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Intermountain Healthcare appreciates the opportunity to describe its experience with the development and 
implementation of policies for dealing with physician-owned entities. My name is Suzie Draper, and I am the Vice 
President of Business Ethics & Compliance at Intermountain Healthcare in Salt Lake City, Utah. Intermountain is a not-
for-profit 501(c)(3) integrated healthcare system that operates 22 hospitals in Utah and Idaho; more than 185 clinics; 
and an insurance plan, SelectHealth, which covers more than 750,000 lives in Utah and Idaho. Intermountain’s Medical 
Group employs approximately 1,200 physicians, and about 4,000 other physicians affiliate with Intermountain.  

Intermountain has become well-known nationally and internationally for identifying best clinical practices and applying 
them consistently. Dr. John E. Wennberg of the Dartmouth Institute for Health Policy and Clinical Practice said, 
“Intermountain is the best model in the country of how you can actually change healthcare for the better.”  Dartmouth 
estimated that if healthcare were provided nationally in the way it is provided at Intermountain, “the nation could 
reduce healthcare spending for acute and chronic illnesses by more than 40%.” 

Intermountain’s focus is on providing high-value healthcare and helping people live the healthiest lives possible. To that 
end: 
 

• We have developed physician-led clinical programs so that medicine at Intermountain is practiced by 
collaborative teams and is based on the best available data. 

• We establish specific clinical improvement goals, with accountability for accomplishing these goals reaching all 
the way to Intermountain’s Board of Trustees. 

• We have developed information technology that allows us to track, compare, and improve outcomes—and 
eliminate inappropriate variation. 

• We view variation as an opportunity to improve, whether we find it in our clinical processes, our business 
processes, or our supply chain.  

1 OBJECTIVE 
This testimony describes Intermountain Healthcare’s challenges in implementing policies and procedures regarding 
physician-owned distributors (PODs) and physician-owned entities (POEs). 

2 PROCESS AND HISTORY 

2.1 THE EVOLUTION OF A CENTRALIZED SUPPLY CHAIN ORGANIZATION (SCO) 
Originally, Intermountain’s supply chain processes were largely decentralized, with contracting authority at the 
individual facility level.  In 2006, Intermountain created a Supply Chain Organization (SCO) to more effectively manage 
its annual spend on goods and services purchased from outside vendors.  The SCO is responsible for more than $1.5 
billion in annual spending and oversees the distribution of more than two million medical devices annually. Creation of 
the SCO has resulted in significant efficiencies, and Intermountain’s SCO was ranked third in the United States in the 
most recent annual top 25 list of healthcare supply chains ranked by Gartner, Inc. 
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2.2 CONTRACTING CHALLENGES AND PODS 
In the early years of the SCO, resources were devoted to centralizing the purchasing process and to significantly 
increasing the evaluation of current and potential vendors.  Typically, information regarding physician ownership of 
vendors was sought, but physician ownership was not viewed as an absolute impediment to contracting.  Over time, 
however, there were increasing reports from the field regarding suspected and non-disclosed financial arrangements 
between vendors and physicians who were in a position to order the vendor’s products.  

2.3 THE POD REGULATORY LANDSCAPE PRIOR TO THE SPECIAL FRAUD ALERT 
Prior to the issuance of the Special Fraud Alert on March 26, 2013, there was no statute, regulation, or clear agency 
guidance limiting hospitals from contracting with PODs.  In 2006, AdvaMed requested additional guidance from the 
Office of Inspector General (OIG), which replied only that OIG “would take [AdvaMed’s] views . . . into consideration as 
we contemplate future OIG guidance projects.”  In 2008, CMS was asked by a commenter on the CY 2008 PFS proposed 
rule (identified by CMS as a “large medical device manufacturer”) to define PODs to be designated health services (DHS) 
entities subject to the Stark Law; in the 2009 Inpatient Prospective Payment System (IPPS) final rule, CMS declined to do 
so.  In response to a Senate inquiry to CMS and OIG on PODs, in 2011 CMS stated it would “consider this issue carefully” 
but at that time declined to define PODs to be GPOs subject to the Sunshine Act.  OIG similarly responded in 2011 that it 
would initiate a study but that “OIG’s ability to issue guidance about the application of the [kickback] statute to these 
business structures is limited.”      

