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  FTC antitrust ruling leaves 
hospital merger intact 
  by Valerie L. Witmer, J.D., Contributing Editor  

 Evanston Northwestern Healthcare (ENH) will not have to divest Highland Park 
Hospital (“Highland Park”), despite the Federal Trade Commission's (FTC's) fi nd-
ing that the transaction violated antitrust laws. According to the FTC's August 2, 
2007, ruling, the merger gave ENH the abilit y to raise prices through the exercise 
of market power but nevertheless did not warrant divestiture. 

  Antitrust allegations.  In 2000, ENH merged with Highland Park. Prior to 
the merger, ENH owned Evanston Hospital and Glenbrook Hospital. Four years 
after the transaction closed, the FTC fi led an administrative complaint challenging 
ENH's acquisition of Highland Park under §7 of the Clayton Act. Following the 
merger, ENH substantially raised its prices and negotiated a single contract for all 
three of its hospitals with each of its managed care organization (MCO) customers. 
The FTC alleged that the merger eliminated signifi cant competition between ENH 
and Highland Park, allowing ENH to exercise market power against MCOs. 

 ENH argued that it increased its prices because information about Highland Park's 
rates showed that Evanston had been charging rates that were below competitive 
levels for several years. ENH also contended that the merger-related price increases 
in part refl ected increased demand for Highland Park's services because of post-
merger improvements at the hospital. 

 The administrative law judge (ALJ) who initially heard the case found that the 
transaction violated §7 of the Clayton Act and ordered ENH to divest Highland 
Park. (See  Health Care Compliance Letter , Vol. 8, Issue 22, Nov. 3, 2005). ENH ap-
pealed the ALJ's decision to the full FTC. 

  FTC decision.  The Commissioners agreed with the ALJ that the ENH-Highland 
Park merger violated the antitrust laws. They found that “the evidence demonstrates 
that the transaction enabled the merged fi rm to exercise market power and that the re-
sulting anticompetitive effects were not offset by merger-specifi c effi ciencies.”However, 
the Commissioners did not agree that ENH should be forced to divest Highland 
Park, citing “the potentially high costs inherent in the separation of hospitals that 
have functioned as a merged entit y for seven years.” 

 The Commissioners instead ordered ENH to modify its contract negotiating 
procedures. ENH will be required to establish separate and independent negoti-
ating teams – one for Evanston and Glenbrook Hospitals and one for Highland 
Park. According to the Commissioners, “While not ideal, this remedy will allow 
MCOs to negotiate separately again for these competing hospitals, thus re-injecting 
competition between them for the business of MCOs.” ■
  In re: Evanston Northwestern Healthcare , FTC Action No. 9315, Aug. 2, 2007, Health Care Compliance 

Reporter  ¶650,041 .  
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  HIM, coders should 
prepare for new DRGs  

  by Catherine Hubbard, M.A., 
Contributing Editor  

 As CMS considers changes that would 
add nearly 200 new Medicare severit y 
diagnosis related groups (MS-DRGs), 
hea l t h informat ion management 
(HIM) and coding professionals will 
need to increase training, make sure 
coding is up to date, evaluate any 
policy and procedural changes needed, 
and ensure that documentation is thor-
ough, experts advised at an American 
Healt h Informat ion Management 
Association (AHIMA) audio seminar 
held on June 26, 2007. Gail Garret t, 
a coding compliance expert who works 
for a large health care organization, 
and Glor yanne Br yant , Corporate 
Director of Coding and HIM Compli-
ance for Catholic Healthcare West, 
San Francisco, California, reviewed 
the code combinations and comorbid 
conditions that will affect DRG assign-
ment and compared and contrasted 
the current 530 DRGs and the 743 
proposed MS-DRGs. 

 The CMS rule is expected to be 
implemented this fall, Bryant said. She 
explained that under last year’s proposed 
rule, CMS granted a contract to R AND 
Corporation to study a variet y of group-
ing systems for severit y capturing. The 
study is not due until around September, 
and the rule is expected to be imple-
mented October 1, 2007. Bryant noted 
that CMS could adopt another severit y 
system based on the R AND report the 
following year, which could mean even 
more changes. 

  New DRGs.  CMS has proposed 743 
MS-DRGs to replace the 538 current 
DRGs. The proposed rule would create 
new MS-DRGs as well as consolidate 
current DRGs. The new MS-DRGs are 
intended to improve CMS’ abilit y to (1) 
identify groups of patients with varying 
levels of severit y using secondary diagno-
ses; and (2) do a better job of identifying 
technology, Bryant noted. “It’s a refi ne-
ment of the base DRGs.” 

