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 NCVHS rejects TCS extension; 
CMS issues guidance  
  by  Jennifer Carsen, J.D. , Contributing Editor  

 Although many healthcare providers will miss the October 16, 2003, implementa-
tion deadline for HIPAA’s electronic data transactions and code set provisions, 
the National Committee on Vital and Health Statistics (NCVHS) has rejected the 
possibilit y of an extension. In response to concerns about the rapidly approach-
ing deadline, the Centers for Medicare and Medicaid Services (CMS) has issued 
a guidance. 

  Deadline extension denied.  In a letter to HHS Secretary Tommy G. 
Thompson, NCVHS noted that a “signifi cant number” of covered entities would 
not meet the October deadline, for a variet y of reasons. Many providers have 
been focused on complying with HIPAA’s privacy protections, which became 
effective April 14, 2003, leaving little time for the upcoming October deadline. 
There is a general lack of knowledge about how to implement the nuts and bolts 
of HIPAA’s electronic transactions and code set provisions, and some providers 
believe there will be another deadline extension, as there was last year. Finally, 
not all payers, providers, clearinghouses, and software vendors have made the 
necessary technical adjustments to electronically transmit or receive HIPAA-
covered transactions. 

 Despite these obstacles, NCVHS opposes an extension to the October 16, 2003 
deadline. With the possible exception of small providers, says NCVHS, most cov-
ered entities have made investments into complying with the deadline. Extending 
it would likely penalize them, while doing little to motivate noncompliant providers 
to take a new deadline seriously. 

  Flexible transition period.  However, NCVHS is advocating fl exibilit y in 
enforcement during a transition period not to extend beyond April 16, 2004. HHS 
enforcement could provide some fl exibilit y by promoting good-faith compliance 
without limiting enforcement actions against entities not having taken steps to 
comply. During the transition period, a covered entit y that was otherwise compliant 
would not be considered out of compliance if, for example, a payer accepts claims 
submitted in the HIPAA standard format, but with only the data elements that the 
payer requires to adjudicate the claim, or exchanges transactions with a provider in 
a pre-existing non-compliant electronic format. 

 To facilitate compliance, NCVHS advocates increased outreach by HHS to 
educate providers and payers about implementation requirements and provide 
technical assistance. Examples of additional outreach would include the develop-
ment and dissemination of an implementation checklist and contingency planning 
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assistance. NCVHS also recommends 
that HHS work with industry represen-
tatives to resolve uncertainties regard-
ing the interpretation of the standards 
and the process for handling legacy 
claims—those in process before the 
October 16 deadline. 

  CMS guidance.  Because of wide-
spread concerns and confusion, CMS 
has released a guidance on compliance 
with the transaction regulations. In the 
guidance, CMS says “[t]he law is clear: 
October 16, 2003 is the deadline for cov-
ered entities to comply with HIPAA’s 
elect ronic t ransaction and code set 
provisions.” After that date, says CMS, 
covered entities may not conduct non-
compliant transactions. 

 CMS wi l l focus on volunt ar y 
compliance with HIPAA’s electronic 
transactions and code set provisions. 
Enforcement effor ts will be driven 
by complaints. When CMS receives 
a complaint about a covered entit y, it 
will notif y the entit y in writing that 
a complaint has been fi led. Following 
notifi cation from CMS, the entit y will 
have an opportunit y to 

demonstrate compliance, 
document its good-faith efforts to com-
ply with the standards, and/or 
submit a corrective action plan (CAP) 
to achieve compliance in an acceptable 
manner and time. 
CMS says more information on CAPs 

will be forthcoming. 
 CMS will not impose a monetar y 

penalt y when a failure to comply is 
based on reasonable cause rather than 
willful neglect and the failure is cured 
within 30 days. HHS can also extend 
the period within which a covered 
entit y may cure the noncompliance, 
“based on the nature and extent of the 
failure to comply.” 