2.4 INTERMOUNTAIN’S EVOLVING APPROACH TO PODS PRIOR TO THE SPECIAL FRAUD ALERT 
As the 2011 Senate Finance Committee Minority analysis (the Hatch Report) noted, there was a general lack of clear 
regulatory guidance to hospitals in this area.  In connection with Intermountain’s self-disclosure and ongoing discussions 
with the DOJ and OIG, a policy review of all hospital-physician arrangements was undertaken.  Intermountain struggled 
to reach consensus on the proper approach to PODs that struck the appropriate balance of competing interests.  The 
Hatch Report identified potential vulnerabilities in the typical POD model, while the Sunshine Act viewed disclosure as a 
means to limit the risk of abuse.  A May 2012 Food and Drug Policy Forum article by Joseph Truhe, Esq., arguing that 
PODs were not only lawful but beneficial to the supply chain, was widely disseminated.  From a strictly legal perspective, 
fair market arrangements between PODs and hospitals arguably satisfied the discount safe harbor to the Kickback Law 
and the relevant Stark Law rules, but there was growing discomfort with the potential conflicts of interest involved.   

2.5 SPECIAL FRAUD ALERT 
With the publication of the Special Fraud Alert, consensus at Intermountain crystallized around a bright-line policy that 
would be straightforward to implement.  Prior to March of 2013, Intermountain was still unclear on how to best 
minimize the uneasiness caused by all the factors identified above.  Intermountain’s uneasiness was greatly alleviated by 
the OIG’s Special Fraud Alert: Physician Owned Entities (the “SFA”). The SFA stated that the OIG was particularly 
concerned about the financial incentives present in physician-owned distributorships (“PODs”) of implantable medical 
devices “because such devices typically are ‘physician preference items,’ meaning that both the choice of brand and the 
type of device may be made or strongly influenced by the physician, rather than being controlled by the hospital or ASC 
where the procedure is performed.” 

The SFA went on to identify eight “suspect characteristics” of PODs that might run afoul of the Anti-kickback Statute, 
which characteristics are as follows: 

1. The size of the investment offered to each physician varies with the expected or actual volume or value of 
devices used by the physician.  

2. Distributions are not made in proportion to ownership interest, or physician-owners pay different prices for 
their ownership interests, because of the expected or actual volume or value of devices used by the physicians.  
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3. Physician-owners condition their referrals to hospitals or ASCs on their purchase of the POD’s devices through 
coercion or promises, for example, by stating or implying they will perform surgeries or refer patients elsewhere 
if a hospital or an ASC does not purchase devices from the POD, by promising or implying they will move 
surgeries to the hospital or ASC if it purchases devices from the POD, or by requiring a hospital or an ASC to 
enter into an exclusive purchase arrangement with the POD.  

4. Physician-owners are required, pressured, or actively encouraged to refer, recommend, or arrange for the 
purchase of the devices sold by the POD or, conversely, are threatened with, or experience, negative 
repercussions (e.g., decreased distributions, required divestiture) for failing to use the POD’s devices for their 
patients. 

5. The POD retains the right to repurchase a physician-owner’s interest for the physician’s failure or inability 
(through relocation, retirement, or otherwise) to refer, recommend, or arrange for the purchase of the POD’s 
devices.  

6. The POD is a shell entity that does not conduct appropriate product evaluations, maintain or manage sufficient 
inventory in its own facility, or employ or otherwise contract with personnel necessary for operations.  

7. The POD does not maintain continuous oversight of all distribution functions.  
8. When a hospital or an ASC requires physicians to disclose conflicts of interest, the POD’s physician-owners either 

fail to inform the hospital or ASC of, or actively conceal through misrepresentations, their ownership interest in 
the POD. 

 
The SFA also stated that “hospitals and ASCs that enter into arrangements with PODs also may be at risk under the 
statute.”  Based on the SFA’s warning, Intermountain elected to follow the course of action suggested in Footnote 1 of 
the SFA and develop a revised policy governing Intermountain’s relationships with not just PODs but all physician-owned 
entities (“POEs”). 

2.6 POLICY REVISION 
In May 2013, Intermountain revised its policy entitled the “Physician Owned Entities Financial Arrangements Policy” (the 
“POE Policy”).  Under the POE Policy, Intermountain will not enter into any agreement to purchase from a POE any item 
or service other than professional medical services personally furnished by the physician owner or other health 
professional employed by the POE, unless the POE falls into one of two exceptions.  The first exception applies to POEs 
whose physician owner (or physician who is an immediate family member of any owner) is not in a position to generate 
business for Intermountain.  This exception also requires that prior to purchasing any item or service that meets the 
exception, Intermountain must enter into a written contract with the POE that includes the following representations 
and warranties and ongoing covenants from the POE: (1) that the entity does not have and will not have any of the eight 
suspect characteristics identified in the SFA, and (2) that no physician owner or physician who is an immediate family 
member of an owner in the POE be in a position to generate business for Intermountain, and that the POE will notify 
Intermountain if that representation is no longer true. 

The second exception to the POE Policy is an exception made for disruptive technologies that are pre-approved by 
Intermountain’s Senior Management Team in accordance with Intermountain’s Disruptive Technologies Exception 
Guideline.  This exception allows Intermountain the flexibility to make exceptions for products and services that if not 
purchased by Intermountain may pose a risk to the quality of care an Intermountain patient may receive as more fully 
described in Section 2.8 below. 