 According to Bryant, in many cases, 
CMS would subdivide each base DRG 
into subclasses based on secondar y 
diagnosis codes known as comorbid 
conditions (CCs) and major comorbid 
conditions (MCCs). A CC is defi ned 
as a condition (pre-existing or arising 
during a hospital stay) that prolongs the 
length of the stay by at least one day 
in approximately 75 percent of cases. 
The presence or absence of a second-
ary diagnosis code can have an impact 
on the DRG assignment. Specifi cally, 
the proposed rule would create up 
to three payment tiers for each DRG 
based on the presence or absence of a 
CC or MCC. 

 Examples of CCs include respiratory 
infection and infl ammation, unstable 
angina, heart disease with heart failure 
or renal failure, and acute exacerbation of 
chronic bronchitis. Examples of MCCs 
include sepsis, acute myocardial infarc-
tion, acute/chronic diastolic/systolic 
heart failure, cardiac arrest, pneumonia, 
and acute respiratory failure. 

 CMS also has proposed to delete 
such conditions as dehydration, acute/
chronic blood loss anemia, and an-
gina from the current CC list, Bryant 
warned. A lot of clinicians, however, are 
saying that these conditions do impact 
the stay. “We’ll see what happens with 
this proposed deletion from the current 
CC list and what CMS decides to keep 
and remove,” she said. 

 The proposed CC list is comprised 
of signifi cant acute diseases, acute exac-
erbation of signifi cant chronic diseases, 
advanced or end-stage chronic diseases, 
and chronic diseases associated with ex-
tensive debilit y, Bryant explained. CMS 
reviewed the 13,549 current secondary 
diagnosis codes and removed many com-
mon secondary diagnoses and found that 
it could narrow down the list from 3,326 
CCs to 2,583 in the proposal, she noted. 
“We are going to see a signifi cant drop in 
CCs,” Bryant predicted. 

 The CCs on the revised list require 
intensive monitoring, expensive and 
technically complex services, or exten-
sive care involving multiple caregivers. 
Signifi cant acute manifestation of the 

disease, an advanced stage of the disease, 
and chronic diseases are associated with 
extensive debilit y, she added.  

 When documenting secondar y or 
other diagnoses, facilities must include 
conditions that affected patient care 
in terms of requiring clinical evalua-
tion, therapeutic treatment, diagnostic 
procedures, extended length of stay, 
or increased nursing care or monitor-
ing, Bryant noted. Facilities also must 

continued on page 3
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document all conditions and diagnoses 
in a proprietar y business document 
that should not be copied or distrib-
uted outside of the system without 
express writ ten permission. “If it’s 
not documented it cannot be coded,” 
Bryant emphasized, adding, “Physician 
documentation is essential to capture 
patient comorbid complications.” 

  Payment cuts.  According to Gar-
ret t, CMS' proposal also includes a 
2.4 percent cut to both operating and 
capital payments in fi scal years 2008 
and 2009. The cuts are expected to save 
$24 billion over a period of fi ve years. 
The rule also proposes improved pay-
ment based upon patient severit y and 
resources, Garrett said.  

 CMS also has recommended reducing 
the amount of a proposed Inpatient Pro-
spective Payment System (IPPS) payment 
when a full or partial credit towards a 
replacement device is made, the device 
is replaced without cost to the hospital, 
and there is a full credit for the removed 
device, Garrett said. 

 CMS identifi ed 13 IPPS conditions 
present on admission (POA) that could 
have an impact from the reimbursement 
perspective. Those conditions include:  

   cat heter-associated ur inar y t ract 
infection; 
   pressure sores; 
   object left in surgery; 
   air embolism; 
   delivery of ABO-incompatible blood 
products; 
   staphylococcus aureus septicemia; 
   ventilator-associated pneumonia; 
   vascular catheter-associated infection; 
   clostridium diffi cile-associated disease; 
   methicilllin-resistant staphylococcus 
aureus infection; 
   surgical site infections; 
   surgery on wrong body part, patient, 
or wrong surgery; and 
   patient falls.   
 CMS is seeking public comment to 

determine which of these measures to 
implement. Garrett noted that CMS 
must implement at least two of the 
measures and is likely to outline those 

conditions in the fi nal rule. She added 
that the IPPS rule will address whether 
an unexpected event that occurs during 
a hospital stay results in additional rev-
enue to the provider. “CMS believes this 
impacts qualit y of care,” she said. 