 Because transactions often require 
the participation of two covered en-
tities, CMS acknowledges that non-
compliance by one covered entit y may 
put the other “in a diffi cult position.” 
Accordingly, CMS will not impose 
penalties on covered entities that de-
ploy contingencies in order to ensure 

the smooth fl ow of payments, if they 
have made reasonable and diligent ef-
forts to become compliant or, in the 
case of health plans, to facilitate the 
compliance of their trading partners. 
Indications of good faith might include 
factors such as

increased external testing with trading 
partners; 
lack of availabilit y of, or refusal by, the 
trading partner(s) prior to the dead-

line to test the transaction(s) with the 
covered entit y whose compliance is at 
issue; or
in the case of a health plan, con-
certed efforts before and after the 
deadline to conduct outreach and 
make testing opportunities available 
to its provider communit y. 
 Covered entities are responsible for 

ensuring that electronic transactions 
are HIPAA-compliant, even if they use 
vendors, third-par t y administ rators 
(TPAs), or clearinghouses. CMS has 
released a list of questions for covered 
entities to ask their vendors, TPAs, and 
clearinghouses to ensure that electronic 
t ransactions meet HIPAA standards 
by October 16. CMS notes that the 
HIPAA readiness of these third parties 
will directly affect a covered entit y’s 
HIPAA readiness. 

 In the remaining time before the 
October 16th deadline, HHS is en-
couraging health plans and providers 
to intensify their efforts toward achiev-
ing transaction and code set compliance. 
HHS is also urging health plans to assess 
the readiness of their provider communi-
ties to determine the need to implement 
contingency plans to maintain the fl ow 

"There is a general lack 
of knowledge about 
how to implement 
the nuts and bolts of 
HIPAA’s electronic 
transactions and code 
set provisions"

of payments while continuing to work 
toward compliance. 

 A copy of the NCVHS let ter can 
be found at  ht tp://ncvhs.hhs.gov/
03062512.htm . ■ 
  CCH Chicago Bureau, August 21, 2003  
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 Emergency patient 
transport arrangement 
cleared 
  by  Geraldine S. Stroka , J.D., R.N., 
M.S.N.  

 A proposed arrangement to provide 
emergency t ransport for t rauma pa-
tients by an ambulance service and a 
not-for-profit hospital implicated the 
Anti-kickback statute. However, the Of-
fi ce of Inspector General (OIG) permit-
ted the plan. The OIG determined that 
the arrangement between the hospital 
and the ambulance service provided sig-
nifi cant benefi t to the rural communit y 
while posing minimal risk of federal 
healthcare program abuse.  

  Trauma mortality increased.  
The Department of Transportation of 
the state determined that patients suf-
fering traumatic injuries in rural areas 
experienced increased mortalit y and dis-
abilit y when compared to other trauma 
patients across the state. According to the 
Department, the increased mortalit y for 
trauma patients resulted from:  
(   1) the great distance between properly 

equipped emergency rooms; 
   (2) inadequate ground ambulance cover-

age; and 
   (3) long response time by emergency 

personnel.   
 Under the state's trauma program, 

the transportation service is divided 
into areas governed by regional trauma 
councils (R AC). Membership in the 
R AC includes public safet y agencies, 
hospitals and public and private ambu-
lance service. These statistics prompted 
the hospital and the ambulance company 
to take action. 

  Joint helicopter program.  The hos-
pital and the ambulance company request-
ing this opinion issued a joint proposal to 
transport trauma victims. The two entities 
had no prior business relationships.  

 Under the proposed arrangement, the 
ambulance company would purchase, op-
erate, staff, manage and maintain a heli-
copter equipped with a mobile intensive 
care unit. The hospital would provide, 
without charge:  

   (1) a helicopter landing pad adjacent to 
the hospital, 

   (2) quarters for the helicopter crew, and 
   (3) related utilit y and securit y services.   

 The landing pad and crew quarters 
would be available to any ambulance 
company transporting patients.  

  Anti-kickback statute implicat-
ed.  Under the Anti-kickback statute, it 
is a criminal offense to knowingly and 

willfully offer, pay, solicit, or receive 
any remuneration to induce or reward 
referrals of items or services reimburs-
able by federal healthcare programs, 
Soc. Sec. Act. §1128B(b). “Remunera-
tion” under the Anti-kickback statute 
includes the transfer of anything of 
value, in cash or in-kind, directly or 
indirectly.  

