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chriscobourn@cis-partners.com 

 

Change is coming to the healthcare industry in the United States, and it appears very likely that it will 

impact the way we view Federal and State Programs.  There will be a change in the way we view the 

Government as a customer, as well as how we view the business and financial impact of this growing 

customer base. 

Let‟s look at three key converging factors: 

1)  Increased Need - the socio-economic factor:  An aging baby boomer population will soon become 
Medicare eligible. Economic issues, such as the rising unemployment rate, will cause an increase in 
Medicaid eligibility (this includes the crisis of the Dual Eligibles, 8 million people in 2007, who are both 
Medicare and Medicaid eligible, and represented $239 Billion in healthcare spending in 2008).    
 
2)  Financial Crisis:  A Financial crisis at the Federal and State level presents a challenge of how to 
fund existing programs, let alone plan for the expanded need. 
 
3) Political Traction:  With the Democratic party controlling both the executive branch and legislative 
branch of the Federal Government, and with their public advocacy of healthcare reform, it is certain 
that some, or many, budget and legislative initiatives will take place. 

 

The discussion is evolving daily, and will surely evolve dramatically over the next few months; Senators 

Baucus and Kennedy reiterated these issues in a letter to the President on April 20, in which they 

committed to “moving health reform legislation in the Senate this year, and announced that their 

committees will mark-up comprehensive healthcare reform legislation in early June.” 
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Keep in mind, as well, the important factor of Senator Arlen Specter moving to the Democratic Party.  His shift, combined with the potential of Al Franken 

taking the Senate seat for Minnesota, and with the two independent senators voting with the Democrats, you have the potential of a Filibuster-proof Senate. 

So, what does this have to do with Federal Programs as we understand them today? 

First: 

Let‟s look at the President‟s proposed budget, which includes a $633.8 Billion Reserve Fund and a $316 Billion dollar “Financing Component,” to finance part of 

the Reserve Fund.  When you look at the details of the Financing Component in the budget, it looks like a lot of it will impact Pharma, including: 

 Increasing the minimum Medicaid prescription drug rebate from 15.1 to 22.1 percent of the Average Manufacturer Price, and applying it to 
new drug formulations,  

 Allowing states to collect rebates from Medicaid Managed Care plans, 

 Reducing drug prices, establishing a pathway for FDA approval of generic biologics, preventing drug companies from blocking generic drugs 
from consumers, and 

Strengthening Program Integrity by adding dedicated resources to CMS to improve oversight and program integrity. 
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Second: 

Look at the legislation currently on the House and Senate Floor, keeping in mind that much of it represents legislation from prior sessions that 

never came to a vote, and are now in a potentially Filibuster-proof and reform-minded Congress.  This includes over 15 pieces of legislation, 

covering areas such as: 

 Expanded SCHIP participation (passed), 

 Extending Medicaid Rebates to Medicaid Managed Care, 

 Government negotiation of Medicare Part D Rebates and Government sponsored Medicare Part D plans, 

 Increased use of Generics,  

 Broadening and enhancing the 340B Program, with expanded eligibility and enhanced administrative components, 

 Drug importation, and 

 Requirements that manufacturers participate in State programs. 

In Summary:  

This is a business issue as much as it is a compliance and operational issue.  50% of Americans are expected to receive benefits through publicly 

funded programs by 2016.  The Government may soon represent one of your largest customers, and the legislative action that is on the floor now 

may very well impact some of the price points of that customer base. 

The tone of an Administration that includes Nancy-Ann DeParle, Counselor to the President and Director of the White House Office of Health 

Reform, seems to be that Healthcare Reform, this time around, will be a more collaborative and cooperative process.  What this means to me is 

that the concept of Universal Health Care is on hold over the short term.  What is practical and realistic over the next few years will be to take 

incremental steps, through budget and legislative action, to change the eligibility and financing components of our current programs. 

It is important that manufacturers have the ability to step back and look at how these pending changes may impact their products and their 

customers.  The changes will impact branded, generic, and biotech companies very differently.  Legislative changes in the programs over the next 

year or two may impact your business model over the next five to ten years. These changes, combined with the consideration that the 

Government may eventually become a larger (if not your predominant) customer, makes this a topic well worth watching.   