  Preparing for DRG changes.  To 
prepare for the potential IPPS changes, 
HIM and coding professionals should 
avoid becoming dependent on encod-
ing software. “Coders need to review 
carefully the fi nal code that the encoder 
software is providing,” Garrett advised. 
They should use the ICD-9-CM code 
book and make sure that documentation 
supports the assignment of the code. 
“Coding from memory is dangerous,” 
she cautioned. 

 To face coding guidelines changes, HIM 
professionals should continue to educate 
themselves and coders, have coding staff 
“shadowing” while on clinical rounds, 
re-audit documentation and coding, audit 
POA reporting, make physicians aware 
of POA reporting, increase anatomy 
and physiology knowledge, and increase 
knowledge of disease processes and anat-
omy and physiology as well as pharmacol-
ogy. They also should recognize that core 
coding concepts remain the same: focus 
on accurate and complete coding. 

 HIM professionals should become 
exper ts on MS-DRG methodology 
and related changes and “[k]eep up 
with industr y information,” Garret t 
recommended. They should be aware 
of senior management, information 
systems personnel, department direc-
tors, the fi nancial team, and the local 
contract team, she said. 

 Prior to implementation of proposed 
changes, more training and education 
will be needed, Garrett said. Profes-
sionals also should: (1) work to ensure 
coding is up to date prior to transition; 
evaluate any necessary change in any 
processes, policies, and procedures; (2) 
assess gaps in medical record documen-
tation; and (3) continue emphasizing 
medical staff responsibilities. 

 “This is really not new to us,” Garrett 
stressed. She noted that over the past 
couple of years, CMS has changed the 
major cardiovascular DRGs. “Hospitals 
are already coding as carefully and ac-
curately as possible because of other 
incentives in the system to do so, such 
as risk adjustment in various qualit y 
reporting systems.… This is very similar 
in concept. This is going to be a very 
easy transition,” she predicted. ■
  CCH Washington Bureau , July 17, 2007.  
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 Requirements for reporting incidents related to unanticipated 
problems experienced by human subjects participating in clinical 
trials, serious or continuing noncompliance with HHS regula-
tions at 45 C.F.R. Part 46 or Institutional Review Board (IRB) 
requirements, and suspension or termination of an IRB approval 
have been a confusing web of procedures for institutions that 
conduct the trials. This confusion is aggravated by imprecise or 
undefi ned terminology; the proliferation of multi-centered clini-
cal trials where issues of ultimate responsibility, authority, and 
procedures for reporting incidents are often vague; and separate 
HHS and FDA regulatory and policy requirements regarding 
reporting of unanticipated problems. This confusion has created 
uncertainty in the interpretation of the regulations and added an 
additional layer of complexity to an already complex regulatory 
system. In an effort to clarify procedures related to reporting 
requirements, the OHRP recently provided new guidances or 
updated versions of existing guidances on the following topics: 

   applicabilit y of incident reporting requirements; 
   information to be included in incident reports; 
   time frames for reporting incidents; 
   OHRP focus on corrective actions when reviewing inci-
dent reports; 
   OHRP’s response to incidence reports; and 
   additional guidance related to problems associated with 
the conduct of clinical trials.   
 The correct and timely fi ling of reports related to problems 

experienced by human subjects participating in a clinical trial 
is especially important to minimize any possible harm to other 
subjects participating in similar trials, when similar risks might 
be expected, even if they have yet to be encountered. 

 From an institutional perspective, the lack of reporting of 
unanticipated problems or serious or continuing noncompli-
ance with the HHS regulations at 45 C.F.R. Part 46 may result 
in the suspension or termination of the clinical trial itself or 
the suspension or termination for a particular institution (and 

its researchers) in a specifi c clinical trial, resulting in the loss 
of funding for the program. All of these consequences have 
enormous implications for an individual subject participat-
ing in a clinical trial or the research institution. In addition, 
noncompliance of reporting requirements may subject the 
institution or a particular researcher to fraud-related charges. 
This article summarizes the primary reporting requirements 
for unanticipated problems, serious or continuing noncompli-
ance, and suspension or termination of IRB approval. 