  OIG's risk/benefi t analysis.  The 
OIG decided that this proposed heli-
copter transport arrangement presented 
a minimal risk of fraud and abuse to the 
federal healthcare programs, provided 
signifi cant benefi t to the community, and 

therefore permitted the plan. In making 
its determination, the OIG reasoned that 
the proposed arrangement:  
   (1)  presented minimal risk of over utiliza-

tion of federal healthcare programs 
because it dealt exclusively with emer-
gency medical services;  

   (2)  could not steer patients to the hospital 
because of the extensive regulations 
surrounding the referral pattern for 
the emergency transport of patients;  

   (3)  was consistent with the emergency 
medical services and trauma care sys-
tems enacted to regulate and improve 
these systems; and  

   (4)  would improve pre-hospital emergen-
cy and trauma care; thereby reducing 
the mortalit y and disabilit y of this 
area's trauma patients.    

  Importance.  T  his opinion re-empha-
sizes a position long-held by the OIG. 
The OIG continues to maintain that 
arrangements involving the provision of 
goods or services for nominal or at below 
market rates to actual or potential referral 
sources are suspect and may violate the 
Anti-kickback statute if one purpose is 
to induce or reward referrals of federal 
healthcare program business.  ■ 
  OIG Advisor y Opinion 03-14, July 3, 2003, 

 ¶150,211   

"This opinion re-
emphasizes a position 
long-held by the OIG."
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 Relationships between research funding agencies 
and individual researchers and their institutions  
  by Patricia Brent, J.D., M.P.H.  

  This is the third article covering compliance issues related to the provision of 
clinical research studies. The fi rst article covered compliance issues related to 
claims submission, reimbursement and Anti-kickback concerns for clinical trials. 1  
The second covered compliance issues related to the rights and safety of human 
participants in medical research studies. 2 This article addresses compliance issues 
associated with the relationship between the research sponsor or funding agency, 
and the medical researchers and their research institution, specifi cally institutional 
assurances of compliance and fi nancial confl ict of interest. The HIPAA privacy 
rule, as it applies to research programs, is also discussed. Reporting requirements, 
researcher misconduct, issues associated with funding accounts and accreditation 
programs will be addressed in a future article. 
  Institutional Assurances of Compliance  

 Institutional assurances of compliance are one of three 
important protections for human participants in medical 
research studies outlined in the federal regulations. 3 The 
others are: (1) informed consent, and (2) institutional review 
boards (IRBs). These protections emanate from ethical and 
medical care principles that evolved from the patient rights 
atrocities committed by the Nazis during World War II. 4  
Notorious abuses of human participants in medical research 
studies also have occurred in the United States, notably the 
Tuskegee syphilis study of African-American males and the 
Willowbrook study of hepatitis B virus in institutionalized, 
learning disabled children. 5  They provided additional impetus 
for developing protections to safeguard human participants 
in medical research. 

 The Federal Policy for the Protection of Human Subjects 
in Medical Research  (the Common Rule) requires that each 
institution “engaged” in federally-sponsored human subject 
research fi le an “Assurance of Compliance” for protecting 
human subjects. 6   This Assurance formalizes the institution’s 
commitment to protect human subjects. The requirement 
for fi ling an Assurance applies both to the institution and to 
any collaborating“performance site” institutions.  The federal 
Offi ce of Human Research Protection (OHRP) is responsible 
for oversight of awards granted to research institutions and 
approves and oversees all Assurances. OHRP negotiates and 
approves the Assurances on the Department of Health and 
Human Services’ (HHS) behalf. OHRP evaluates written 
complaints, allegations or evidence of noncompliance, no 
matter the source. 

 Under the Common Rule, institutions become“engaged” in 
human subject research whenever their employees or agents: 

(1) intervene or interact, for research purposes, with living 
individuals; or (2) obtain, release, or access individually iden-
tifi able private health information for research purposes. 7  
Institutions are automatically considered “engaged” in human 
subject research whenever they receive a direct HHS award 
to support such research, even when all activities involving 
human subjects are carried out by a subcontractor or collabo-
rator. 8  In such cases, the “awardee” institution bears ultimate 
responsibilit y for protecting human subjects and for ensuring 
that all collaborating institutions hold an OHRP-approved 
Assurance prior to initiating the research. 