Concurrent to these changes is the message coming from the OIG and the States of an increased need to audit and monitor fraud and 

abuse.  This translates to another key financing consideration, as the Federal Government is seeing a 17 to 1 return on investment on their audit 

and investigative activity, and is continuing to pursue a collaborative process between the OIG, the DOJ and the states. 2  

The question, ultimately, is not whether there will be key changes to the Federal and State Programs, it is whether we can be prepared for the 

inevitable changes and manage them from both a business and a compliance perspective. 

Sources: 

1 http://kennedy.senate.gov/newsroom/press_release.cfm?id=1D9CB1D9-42F6-4FA0-81A8-00F645381877 

2 http://oig.hhs.gov/testimony/docs/2009/4-22-09HomelandSecurity.pdf 
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FDA Encourages Efforts by Sponsors and Investigators to Provide IRBs with 

Meaningful AE Reports 

By Annette Horner, CIS Senior Director, Clinical Consulting Services 

annettehorner@cis-partners.com 

 

Recently Published 

FDA’s ―Guidance for Clinical Investigators, Sponsors, and IRBs:  Adverse Event Reporting to IRBs ï Improving Human Subject 

Protectionò 1 

Background 

This FDA guidance document is designed to assist the clinical research community in interpreting current requirements for submitting reports of 

unanticipated problems, including certain adverse events reports (AEs), to the institutional review board (IRB) under 21CFR parts 56, 312, and 

812. 

Specifically, it provides recommendations to help sponsors and investigators conducting IND trials to differentiate between AEs that are 

“unanticipated problems” and those that are not. 

The guidance was developed in response to concerns expressed by IRBs that increasingly large volumes of individual AEs submitted to them “are 

inhibiting, rather than enhancing, the ability of IRBs to protect human subjects.” 2 

In the years since the IND and IRB regulations were issued, the increased use of multi-center studies and international trials has complicated the 

reporting of adverse event information, especially information sent to IRBs.  Increasingly, IRBs are receiving reports of individual, unanalyzed AEs, 

including those from study sites other than their own, with no explanation of how the event represents an unanticipated problem. 

Highlights 

In Section IIIA of the new guidance, FDA recommends consideration of the following points to determine if an AE is an unanticipated problem 

involving risk to human subjects, which must therefore be reported to the IRB: 3 

 ñOnly if it were unexpected, serious, and would have implications for the conduct of the study (e.g., requiring a significant, and usually 
safety-related, change in the protocol such as revising inclusion/exclusion criteria or including a new monitoring requirement, informed 
consent, or investigator‟s brochure.)” 

 “An individual AE occurrence ordinarily does not meet these criteria…” 
 Many types of AEs require an evaluation of their relevance and significance to the study, including an aggregate analysis of other 

occurrences; without such an analysis, the single event is not interpretable, and should generally not be sent to the IRB (major exceptions 
are provided). 

 Because they have been previously observed, AEs listed in the investigator‟s brochure would not be considered unexpected, and would not 
be considered “unanticipated problems” (Again, exceptions are cited). 

 FDA summarizes as follows, its nonbinding recommendations about AEs that should be considered unanticipated problems that require 
reporting to the IRB: 4 

 “A single occurrence of a serious, unexpected event that is uncommon and strongly associated with drug exposure…” 

 “A single occurrence, or more often a small number of occurrences, of a serious, unexpected event that is not commonly associated 
with drug exposure, but uncommon in the study population…” 

 “Multiple occurrences of an AE that, based on an aggregate analysis, is determined to be an unanticipated problem.” 

 “An AE that is described or addressed in the investigator‟s brochure, protocol, or informed consent documents, but occurs at a 
specificity or severity that is inconsistent with prior observations.” 
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In Section IIIB of the Guidance, FDA makes the following key points about how to report unanticipated problems to IRBs: 

 While regulations state that for studies conducted under 21 CFR part 312, investigators must report all “unanticipated problems” to the IRB, 
 the FDA recognizes the sponsor is in a better position to process and analyze AE information for the entire study and to make the required 
 assessment. 
 Accordingly, “…an investigator participating in a multicenter study may rely on the sponsor‟s assessment and provide to the IRB a report of 
 the unanticipated problem prepared by the sponsor.” 
 In addition, if the investigator, sponsor, and IRB make an explicit agreement for the sponsor to report directly to the IRB, because the 
 investigator is copied on the report from the sponsor to the IRB, FDA will not expect an investigator to provide the IRB with a duplicate copy of 
 the report received from the sponsor. 
 