 Background 
 HHS regulations at 45 C.F.R. §§46.103(a) and (b)(5) require 
that institutions have written procedures to ensure that the 
following incidents related to research conducted under an 
OHRP-approved assurance are promptly reported to OHRP: 
   (a) any unanticipated problems involving risks to human 

subjects or others; 
   (b) any serious or continuing noncompliance with the policy 

or the requirements or determinations of the institutions’ 
IRB; and 

   (c) any suspension or termination of IRB approval. 

   Applicability 
 In general, these reporting requirements apply to all nonex-
empt human subjects research that is conducted or supported 
by HHS; conducted or supported by a non-HHS federal 
department or agency that has adopted the Common Rule 
and is covered by a Federalwide Assurance (FWA) determined 
to be appropriate for such research; or covered by a FWA, 
regardless of the funding source. 

 Federal departments or agencies other than HHS that have 
adopted the Common Rule may determine that the FWA is not 
appropriate for certain research that they conduct or support. 
OHRP has noted that these incident reporting requirements 
are not applicable to such research. In these cases, however, the 

  Requirements for reporting clinical trial incidents to OHRP: 
What research institutes need to know 
  by Patricia L. Brent, J.D., M.P.H., Contributing Editor  

  The correct and timely fi ling of reports related to unanticipated problems experi-

enced by human subjects participating in clinical trials is essential for minimizing 

harm to other participants in similar trials. The complexity of the regulations, as 

well as separate agency reporting requirements (e.g., Food and Drug Administra-

tion (FDA) and HHS), however, has created uncertainty and frustration within 

the research community charged with their compliance. This article describes new 

and updated guidances provided by the Offi ce of Human Research Protections 

(OHRP) in an effort to clarify procedures related to reporting requirements for 

unanticipated problems experienced during clinical trials. 
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institution should contact the non-HHS department or agency 
that supports the research about reporting requirements. 

 Reporting requirements for 
unanticipated problems involving 
risks to subjects or others 
 On January 15, 2007, the OHRP released the “Guidance on Re-
viewing and Reporting Unanticipated Problems Involving Risks 
to Subjects or Others and Adverse Events.” 1  This Guidance is 
intended to ensure that the review and reporting of unanticipated 
problems and adverse events occur in a timely, meaningful way 
so that human subjects can be protected from avoidable harms, 
while at the same time reducing the unnecessary regulatory 
burdens that typically fall on investigators and their IRBs. 

 Although not specifi cally defi ned in the HHS regulations, 
the term  unanticipated problem(s) , in general is considered to 
include any incident, experience, or outcome that meets all 
of the following three criteria: 
   (1) unexpected (in terms of nature, severit y, or frequency) 

given (a) the research procedures that are described in the 
protocol-related documents, such as the IRB-approved re-
search protocol and informed consent document; and (b) the 
characteristics of the subject population being studied; 

    (2) related or possibly related  to participation in the research (where 
the term  possibly related  means there is a reasonable possibil-
ity that the incident, experience, or outcome may have been 
caused by the procedures involved in the research); and 

   (3) suggestions that the research places subjects or others at a great-
er risk of harm (including physical, psychological, economic, 
or social harm) than was previously known or recognized. 2    

 It is important to note that HHS also does not defi ne or 
use the term adverse event, nor is there a common defi nition 
of this term among government and professional entities. In 
an effort to harmonize the FDA’s defi nition with OHRP’s 
terminology, the 2007 Guidance uses the term adverse 
event very broadly and includes any event that meets the 
following defi nition: 

  Any untoward or unfavorable medical occurrence in 
a human subject, including any abnormal sign ( e.g. , 
abnormal physical exam or laboratory fi nding), symp-
tom, or disease, temporally associated with the subject’s 
participation in the research, whether or not considered 
related to the subject’s participation in the research. 3   

 Adverse events encompass both physical and psychologi-
cal harms. They occur most commonly within the context of 
biomedical research although, on occasion, they can occur 
within the context of social and behavioral research. 

 For unanticipated problems involving risks to human sub-
jects and others, OHRP requires the following information 
to be included in incident reports: 

   name of institution (e.g., universit y, hospital, foundation, 
school, etc.) conducting the research; 

   title of the research project and/or grant proposal in which 
the problems occurred; 
   name of the principal investigator on the protocol; 
   number of the research project assigned by the IRB and 
the number of any applicable federal awards(s) ( e.g. , grant, 
contract, or cooperative agreement); 
   a detailed description of the problem; and 
   corrective actions the institution is taking or plans to take to 
address the problem ( e.g. , revise the protocol, suspend sub-
ject enrollment, terminate the research, revise the informed 
consent document, inform enrolled subjects, increase the 
frequency and/or t ype of monitoring of subjects, etc.). 