  Assurances must describe the institution’s means for 
complying with HHS regulations such as the protection of 
human subjects. The Assurance commits the institution, its 
researchers, and other personnel to full compliance with all 
applicable regulations. 9  Information required to be included 
in the written Assurance includes the following: 10   

   statement of principles governing the institution; 
   designation and roster of the IRB; and 
   IRB procedures for ensuring prompt reporting.   
 Activities required by the Assurance are guided by the 

ethical principles contained in the Belmont Report or other 
appropriate ethical standards recognized by federal depart-
ments and agencies that have adopted the Common Rule. 
Institutional responsibilities include: 11   

   bearing full responsibilit y for all research involving human 
participation covered under the Assurance; 
   meeting all requirements for 45 CFR 46 or 21 CFR Parts 
50 and 56 (for FDA-related research); 
    designating one or more IRBs to review and approve all 
nonexempt research covered under the Assurance; 
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   providing suffi cient space and staffi ng to support the IRB’s 
review and record-keeping duties; and 
    ensuring that appropriate Assurances and certifi cates of 
IRB review are submitted for all federally-sponsored re-
search, including all participating performance sites.    
 These institutional assurances act, in essence, as a contract 

between the federal government and the institution and its 
researchers. In return for the institution and its researchers 
assuring compliance with federal regulations, the federal 
government agrees to fund the proposed research study. A 
violation of one or more of the terms of the Assurance is like 
a breach of contract. The federal government, through the 
OHRP, retains the abilit y to take corrective actions to remedy 
noncompliance with HHS regulations and to prevent reoc-
currence of a violation. Usually, OHRP tailors its correction 
action requirements to each individual case. Recommended 
corrective actions may include: 12   

    requiring that an institution follow a specifi c “corrective 
action plan” designated by OHRP; 
   requiring special reporting to OHRP from the institution; 
   withdrawing approval of an institution’s Assurance of Com-
pliance, which results in the suspension of HHS support 
until an appropriate Assurance is approved; 
   suspending, temporarily, or removing permanently an 
institution or investigator from specifi c projects; or 
   declaring the institution or an individual researcher ineli-
gible to participate in federally supported research (debar-
ment), the most severe of the corrective actions that may 
be taken.   
 Consider the following actions to reduce the risk of non-

compliance: 
   Educate every key institutional participant in the research 
process on the terms of the Assurance: the IRB, senior 
management in the institution, the compliance offi cer 
responsible for research compliance (if in place), the prin-
ciple investigator and the research study coordinator (if 
in place).  
   Develop an action plan that includes monitoring each term 
of the Assurance and determine who is responsibilit y for 
monitoring the plan and reporting the results; and 
   Develop a policy and procedure for correcting problems as 
they arise and are detected.   

 Financial Confl icts of Interest 
 There are increasing concerns that fi nancial confl icts of in-
terest in research, derived from fi nancial relationships may 
affect the rights and safet y of human participants in medical 
research studies. 13 Prudent stewardship of public monies that 
support medical research requires that careful steps be taken 
to ensure high qualit y outcomes. Confl icts of interest create 
at least a  perception  of bias on the part of researchers and their 

institutions and beg the question of whether these perceived 
(or actual) biases infl uence the outcome of decisions derived 
from the research. More importantly, any biased decision 
may put at risk the rights and safet y of human participants 
in the research studies. Therefore, it is important to ensure 
that fi nancial interests do not drive the analysis of data or the 
reporting of medical research and study results. 

 Both the Common Rule 14  (for publicly funded research) 
and FDA regulations 15  (for privately sponsored research) pro-
hibit confl icts of interest from infl uencing the outcome of a 
clinical research study. Research studies that receive funding 
from a public health service agency, including the National 
Institutes of Health (NIH), must comply with regulations 
that require institutional offi cials to “manage” confl icts of 
interest issues. 16  The intent of confl ict of interest policies is 
to promote “objectivit y in research by establishing standards 
to ensure there is no reasonable expectation that the design, 
conduct, or reporting of research funded by public monies will 
be biased by any confl icting fi nancial interest of the research 
investigators or their institutions.” 17   