In Section IV of the guidance, FDA provides details relevant to clinical trials of medical devices under the IND regulations. 

Potential Impact on Your Clinical SOPs 

At CIS we often work with drug and device sponsors of clinical research to help them create and maintain standard operating procedures (SOPs) that 

are compliant with regulatory requirements.  The new FDA guidance document described here prompts us to look at our clients‟ SOPs for several 

compliance-related and business process issues, which we will describe in future articles. 

As noted recently by Janet Gough and Michael Hamrell in their excellent and practical article, SOPs are organic documents. 5  They must reflect how 

a company will comply with relevant regulations, and a company‟s SOPS will need to change as the regulations or the company‟s business model 

changes. 

Sources:  
1 Guidance for Clinical Investigators, Sponsors, and IRBs:  Adverse Event Reporting to IRBs ï Improving Human Subject Protection.  Published by U.S. Department of Health 
and Human Services, Food and Drug Administration, January 2009, Procedural.  http://www.fda.gov/cder/guidance/index.htm. 
2 Ibid, page 1. 
3 Ibid, page 3. 
4 Ibid, page 4. 
5 Janet Gough and Michael Hamrell, Standard Operating Procedures (SOPs):  Why Companies Must Have Them, and Why They Need Them, Drug Information Journal, Vol. 
43, pp. 69-74. 
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PhRMA Issues Principles on Conduct on Clinical Trials 

By Chris Didizian, CIS Senior Associate 

chrisdidizian@cis-partners.com 

On April 20th, the Pharmaceutical Research and Manufacturers of American (PhRMA) issued a third revision, since being authored in 2002, of 

“Principles of Conduct of Clinical Trials and Communication of Clinical Trials Results” (“Principles”). The revised Principles, which are effective 

October 1, 2009, conform to the revised PhRMA Code on Interactions with Healthcare Professions by prohibiting pharmaceutical manufacturers from 

„wining and dining‟ their investigators.  Additionally, the other notable guidelines that will be the focus of this article, include: registration of clinical 

trials, summarizing results, and authoring manuscripts. Reading between the lines, a key objective of the Principles seems to be increased 

transparency of trials to either directly or indirectly promote safety and objectivity.  

One area in which there is key interest in increasing transparency is the registration of clinical trials. By committing companies to the timely 

registration of all interventional trials involving patients,1  PhRMA is allowing information that would help patients in need of care to be widely 

available.2 By making information accessible earlier in the trial, patients outside of studies, but with the same illness, would have access to efficacy 

and safety information, in order to make an informed decision of whether to undergo experimental treatment.  

The previous Principles required that all investigators of ongoing clinical trials provide summaries of their results. While this has not changed, the new 

Principles require that all trials be reported, regardless of whether or not the programs have been discontinued. PhRMA will then disclose the 

summaries within 12 months of the trials end, 30 days within drug approval, or a year after a company discontinues the drug development program.3 

Not only does this make results more transparent to the medical community, but providing PhRMA (in addition to ClinicalTrials.gov) with the 

information first ensures that the data is accurate and beneficial to the community, because PhRMA spends a significant amount of resources to 

ensure Good Clinical Practices (GCPs) are maintained.  
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Identifying authorship of results within a medical journal has become more stringent. In other words, readers will no longer see ten or more listed 

authors for a ten to fifteen page article. The Principles also require that the new guidelines adhere to the standards of the International Committee 

of Medical Journal Editors. Additionally, when considering authorship, the principles urge sponsors to encourage physicians and researchers to 

disclose conflict of interest information.4 This disclosure includes all financial and personal relationships that might bias their work, and specific 

explanations of areas where conflicts exist.5 Authors should describe the amount of sponsor involvement with the study; note that sponsors now 

have the right, according to the trade association, to review any manuscripts, presentations, or abstracts that result from their studies.  

While the above summary of registering clinical trials, posting clinical trial results, and authorship within a medical journal are important aspects of 

the new Principles, this article does not present an exhaustive list of all changes. I encourage everyone to read and become familiar with the new 

Principles prior to their October 1, 2009 effective date. PhRMA‟s goals with the Principles are to commit to protecting patients and participants, 

ensure objectivity of research, and make information regarding trials more transparent.  