   Reporting requirements for serious 
or continuing noncompliance 
 Both the Common Rule and FDA regulations require that 
IRBs have written procedures for principal investigators 
to report promptly to the IRB, appropriate institutional 
offi cials, OHRP and the FDA any serious or continuing 
noncompliance with the regulations or the requirements or 
determinations of the IRB. 4  It is not uncommon that the 
time frame for “prompt” reporting of any serious or con-
tinuing noncompliance is different than the reporting time 
frame for “unanticipated problems” and is often related to 
the seriousness or the risks associated with the noncompli-
ance. For example, when the subject matter of the suspected 
noncompliance is more clinical in nature, the time frame for 
reporting is usually quite short, whereas the time frame for 
reporting administrative issues t ypically is longer. 

 Actions (or inactions) related to noncompliance, generally, are 
more likely to occur with principal investigators. Examples may 
include such actions as not obtaining informed consent from the 
human subject, modifying the informed consent document or 
not using an approved version, modifying the protocol without 
obtaining IRB approval for the modifi cations, and continuing to 
conduct research after the IRB approval expires. 

 IRBs also may be guilt y of noncompliance. Some common 
examples of IRB noncompliance include inappropriate use 
of expedited review procedures; lack of an IRB committee 
quorum, and the existence of confl ict of interest issues related 
to the institution, researchers, or IRB members. 

 There is no defi nition for what is considered “serious non-
compliance” in either the OHRP or FDA regulatory schemes. 
IRBs have the discretion to defi ne the terminology and devise 
a process for determining when it occurs. If serious, however, 
noncompliance occurs within the context of the IRB’s defi ni-
tion and, then, it is reportable. 

 If noncompliance is determined to be “continuing,” then 
it also is considered to be reportable. As with the above 
issue of “serious noncompliance,” there is no regulatory 
defi nition of “continuing noncompliance” within this con-
text. Continuing noncompliance may arise with a research 



6 CCH Health Care Compliance Letter  •  August 21, 2007

investigator’s activities (or his or her inactions) or it may 
occur by the IRB. Repeated instances of failure to meet the 
requirements of federal regulators (or the institution’s IRB 
policies and procedures) are generally considered to be the 
working defi nition of “continuing noncompliance.” 

 For serious or continuing noncompliance, the following infor-
mation must be included in the incident report to OHRP: 

   name of the institution conducting the research; 
   title of the research project or grant proposal in which the 
noncompliance occurred; 
   name of the principal investigator on the protocol; 
   number of the research project assigned by the IRB and 
the number of any applicable federal awards; 
   a detailed description of the noncompliance; and 
   corrective actions the institution is taking or plans to take 
to address the noncompliance ( e.g. , educate the investigator, 
educate all research staff, suspend the protocol, suspend 
the investigator, conduct random audits of the investigator 
or all investigators, etc.).   

 Reporting requirements for 
suspension or termination 
of IRB approval 
 Simply, “prompt reporting” to the instit ution, HHS, 
and OHRP or the FDA is required when any suspension 
or termination of IRB approval is made. Suspension or 
termination of IRB approval commonly arises when a 
significant adverse event occurs that is likely to be deemed 
as an unanticipated problem. Again, while there is no 
definition of “prompt,” the appropriate time frame for 
satisf ying the requirement of “prompt” reporting will 
vary, depending on the specific nature of the problem 
and the entit y to which reports are to be submit ted. 
For example, an unanticipated problem that results in a 
subject’s death or life-threatening situation will require 
a shorter time frame for reporting than events that are 
not considered life-threatening. OHRP recommends the 
following guidelines for prompt reporting:  
    (1) Unanticipated problems that are serious adverse events 

should be reported to the IRB within one week of the 
investigator becoming aware of the event. 

   (2) Any other unanticipated problem should be reported to 
the IRB within two weeks of the investigator becoming 
aware of the problem. 