 In clinical research programs, fi nancial confl ict of interest 
issues may arise with members of the Institutional Review 
Board (IRB), physician-researchers, or the institution itself. 
According to federal guidelines, a confl ict exists when the 
appropriate institutional offi cial reasonably determines that 
a “signifi cant fi nancial interest” could directly and signifi -
cantly affect the design, conduct, or reporting of the funded 
research. 18   To prevent an institution, members of its gov-
erning body or its employees from using their positions for 
purposes that are, or give the appearance of being, motivated 
by a desire for private fi nancial gain, each institution receiv-
ing Public Health Service (PHS) funds must have written 
policy guidelines on confl ict of interest and the avoidance 
of confl icts. 19 These policies should refl ect federal, state, and 
local regulations and must cover fi nancial interests, gifts, gra-
tuities and favors, nepotism and other areas, such as political 
participation and bribery. Each institution applying for HHS 
grants or contracts must, at a minimum, maintain written, 
enforced policies that: 20   

    comply with the regulations; 
   inform each researcher of the regulation, the institution’s 
policy and his/her reporting requirements; 
   identify the institutional offi cial(s) who determine whether 
a confl icting interest exists, and the person responsible 
for ensuring that appropriate actions be taken to manage, 
reduce or eliminate the confl ict; 
   provide for retention of records “for at least three years 
from the date of submission of fi nal report” or as specifi ed 
in 45 CFR 74.53(b); 
   establish adequate enforcement mechanisms and sanc-
tions; and 

continued on page 6
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   require that the institution certify it maintains written 
policies and procedures to identify, manage, reduce or 
eliminate confl icting interests.    
 It is important to understand that fi nancial interests are 

not prohibited. 21  Indeed, most leaders in the medical research 
community, as well as government policy-makers concede that 
it is impossible to eliminate these fi nancial relationships, espe-
cially given the long-standing practice of technology transfer 
between the federal government, academia, and the private 
sector. 22 Therefore, to the extent that fi nancial relationships 
may affect the rights and welfare of human participants in 
medical research, “managing” these relationships has properly 
become the goal. 

 To this end, HHS has prepared the Draft “Financial 
Relationships and Interests in Research Involving Human 
Subjects: Guidance for Human Subject Protection.” 23  This 
document raises points to consider in determining whether 
specifi c fi nancial interests in research affect the rights and 
welfare of human subjects and, if so, what actions could 
be considered to protect those subjects. The Guidance 
applies only to human subject research conducted or sup-
ported by HHS (e.g., NIH) or regulated by the Food and 
Drug Administration (FDA). It recommends consideration 
of approaches and methods for dealing with issues of fi -
nancial interests under the HHS human research subject 
protections regulations (45 CFR 46 and 21 CFR parts 50 
& 56). However, it does not address regulatory require-
ments designed to enhance data integrit y and objectivit y 
in research found in 42 CFR part 50, subpart F, 45 CFR 
part 94, and 21 CFR part 54. The guidance poses general 
considerations for evaluating fi nancial relationships and 
their possible effects on human subjects. More detailed 
points for consideration are offered for institutions, IRBs 
and individual researchers. 24   

 A number of non-governmental organizations have re-
cently addressed the issue through published reports and 
guidelines. For example, both the Association of American 
Universities 25  and the American Association of Medical Col-
leges 26  recently have issued reports that include guidelines 
and recommended actions for reducing confl icts of interest 
in clinical research programs. Also, private medical societ-
ies, such as the American Societ y of Clinical Oncology, 
have published guidelines on fi nancial confl icts of interest 
for their members to follow. 27  While beyond the scope of 
this article to fully discuss, below are a few of the most 
frequently cited guidelines: 

   separating responsibility for fi nancial decisions and research 
decisions; 
    establishing procedures for disclosure of institutional, and 
individual researchers, fi nancial relationships; 
   establishing a confl ict of interest committee; 

   including individuals from outside the institution in the re-
view and oversight of fi nancial interests in research; and  
   establishing policies regarding the t ypes of relationships 
that may be held and the circumstances, including fi nancial 
limitations, under which they may be held.   
 No matter which set of guidelines or guidances is followed, 

each provides an institution or the individual researcher with 
the opportunit y to take actions that will decrease their risks 
of noncompliance and perceived biases. 

