

14. IN Yes Yes Both No 

15. KS Yes Yes Focused No 

16. KY Yes Yes Both No 

17. LA Yes Yes Focused No 

18. MA Yes Yes Focused No 

19. MD Yes Yes Focused No 

20. ME Yes Yes Focused No 

21. MI Yes Yes Focused Yes 

22. MN Yes Yes Both No 

23. MO Yes Yes Focused No 

24. MS Yes Yes Focused No 

25. MT Yes Yes Focused No 

26. NC Yes Yes Focused No 

27. ND Yes Yes Focused No 

28. NE Yes Yes Both No 

29. NH Yes Yes Focused No 

30. NJ Yes Yes Focused No 

31. NM Yes Yes Both No 
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 32. NV Yes Yes N/A * No 

33. NY Yes Yes Focused No 

34. OK Yes Yes Focused No 

35. OR Yes Yes None No 

36. PA Yes No Focused No 

37. RI Yes Yes Focused No 

38. SD Yes Yes Both No 

39. TN Yes Yes NA No 

40. TX Yes Yes Both No 

41. UT Yes Yes Focused No 

42. VA Yes Yes Focused No 

43. VT Yes Yes Focused No 

44. WA Yes No Focused No 

45. WV Yes No Both No 

46. WY Yes No Comprehensive No 

Totals 46 Yes 40 Yes        
6 No 

43 reported regular 
periodic exam benefit 
claims - *NV did not 

Michigan 
indicated MOU 

respond to our request. with EBSA 
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Exhibit 2 

Minimum Consumer Protection Standards NAIC Uniform Model Act 

 

1. External Review of Adverse Benefit Decisions Based on medical necessity, appropriateness, 
healthcare setting, level of care, or effectiveness of a covered benefit. 

2. Claimants must receive written notice of their rights to external review.  

3. If exhaustion of internal appeals is required prior to external review, exhaustion must be 
unnecessary if a-) the issuer or plan waives the exhaustion requirement b) the issuer or plan is 
considered to have exhausted the internal appeals process by failing to comply with the 
requirements except those failures that are based on de minimis violations that do not cause, and 
are not likely to cause, prejudice or harm to the claimant.  or c) the claimant simultaneously 
requests an expedited internal appeal and an expedited external appeal. 

4. The cost of an Independent review organization (IRO) to conduct an external review must be 
borne by the issuer or (plan), although the process may require a nominal fee from the claimant 
requesting external review.    

5. There cannot be any restriction on the minimum dollar amount of a claim in order to be eligible for 
external review.  

6. Claimant must be given 4 months to file a request for external review after receipt of adverse 
benefit determination or final internal adverse benefit determination.  

7. The IRO must be assigned randomly by the State or independent entity or by another method 
such as rotational assignment that ensures the independence and impartiality of the assignment 
process.   

8. The process must provide for the maintenance of a list of approved IROs (only those that are 
accredited by a nationally recognized private accredited organization).   

9. Approved IROs must have no conflicts of interest that will influence their independence. 

10. Claimants must be allowed at least 5 business days to submit to the IRO any additional 
information that the IRO must consider and the claimant must be notified of the right to submit 
additional information.  Any additional information submitted by the claimant must be forwarded to 
the issuer or plan within 1 business day of receipt by the IRO.   

11. The IRO decision must be binding on the claimant, as well as the plan or issuer (except to the 
extent that other remedies are available under State or Federal law). 

12. For standard external review, the IRO must provide written notice to the issuer (or plan) and the 
claimant of its decision to uphold or reverse the adverse benefit determination within no more 
than 45 days after the receipt of the request   

13. The process must allow for an expedited review in certain circumstances, in such cases notice of 
the decision must be provided no later than 72 hours after receipt of the request for external 
review.  (and if notice of the IRO’s decision is not in writing, the IRO must provide written 
confirmation of its decision within 48 hours after the date of the notice of the decision).  

14. Issuers or plans must provide a description of the external review process in or attached to the 
summary plan descriptions, policy, certificate, membership booklet, outline of coverage, or other 
evidence of coverage provided to participants, beneficiaries, or enrollees.   

15. The IRO must maintain written records and make them available upon request to the State, 
substantially similar to section 17 of the NAIC  Uniform Model Act.  

16. The process must follow procedures for external reviews involving experimental or investigational 
treatment, substantially similar to section 10 of the NAIC Uniform Model Act.   
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APPENDIX A 
 

OBJECTIVE, SCOPE, METHODOLOGY, AND 
CRITERIA 

 
OBJECTIVE 

 
The OIG conducted this performance audit to answer the following question: 
 

Did EBSA have the ability to protect the estimated 79 million participants 
in self-insured health plans from improper claims denials? 