   (3) All unanticipated problems should be reported to appro-
priate institutional offi cials (as required by an institution’s 
written reporting procedures), the supporting agency head 
(or designee), and OHRP within one month of the IRB’s 
receipt of the investigator’s report of the problem. 5     

 In some cases, the requirements for prompt reporting 
may be met by submitting a preliminary report to the IRB, 
appropriate institutional offi cials, the supporting HHS 
agency head (or designee) and OHRP, with a follow-up report 
submitted at a later date when more information is available. 
The primary consideration in making these judgments is 

the need to take timely action to prevent avoidable harms to 
other human subjects participating in similar clinical trials. 
For suspension or termination, the following information 
must be conveyed to OHRP: 

   name of institution conducting the research; 
   title of the research project and/or grant proposal in which 
the noncompliance occurred; 
   name of the principal investigator on the protocol; 
   number of the research project assigned by the IRB and 
the number of any applicable federal awards; 
   a detailed description of the noncompliance; and 
   corrective actions the institution is taking or plans to take 
to address the noncompliance ( e.g. , educate the investi-
gator, educate all research staff, suspend the protocol, 
suspend the investigator, conduct random audits of the 
investigator or all investigators, etc.). 

   Summary 
 The newly published “Guidance on Reviewing and Reporting 
Unanticipated Problems Involving Risks to Subjects and Oth-
ers and Adverse Events” represents a milestone in clarifying 
the confusion among researchers, their IRBs, and their insti-
tutions for reporting incidents that may have life-threatening 
or serious implications for human subjects participating in 
clinical trials. The Guidance provides researchers with clear 
examples of determining what t ype of event has occurred, 
what the review and reporting requirements are, and how 
OHRP expects similar incidents to be handled. Moreover, 
the accurate and timely reporting of incidents, when made to 
the appropriate review board or agency, creates an important 
database for use in determining the safet y and effi cacy of a 
trial while it is ongoing. Another goal of the Guidance is to 
reduce the amount of reports an IRB must manage. It remains 
to be seen if the Guidance is able to help IRBs cope with the 
ever-expanding number of reports they must manage, but the 
Guidance is a good beginning.  ■
 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 health care regulatory 

compliance issues. She is a frequent author of compliance and reimbursement-

related books and articles and is currently the Coordinating Editor for Aspen’s 

Clinical Research Compliance Manual. Ms. Brent is a member of CCH’s Health 

Care Compliance Editorial Advisory Board and the Health Care Compliance 

Association’s (HCCA) Region 1 Program Planning Committee. 
   1  OHRP,  Guidance on Reviewing and Reporting Unanticipated Problems Involv-

ing Risks to Subjects or Others and Adverse Events , Jan. 15, 2007 ( hereinafter  

Guidance),  available at  http://www.hhs.gov/ohrp/policy/AdvEvntGuid.

htm (last visited June 13, 2007).  
   2  Guidance at 4.  
   3  Note that this defi nition is modifi ed from the one outlined in the 1996 

International Conference on Harmonization E-6 Guidelines for Good 

Clinical Practice.  
   4  45 C.F.R. §46.103(b)(5); 21 C.F.R. §56.108(b).  
   5  Guidance at 14.  
   6  A more complete discussion on reporting time frames and reporting 

mechanisms is included in the Guidance.    

On the Front Lines (cont.)
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Anti-Kickback
  OIG approves drug 
subsidy, donation, 
rejects CHF 
assessment proposal 

  by Matthew E. Mann, J.D., 
Contributing Editor  

 In recent advisory opinions, the Offi ce 
of Inspector General (OIG) determined 
that an organization's proposed subsidy 
of benefi ciary expenses associated with 
prescription drugs and a foundation's 
proposed donation of money to a re-
tirement facilit y would pose minimal 
risk of abuse to the federal health 
care programs. The OIG determined, 
however, that a proposed arrangement 
to provide free congestive heart failure 
(CHF) assessments to Medicare and 
Medicaid benefi ciaries could generate 
prohibited remuneration in violation 
of the anti-kickback statute. The OIG 
explained its position on each of these 
proposals in three advisory opinions 
issued on July 23, 2007. 

  Prescription drug subsidy.  A tax-
exempt charitable organization's proposed 
arrangement to subsidize cost-sharing and 
premium obligations owed by fi nancially 
needy benefi ciaries with certain chronic 
diseases would not constitute grounds for 
civil monetary penalties and, while the 
arrangement could potentially generate 
prohibited remuneration, the OIG would 
not impose administrative sanctions un-
der §1128(b)(7) or §1128A(a)(7) of the 
Social Securit y Act. Under the arrange-
ment, the organization would operate a 
series of individual charitable funds for 
patients with certain serious diseases and 
would provide fi nancial assistance for out 
of pocket expenses associated with outpa-
tient prescription drug treatment. 