 HIPAA Privacy Rule 
in Research Settings 
 In addition to the ethical, health and safet y protections 
required by federal statutes and regulations, the privacy and 
confi dentialit y of participants in clinical research studies 
must also be protected. The Health Insurance Portabilit y 
and Accountabilit y Act (HIPAA) Privacy Rule, effective since 
April 14, 2003, includes protections specifi c for participants 
in clinical research. 28  Where research is concerned, the Pri-
vacy Rule protects the privacy of individually identifi able 
health information, while at the same time, ensuring that 
researchers continue to have access to medical information 
necessary to conduct vital research. Currently, most research 
involving human subjects operates under the Common Rule 
(45 CFR 46, Subpart A) or the FDA’s human subject protec-
tion regulations (21 CFR Parts 50 & 56), which have some 
provisions for research. These human subject protections 
that apply to most federally funded and to some privately 
funded research, include protections to help ensure the pri-
vacy of participants and the confi dentialit y of information. 
The Privacy Rule builds on these existing federal protections. 
More importantly, the Privacy Rule creates equal standards 
of privacy protection for research governed by the existing 
federal human subject regulations and research that is not 
governed by these protections. Under HIPAA, healthcare 
providers who provide treatment to research participants 
must comply with the regulation. 29  Researchers who  do not  
provide actual health care services, however, are not cov-
ered under the regulation. An effective research compliance 
program must address these regulations as a normal part of 
their monitoring and auditing processes. Some states also 
have patient privacy and confi dentialit y statutes and regula-
tions that go beyond the protections provided by HIPAA 
and must also be considered.  

 HIPAA requires an authorization from patients for the 
purpose of using their personal health information (PHI) or 
for disclosure to another part y for reasons other than treat-
ment, payment or health care operations. 30 Covered entities 
may use and disclose PHI for research  if  they have proper 
authorization. 31 Only one authorization form is required for 

On the Front Lines (cont.)
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all t ypes of PHI uses and disclosures. If, however, disclosures 
are made for research purposes  without  the required autho-
rization, HIPAA requires that providers account for those 
disclosures. And, because HIPAA authorization is considered 
as an important element in the informed consent process 
under the Common Rule, IRB approval is needed when the 
combined authorization form is used. 32  This can be an ad-
ministrative burden. When a separate HIPAA authorization 
form is used for research purposes; however, IRB approval 
is not required.  

 In a change from the Proposed Rule, the fi nal Privacy Rule 
provides a useful mechanism to ease the HIPAA burden for 
researchers: the limited data set. 33  Used in conjunction with 
a data use agreement, it allows a clinical researcher to send 
information containing some indirect patient identifi ers to 
sponsors for research purposes.  The data use agreement 
outlines both permitted and non-permitted uses for the data. 
A participant’s name, address, and telephone number must 
be de-identifi ed but the participant’s zip code, cit y, and state 
can remain. 34  

 Because recruitment of research participants is becoming 
more diffi cult, protection of participants’ privacy is an impor-
tant aspect to any successful clinical study. Moreover, since 
the outcome of research studies is so dependent on proper 
data analysis, it is vitally important that healthcare providers 
have the required authorizations in order to properly use 
and share their data. While a clinical research study sponsor, 
such as a medical device or pharmaceutical manufacturer, is 
 not  considered a business associate for the purpose of the 
HIPAA privacy rule, it is prudent for the sponsor to ensure 
the privacy of research participants. Using the limited data 
set is a means to accomplish this.  

 When PHI is used for the purpose of participant recruit-
ment or for a pilot study, the HIPAA fi nal rule requires 
researchers to obtain a waiver of authorization from their IRB 
in order to release participant pre-screening information. This 
information is subject to the“minimum necessary” require-
ments of HIPAA. However, if researchers do not want to go 
through the waiver process, then using “review preparatory 
to research” is a viable option, thus simplifying the IRB pro-
cess. However, if the “review preparatory to research” option 
requires that the PHI cannot leave the covered entit y. 35  This 
allows for the use of some information without requiring 
authorization. 

 Consider the following steps to ensure that your research 
program is HIPAA compliant: 

   provide ongoing HIPAA training specially designed for 
researchers, the IRB and their staff to ensure that they 
understand both federal and state (if any) regulations; 
   ensure that authorizations for the use of research data are 
appropriate and meet the regulatory standards; and 

    outline in your sponsor agreements the anticipated data 
requirements and specify how that data will be gathered, 
stored, and disseminated and what actions must be met to 
properly meet regulatory standards.    