 
SCOPE 

 
Our audit work covered EBSA enforcement actions for fiscal years 2012 through 2015. 
 
We conducted this performance audit in accordance with generally accepted 
government auditing standards. Those standards require that we plan and perform the 
audit to obtain sufficient, appropriate evidence to provide a reasonable basis for our 
findings and conclusions based on our audit objective. We believe the evidence 
obtained provides a reasonable basis for our findings and conclusions based on our 
audit objective. Fieldwork was conducted at EBSA headquarters in Washington, D.C. 
 
METHODOLOGY 

 
To accomplish our audit objective, we reviewed EBSA’s: (1) results of enforcement 
actions conducted for calendar years 2012 through 2015; (2) legal authority, 
rulemaking, and issued guidance; (3) Technical Assistance Inquiry System results and 
analyses; (4) contracted studies and mandated reports; and (5) collaboration with State 
insurance regulators. We also reviewed federal and state laws and regulations and 
EBSA policies related to claims processing and internal/external reviews and appeals. 
Additionally, we conducted interviews with EBSA officials, 45 State and District of 
Columbia Insurance Regulators that responded to our requests, 14 IROs, National 
Association of Insurance Commissioners, HHS, and employee benefit industry experts.  
 
To determine the reliability of EBSA’s enforcement case data, we: (1) identified specific 
data elements from ERISA Filing Acceptance System II (EFAST2) that were critical to 
supporting our audit analyses; (2) developed and completed steps to assess the 
completeness and accuracy (i.e., reliability) of the data; (3) traced data elements (i.e., 
Employer Identification Number, plan name, calendar/fiscal beginning and ending dates, 
participant count and total assets) to source documents (i.e., Forms 5500 and 5500-SF, 
financial statements; and (4) followed up with EBSA to clarify the meaning of the data 
and address discrepancies identified. We determined the data was sufficiently reliable 
for our testing purposes. 
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EBSA collects limited program data concerning health plans, participants, and benefit 
claims due to regulatory health plan filing exemptions and the lack of form 5500 data 
captured on denied claims and independent review organizations. As a result, we were 
unable to verify estimates provided by EBSA. In addition, we did not verify the reliability 
of data on EBSA’s Technical Assistance Inquiry System results as it did not track the 
resulting health plan investigations into claims processing.  
 
In planning and performing our audit, we considered EBSA’s internal controls that were 
relevant to our audit objective by obtaining an understanding of those controls and 
assessing control risk for the purposes of achieving our objective. The objective of our 
audit was not to provide assurance on the internal controls. Therefore, we did not 
express an opinion on the internal controls as a whole. Our consideration of EBSA’s 
internal controls relevant to our audit objective would not necessarily disclose all 
matters that might be reportable conditions. Because of the inherent limitations on 
internal controls, noncompliance may nevertheless occur and not be detected. 
 
CRITERIA 

 
We used the following criteria to accomplish our audit: 
 

 29 CFR Part 2590 Interim Final Rules for Group Health Plans and Health 
Insurance Issuers Relating to Internal Claims and Appeals and External Review 
Processes under the Patient Protection and Affordable Care Act; Interim Final 
Rule   

 

 29 CFR 2590.715-2719 - Internal claims and appeals and external review 
processes  

 

 29 U.S. Code §1132 - Civil enforcement  
 

 29 CFR 2520.104-20 - Limited exemption for certain small welfare plans 
 

 29 CFR 2560.503-1 - Claims procedure 
 

  Section 2550.404(c)-1 – ERISA Section 404(c) plans.       
 

 29 U.S. Code §1109 - Liability for breach of fiduciary duty 
 

 Technical Release 2010-01: Interim Procedures for Federal External Review 
Relating to Internal Claims and Appeals and External Review Under the Patient 
Protection and Affordable Care Act  

 

 Technical Release 2011-02:  Guidance on External Review for Group Health 

Plans and Health Insurance Issuers Offering Group and Individual Health 
Coverage, and Guidance for States on State External Review Processes 
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 Technical Release 2013-01: Extension of the Transition Period for the 

Temporary NAIC-similar State External Review Process under the Affordable Care 
Act   
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APPENDIX B 
 

EBSA’S RESPONSE 
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TO REPORT FRAUD, WASTE OR ABUSE, PLEASE CONTACT: 
 
Online: http://www.oig.dol.gov/hotlineform.htm 
Email: hotline@oig.dol.gov 
 
Telephone:  1-800-347-3756 
  202-693-6999 
 
Fax:   202-693-7020 
 
Address: Office of Inspector General 
 U.S.  Department of Labor 
 200 Constitution Avenue, N.W. 
 Room S-5506 
 Washington, D.C.  20210 
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