Sources:  
1 Principles on Conduct of Clinical trials & Communication of Clinical Trial Results,  http://www.phrma.org/files/042009_Clinical%20Trial%20Principles_FINAL.pdf, p. 20\ 
2 Ibid., Timely Registration is defined as ñwithin 21 daysò and this requirement includes some early Phase I studies where healthy volunteers are sampled.  
3 Ibid., p. 19 & 30-31.  
4 Principles on Conduct of Clinical trials & Communication of Clinical Trial Results,  http://www.phrma.org/files/042009_Clinical%20Trial%20Principles_FINAL.pdf, p. 16-17.  
5 Ibid. 
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Legalizing Drug Importation and Re-importation 
By: Gary Miller, CIS Senior Associate 

garymiller@cis-partners.com 

 

The legality of Americans purchasing drastically cheaper prescription drugs outside the U.S. has been debated for many years.    Congress has 

historically backed proponents of legalizing this practice in the past; however, it has never been supported by the coinciding President.  It seems 

possible, however, that all the pieces are now in place for this proposal to finally be realized.  Recently, a bipartisan Bill (Pharmaceutical Market 

Access and Drug Safety Act of 2009) was introduced that would allow the importation of prescription drugs by wholesalers and pharmacies that 

register with the Department of Health and Human Services (HHS). It would also allow drugs to be imported by an individual for personal use, or 

for the use of a family member (not for resale) from a registered exporter.1  With President Obama openly supporting the idea of drug re-

importation during his campaign (with the proper measures taken to ensure the safety of the medications), it seems likely that some version of this 

Bill will pass during his tenure.2  

The Bill states that Americans unjustly pay up to 5 times more to fill their prescriptions than consumers in other countries.  What is the cause for 

this great disparity?  Roger Pilon, Vice President for Legal Affairs, B. Kenneth Simon Chair in Constitutional Studies and Director, Center for 

Constitutional Studies Cato Institute, stated in 2005 that pharmaceutical companies need to invest on average of between 12 and 15 years and 

$800 million in research and development to receive Food and Drug Administration (FDA) approval of a product before the drug reaches the 

market.  He goes on to state that to recover this enormous investment, companies must charge a sufficient amount to not only cover this cost, but 

also to ensure a financially healthy pipeline for future research.3 Due to the differences in health care structure in the U.S. as compared to other 

countries, the U.S. market is set up to take on the brunt of this cost.   

Canada and other foreign countries have a “take it or leave it” attitude when negotiating purchasing prices from the pharmaceutical companies, 

forcing the companies to sell at significantly discounted prices from the U.S. prices.  To recoup the revenues lost from these lower prices, the U.S. 

market prices the drugs much higher, causing the great disparity between the two.  If the big pharmaceutical companies have the freedom to work 

between the domestic and foreign markets to have the greatest effect on their bottom line, why shouldn‟t the wholesalers and pharmacies, and 

even individual U.S. citizens have the option of searching both markets for the best price?  Another question that will arise is, will the loss of 

revenue in the U.S. cause the manufacturers to be forced to increase foreign prices, negating the anticipated cost saving?  
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Although this concept of drug re-importation is receiving great support from the Federal Government, it does not have to sacrifice the safety of the 

drugs being properly monitored throughout the process.  Critics of importing drugs from Canada and abroad site the inability for individuals to know 

if the drug they are purchasing is safe, and if they are actually purchasing the real drug at all. 4  This could be solved by implementing a tracking 

and monitoring process that would ensure the safety of the drugs being imported, while making it possible for the FDA and HHS  to properly track 

transactions and parties involved.  But at what cost would this monitoring be appropriate?  The implementation of these additional resources to 

properly monitor the importation of the drugs would be costly, again possibly negating the estimated $10 billion in monetary savings the importation 

of the drugs was originally aimed to save the Federal Government.5  

 Another argument against legalizing this process refers back to the need for the pharmaceutical companies to cover the cost the R&D of 

new drug products.  By importing the cheaper drugs, the companies will lose a portion of their revenues from the U.S. market, hurting their 

attempts to maintain a healthy pipeline.  The consequence of these actions could lead to a depleted line of new drugs in the future, ultimately 

hurting the country‟s health system.  However, by pricing drugs at a level that many Americans cannot afford, we are already experiencing a sense 

of a system short on available drugs, the only difference is that price would be the cause, rather than a diminished pipeline. 

 A possible alternative to cost savings is to alleviate the regulations imposed by the FDA during the R&D process, and place more individual 

responsibility on the country in choosing what drugs to take.  If the FDA allowed for slightly higher safety risks, the cost of R&D would be 

significantly lowered, allowing for lower retail prices.  This would put more individual choice into the process in deciding upon the risk/reward of 

taking the drug, after sufficient consultation with health care professionals.  