  Patricia Brent, J.D., M.P.H., is president of Morgan Hill Associates, a consulting 

fi rm devoted to assisting small health care providers with regulatory compliance. 

She has several years’ experience working in NIH-sponsored research programs 

and previously has held senior hospital administrative positions. She currently 

serves as a member of a hospital Medical Ethics Committee. She is also author of 

 Understanding Reimbursement for Investigational Drugs and Devices,  published 

by CCH Incorporated, April 2003. For more information or comments, please 

contact the author at 603-469-3536.. 
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 Congressional report 
reveals healthcare race 
disparities  
  by  Jennifer Carsen, J.D., 
Contributing Editor   

 A recent report by the Institute of Medi-
cine, a branch of the National Academy 
of Sciences, found that racial and ethnic 
minorit y groups tend to receive a lower 
qualit y of health care than nonminori-
ties, even when access-related factors 
such as income and insurance coverage 
are controlled. 

 Factors contributing to these dis-
parities include physical, fi nancial, and 
other t ypes of access, and problems with 
provider-patient relationships, such as 
language barriers, cultural barriers, and 
provider bias. In response to a request 
by Senator Bill Frist (R-TN), the General 
Accounting Offi ce (GAO) has released a 
report outlining the problem and pos-
sible responses to it.   

   A challenging problem.  The 
GAO reviewed information f rom a 
variet y of sources, including studies, 
journal articles, reports and interviews. 
It concluded that identifying promising 
solutions to racial and ethnic disparities 
in health care is challenging because cur-
rent efforts are still in the early stages 
of implementation, evaluations and 
data are limited, and information on 
the nonfi nancial causes of health care 
disparities is incomplete. Also, there 
is no overarching approach to address 
disparities; multiple approaches may be 
needed because groups and subgroups 
experience different disparities for dif-
ferent reasons. 

Operations 

  Possible actions.  However, the fol-
lowing approaches have been identifi ed 
as possible ways for the federal gov-
ernment to address and help remedy 
disparities: 

    New demonstration projects.  
Develop new demonstration projects 
in federal programs using the best 
available evidence to target areas of 
disparities and plan interventions. 
New demonstrations could incorpo-
rate solid evidence and data about 
disparities and interventions, as well 
as independent evaluation. 
    Expand current efforts  in pro-
grams and demonstration projects, 
such as the Center for Disease Con-
trol’s REACH 2010 community-based 
coalitions. Currently, there are 42 com-
munity-based REACH 2010 coalitions 
across the country that target specifi c 
diseases among specifi c ethnic and 
racial groups.  
    Strengthen federal leadership  
on disparit ies, including prompt 
dissemination of information for 
successful interventions to reduce 
or eliminate health care disparities. 
Stronger direction could include steps 
to develop additional interagency ini-
tiatives on disparities, ensure the col-
lection and prompt dissemination of 
best practices, and promote the expan-
sion of programs with demonstrated 
track records.  
    Collect complete and accurate 
data.  Collect racial and ethnic health 
care data in national surveys to bet-
ter understand and target efforts to 
reduce health care disparities through 
steps such as insuring the inclusion 
of adequate numbers of minorit y par-

ticipants. The Department of Health 
and Human Services (HHS) could 
contribute to these efforts by ensur-
ing and supporting the inclusion of 
adequate numbers of minorit y partici-
pants in national surveys or conduct-
ing smaller-scale surveys of specifi c 
groups, and could help identify gaps 
in the understanding of disparities 
and interventions and using surveys 
to help fi ll them.    ■

  CCH Chicago Bureau, August 21, 2003    

HIPAA Security Guide
One of the most important facets of healthcare compliance is the challenge of being compliant with the Health 
Insurance Portabilit y and Accountabilit y Act (HIPAA).  CCH’s HIPAA Security Guide is designed to be an 
expert yet straightforward resource to help you meet the HIPAA compliance challenge.

Electronic forms and news updates available over the internet
The HIPAA Security Guide is not limited to print only, but delivers the power of an online research tool 
as well. Hipaa.cch.com delivers current HIPAA news and updates while the online research tool provides forms 
to assist in developing policies and procedures, targeted for HIPAA compliance.
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