 The organization was developed and 
established by employees of a health 
care consulting company with commer-
cial clients that include pharmaceutical 
manufacturers whose products are used 
or might be used by patients under the 

agreement. The design and administra-
tion of the arrangement make it unlikely 
that donor contributions would infl uence 
any patient's selection of a particular pro-
vider, practitioner, supplier, or product. 
No donor would exert direct or indirect 
control over the organization or its pro-
grams, assistance would be awarded in a 
truly independent manner without regard 
for donor interests and would be based 
on a uniform measure of fi nancial need, 
and no data would get back to donors 
that would allow them to correlate the 
amount or frequency of donations to the 
use of products or services. 

 In addition, the organization's pro-
posed subsidy of insurance premiums 
and cost-sharing obligations is not likely 
to improperly infl uence any benefi ciary's 
selection of a particular provider, practi-
tioner, supplier or product. It would assist 
all eligible applicants, all of whom are 
under the care of a physician with a treat-
ment regimen in place. Once covered by 
Medicare or Medicaid, a patient would be 
able to select any provider, practitioner, 
or supplier regardless of whether the 
provider, practitioner, or supplier has 
made contributions to the organization's 
support programs. 
  OIG Advisory Opinion  No. 07-06, July 23, 2007, Health 

Care Compliance Reporter  ¶500,162 . 

  Charitable donation.  A proposed 
donation of money to a retirement com-
munit y by a foundation that was formed 
and initially funded by a health system 
that could potentially provide items 
and services to the retirement com-
munit y is unlikely to result in fraud or 
abuse under the anti-kickback statute. 
Although the arrangement could poten-
tially generate prohibited remuneration 
under the anti-kickback statute if the 
requisite intent to induce or reward 
referrals were present, the OIG would 
not impose administrative sanctions 
under §1128(b)(7) or §1128A(a)(7) of 
the Social Securit y Act.

The donation is unlikely to result in 
fraud or abuse under the anti-kickback 

statute because (1) it was unrestricted as 
to the use of the funds and neither the 
foundation nor the health system would 
exert any infl uence over the retirement 
communit y's use of the funds; (2) the 
donation constituted a one-time fi xed 
payment and the foundation certifi ed 
that neither the amount nor the offer 
was determined in a manner that took 
into account the volume or value of any 
referrals to the health system; and (3) 
the retirement communit y has imple-
mented and will maintain safeguards 
designed to prevent improper infl uence 
by the health system. 
  OIG Advisory Opinion  No. 07-07, July 23, 2007, Health 

Care Compliance Reporter  ¶500,163 . 

  CHF assessments.  A durable 
medical equipment (DME) supplier's 
proposed arrangement to provide free 
in-home CHF assessments to Medicare 
and Medicaid program benefi ciaries 
could constitute grounds for the im-
position of civil monetary penalties, 
generate prohibited remuneration un-
der the anti-kickback statute, and invite 
administrative sanctions. Pursuant to 
the proposed arrangement, the DME 
supplier would provide patients diag-
nosed with CHF an assessment with 
oximetry testing, free of charge.

The Medicare and Medicaid pro-
grams cover oximetry tests at an esti-
mated value of $22. The value of the as-
sessment is more than nominal and the 
supplier proposed to deliver the testing 
in a manner that would lead a reason-
able benefi ciary to believe that he or she 
is receiving a valuable service. Further, 
the remuneration provided would be 
likely to infl uence benefi ciaries to select 
the supplier for Medicare goods and 
services because t ypically a benefi ciary's 
physician will have recommended the 
supplier for the CHF assessment, lead-
ing the benefi ciary to assume that the 
physician also was recommending the 
supplier's goods. ■
  OIG Advisory Opinion  No. 07-08, July 23, 2007, Health 

Care Compliance Reporter  ¶500,164 .  
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Quality of Care

  Troy sworn in as HHS Deputy Secretary 

 Tevi Troy was sworn in on August 6, 2007, as HHS' 23rd Deput y Secretary. 
Troy “brings solid policy experience and expertise to this position, as well 
as a strong commitment to improving the health of our nation,”according 
to a statement by HHS Secretary Michael Leavitt. Troy had been the deput y 
assistant to the President for domestic policy. In that capacit y, Troy made 
significant contributions on such issues as health information technology, 
public health and childhood obesit y, food and drug safet y, welfare, and 
family and communit y services. Senate Finance Committee Chairman 
Max Baucus (D-Mont.) said in a July 25, 2007, statement following Troy's 
nomination for the position that he expects Troy “to be impartial and put 
politics aside.” 
  HHS News Release , Aug. 7, 2007;  CCH Washington Bureau , July 25, 2007.  