 If the ultimate goal of the Bill is to allow Americans to purchase cheaper drugs, perhaps there should be further evaluation of whether the 

importation of these prescription drugs will truly accomplish this goal.  Legalizing the practice could have great effects throughout the 

pharmaceutical industry, Federal Government, and everyday lives of citizens.  Increasing the role of individual choice, whether it is through the 

lessening of regulations during R&D, or through importation of drugs seems to be a solution for mitigating high cost.  But the Obama Administration 

does not want to sacrifice safety, so will this truly be an option?  In the end, will this bill truly save the country and its citizen‟s money?  Although it 

seems that the legalization of drug importation and re-importation has some momentum, it may be quite some time before we know if it is truly the 

solution to the high prices for prescription drugs here in America. 

Sources: 
1 HR 1298 S 525, Pharmaceutical Market Access and Drug Safety Act of 2009, http://www.washingtonwatch.com/bills/show/111_SN_525.html 
2 Election 2008: Both Major Presidential Candidates Support Prescription Drug Re-importation, Cite Need to Ensure Safety [Oct 28, 2008], http://www.kaisernetwork.org/
daily_reports/health2008dr.cfm?DR_ID=55239 
3 Legalizing Prescription Drug Importation [January 26, 2005], http://www.cato.org/testimony/ct-rp012605.html 
4 Drug Importation on Lawmakers‟ agenda; by David Glendinning [March 20, 2009], http://www.ama-assn.org/amednews/2009/03/16/gvsf0320.htm 
5 Drug Importation: Risky, Costly to Regulate, U.S. Task Force Says: State Reimportation Programs Continue, Journal Article, Nations Health [January 2005] , 
www.medscape.com/viewarticle/498145_5 
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Letter from the Editor 

The First 100 Days—HHS Reflects 

Meredith Taylor, Esq. 

 

Dear Readers, 

On April 29, 2009, the Department of Health and Human Services (HHS) released a Progress Report outlining the Department‟s accomplishments 

during the first 100 days of the Obama Administration.  This Progress Report was released on the same day that the President addressed America 

(the first thing that President Obama spoke about was healthcare) and highlights the Recovery Act, Reform, Policy and Regulatory Initiatives, 

Interagency Efforts, and Other Initiatives.   As I read the Report, I am persuaded that HHS has made great progress in the past 100 days, but 

remember, this Report was written by HHS about HHS, not by an independent party.  There is a $1.3 trillion deficit in this Country; does spending 

another $137 billion in Healthcare reform make sense?  The President, HHS, and many economists think so.    

The following is a summary of the Progress Report:  

Throughout the past 100 days, HHS (which includes: the Centers for Medicare and Medicaid Services (CMS), the Food and Drug Administration 

(FDA), the National Institutes of Health to the Administration Children and Family, the Low Income Home Energy Assistance Program, and Head 

Start) has begun to implement a Comprehensive Healthcare Program.  To fund this initiative, over $137 billion from the funding available under the 

American Recovery and Reinvestment Act of 2009, has been allotted to HHS.  So far, approximately $28.9 billion has been earmarked/distributed 

for the following healthcare programs:  

1. Medicaid  

2. Community Health Centers 

3. National Institutes of Health (NIH) 

4. Disproportionate Share Hospitals (DSH) 

5. Child Support 

6. Head Start and Early Head Start  

7. Temporary Assistance for Needy Families (TANF) 

8. Child Care  

9. Vaccines  

10. Senior Nutrition Program  

11. Community Services Block Grant  

In an effort to save dollars wasted on healthcare in the past, HHS has put a plan in effect to improve efficiency, innovation, accountability, and 

transparency throughout its programs.   Although the following programs to increase efficiency and accountability are only proposed, the 

anticipated amount of dollars saved is compelling.    

Some proposals include:  

1. Improving care after hospitalizations and reducing hospital readmission rates by distributing funding for post-acute providers to provide 

proper care and follow up.  This is an anticipated savings of $26 billion over 10 years.  

2. Expanding the Hospital Quality Improvement Program by linking some Medicare payments for acute inpatient hospitals to hospitals‟ 

performance on specific quality measures.  This is an anticipated savings of $12 billion over 10 years.   