  OIG approves Nevada, New York FCAs 
 Senator Charles E. Grassley (R-Iowa), ranking member of the Committee on 
Finance, expressed his pleasure on Thursday that New York and Nevada's 
state False Claims Acts received the Offi ce of Inspector General (OIG) ap-
proval and encouraged other states to do the same. “By passing state laws 
that are similar to the federal False Claims Act, these states are now quali-
fi ed for a greater share of any Medicaid dollars recovered in their states. I'm 
glad to see the efforts of New York and Nevada and encourage other states 
to take advantage of this provision and join the nine other states that now 
have qualifi ed state False Claims Acts.”Grassley authored two key provisions 
in the Defi cit Reduction Act of 2005 (PubLNo 109-171) that enhanced the 
abilit y of states and the federal government to collect Medicaid dollars lost 
to fraud by making states with OIG approved false claims acts eligible to 
receive a 10 percent increased share in amounts recovered through action 
under their state false claims acts. 
  U.S. Senate Finance Committee News Release , Aug. 9, 2007.  

  Weems considered for key CMS role 
 The Senate Finance Committee on July 25, 2007, considered the nomina-
tion of Kerry Weems, a 24-year veteran of HHS, to serve as Administrator 
of CMS. As the head of CMS, Weems “would be responsible to more than 
85 million benefi ciaries who rely on the agency for their health care,” Com-
mittee Chairman Max Baucus (D-Mont.) said. He added, “I am counting on 
Mr. Weems to be fair and even-handed. I do not believe that CMS has been 
putting benefi ciaries’ needs fi rst recently. And that has to change.” Weems 
said he is aware that the Committee is frustrated with a lack of access to in-
formation from CMS on issues such as Medicare Part D premiums withheld. 
“You will have the same information that I do,” he vowed. Weems would 
replace Mark McClellan, who left the agency in October of 2006. Acting 
Administrator Leslie Norwalk has been serving in the role ever since. 
  CCH Washington Bureau , July 25, 2007.  

In the News  New bill sharpens focus 
on quality  of care

  by Valerie L. Witmer, J.D., 
Contributing Editor  

 The Continuing the Advancement 
of Qualit y Improvement Act of 2007 
(CAQI) will overhaul the Qualit y Im-
provement Organization (QIO) program 
and refocus the program's efforts on 
ensuring that Medicare beneficiaries 
receive qualit y care, according to Sens. 
Charles E. Grassley (R-Iowa) and Max 
Baucus (D-Mont.), who introduced the 
legislation on August 2, 2007. 

 According to Grassley and Baucus, 
the reform initiatives are based on sev-
eral reports, including the fi ndings and 
recommendations of a study conducted 
by the Institute of Medicine of the Na-
tional Academy of Sciences, which was 
mandated by the Medicare Prescription 
Drug, Improvement and Modernization 
Act of 2003. The reforms include: 

   focusing the role of QIOs to be techni-
cal assistants for qualit y improvement 
and performance measurement; 
   improving the benefi ciary complaint 
review process; 
   prioritizing QIO technical assistance to 
providers in rural or underserved areas, 
in fi nancial need, having low perfor-
mance measures, or having a signifi cant 
number of benefi ciary complaints; 
   promoting competition by allowing other 
types of organizations to serve as QIOs 
and eliminate noncompetitive renewals; 
   enhancing board governance require-
ments and requiring CMS to establish 
mechanisms to address confl icts of 
interest; and 
   requiring the HHS Secretary to per-
form interim and fi nal evaluations of 
effectiveness at the individual QIO and 
program levels.   
 Baucus said the bill “puts QIOs in a 

better position to add value to the health 
care system [and] illustrates our commit-
ment to improving qualit y and moving 
the health care system forward.” Grassley 
added, “Improving the qualit y of health 
care services is an important job, and it 
needs to be done right.” ■
  U.S. Sen. Chuck Grassley News Release , Aug. 2, 2007 .  