3. Reducing Medicare overpayments to private insurers through competitive payments by providing Medicare payments based upon an 

average of plans‟ bids submitted to Medicare.  This is an anticipated savings of $177 billion over 10 years.  

4.  Reducing drug prices by increasing the Medicaid drug rebate for brand-name drugs from 15.1 percent to 22.1 percent of the Average 

Manufacturer Price (AMP), allowing states to collect rebates on drugs provided thorough Medicaid Managed Care, and applying an 

additional rebate to new drug formularies.  This is an anticipated savings of $20 billion over 10 years.   

Transparency in the healthcare industry is also an increasing trend. To promote transparency, HHS has provided webcasts, videos, and 

informative websites, including forums on health reform, health reform web videos, Recovery Act webcasts, Recovery Act funding information, food 

safety information, and live blogs of events.       
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In an attempt to revise existing healthcare policies and regulations, HHS has been reviewing those existing documents and contemplating how to 

improve them.  HHS has worked closely with the President and Congress to change the existing legislation that does not further the 

Comprehensive Healthcare Program Initiative.   The following regulations have been or are being reviewed and revised:  

1. Repeal of August 17 Children‟s Health Insurance Program (CHIP) Directive.   Now CMS is no longer bound by the 250 percent 
poverty level restriction when determining which children it will cover under the CHIP program. 

2. Review of the Provider Refusal Rule.  HHS is attempting to rescind this Rule, which expands the interpretation of the “conscience 
clause,” and protects the rights of providers who refuse to provide abortion services. 

 
New policy initiatives underway include: Health Reform, Health Information Technology, Comparative Effectiveness Research, and Stem Cell 
Research.  
 
It is clear that HHS and the President are out to reform the Medicare Program.  The new guidance that has been issued in regard to the Medicare 
Program includes:  
 

1. CMS Call Letter issued on March 30, 2009, provides CMS‟ plan to monitor health plans, alleviate discriminatory activities, and 
revise health plans to provide value to beneficiaries. 

2. Medicare advantage payment rates are higher than fee for service rates due to coding.  CMS adjusted the rate risk scores to 
prevent unnecessary spending. 

 
Legislation that has been passed and implemented already in 2009 include:  

1.  CHIP Reauthorization which extends state funding for CHIP programs through 2013 and by $69 billion and requires CMS to publish new 
regulation and guidance. 
2.  HHS imposed moratorium on a number of regulations limiting federal Medicaid spending. 

 
HHS has created and executed interagency and interdepartmental efforts including:  
 

1.  The Food and Safety Work Group is chaired by HHS and the USDA to strengthen the Nations‟ food safety systems. 
2.  The CHIP Working Group was developed by the Department of Labor and HHS to coordinate group health plan with Medicaid and CHIP 
to develop a model coverage coordination disclosure form. 
3.  The CHIP Reauthorization Steering Committee is lead by HHS, CMS, and other governmental agencies to implement the new 
legislation. 

 
Recent health scares in our Country have also been addressed by HHS and its departments.  
 

1. A topic that is on the tip of everyone‟s tongues, HHS has undertaken efforts to monitor and protect the public from the “Swine Flu” by: 

a. Issuing a nationwide Public Health Emergency declaration, 

b. Working with the FDA, NIH, and CDC to develop a vaccine, 

c. Releasing the stockpile of anti-viral drugs, 

d. Sending epidemiologists to high risk states to investigate. 

e. The Act Against AIDS was initiated by the CDC and has multiple phases, using the mass media to deliver HIV prevention messages. 

f. The pistachio and peanut recalls led the FDA to take action to alert consumers. 
 
Finally, the HHS has released a number of reports to update and educate the public on:  
 

1. Health Care Community Discussion – public policy developed by Government, 

2. Costs of Inaction – highlights the flaws in the health care system, 

3. Helping the Bottom Line – small business struggles to pay for healthcare costs. 
 
Only time will tell if the HHS initiatives funded by Recovery Act dollars will ultimately help the deficit, rather than add to it.  This Report focuses on 
some significant milestones and hopeful proposals to that end.  I, for one, am nervous about devoting so much money towards reforming the 
healthcare system, but with that said, this report card is compelling, and I remain hopeful and optimistic.    
 

Best regards,  

Meredith Taylor, Esq.  

PCX Product Manager and Senior CIS Compliance Manager 

meredithtaylor@cis-partners.com 
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