Finally, the POE Policy also requires Intermountain’s compliance team to work with Intermountain’s Supply Chain staff 
to develop a plan to terminate or not renew existing arrangements that do not meet the requirements of the POE Policy, 
with first priority given to terminating and not renewing non-compliant arrangements for implantable medical devices.  
The implementation of the POE Policy has helped Intermountain to avoid relationships with the types of suspect POE 
identified in the SFA; however, the implementation has not been without costs to Intermountain.  Implementation of 
the POE Policy has also led to other obstacles and challenges that were not present prior to the OIG’s release of the SFA 
and Intermountain’s implementation of its policy as a response to the SFA. 
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2.7 BALANCING COMPETITION AND STANDARDIZATION 
In many instances Intermountain’s implementation of the POE Policy narrows the field of suppliers that are qualified to 
receive and respond to RFPs for certain products and services.  This decrease in qualified suppliers naturally increases 
product and supplier rationalization and standardization.  These are generally viewed as positive, cost-saving measures.  
However, in this situation Intermountain may be standardizing on a legacy supply chain, which some argue is anti-
competitive and potentially subject to abuse.  Extending RFPs to compliant POEs may resolve those flaws, but that 
extension is often prohibited by the POE Policy. 

2.8 THE DISRUPTIVE TECHNOLOGIES EXCEPTION 
Intermountain’s Disruptive Technology Exception is limited to the disruptive technology in question (not the POE’s 
entire catalog of items or services) and does not apply where a substantially equivalent product or service is available 
from a non-POE or, for example, where a device obtains 510k clearance.  The challenge with this exception is its narrow 
scope.  There have been only a handful of products and suppliers that have met these requirements—not because the 
suppliers are unwilling to comply with the Special Fraud Alert but, rather, because their items or services are not truly 
disruptive technologies.   

2.9 PROMOTING INNOVATION AND COLLABORATION 
Another challenge is the potential chilling effect the POE Policy might have on Intermountain’s innovative and 
collaborative culture.  In an effort to reaffirm that culture and to insert appropriate safeguards, Intermountain is 
considering adding another exception to the POE Policy for technologies that are co-developed by the POE and 
Intermountain.  This new exception would be available for items or services that are innovative, distinguishable, 
potentially superior, and otherwise compliant with the exception and Intermountain policy.  We recognize that many of 
Intermountain’s own physicians are in the best position to invent disruptive and innovative technologies, and we hope 
that this exception will provide a compliant model for those activities.   

3 ONGOING IMPLEMENTATION 

3.1 ATTESTATION FORM 
Defining the policy prohibiting purchasing products or services from physician-owned entities was only the first step; 
implementing the policy presented additional challenges and opportunities.  One challenge was to determine the 
process for inquiring regarding an entity’s ownership.  In collaboration with legal counsel, Intermountain developed a 
form letter that references the OIG Special Fraud Alert and outlines Intermountain’s policy regarding purchasing from 
physician-owned entities.  The letter then asks the supplier to attest to not having physician ownership and to meeting 
the policy’s other provisions; the supplier makes this attestation by completing and signing a Compliance and 
Attestation form. 

3.2 IMPLANTS, THEN WHAT? 
Due to the large number of suppliers Intermountain purchases from, the attestation form is being implemented in 
several phases beginning with total joint and spinal implants and then other categories of implants. The next area of 
specific focus is being developed. 

3.3 AP DATABASE AND AP PAYMENTS – INVOICES, CONTRACTS 
When Intermountain sets up a supplier in its payment database, there is a field to indicate whether the supplier has 
physician ownership. That information may have come from an Intermountain Supply Chain employee, the supplier, or a 
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local sales representative (who may not have actual knowledge of the supplier’s ownership). There is ongoing effort to 
ensure the database is accurate and complete. 

3.4 EXCEPTIONS TO THE POLICY 
As noted above, Intermountain’s policy includes two exceptions to prohibiting purchases for POEs: 1) the physician-
owner is not in a position to generate business for intermountain, and 2) the product purchased is a “disruptive 
technology.”  Additionally, professional services provided personally by a physician are categorically exempt from the 
policy.  The first exception presumes that any physician practicing within Intermountain’s service area is in a position to 
generate business for Intermountain Healthcare.  For a supplier to meet the first exception, the supplier must attest to 
the physician-owner’s not being in a position to generate business and must adduce sufficient supporting evidence. 

3.5 DIVESTITURES 
Implementation of this policy by Intermountain has affected the local medical device market.  A few physician-owned 
companies have chosen to have their physician-owners divest in order to continue supplying Intermountain.  Other 
companies have combined divestiture with ongoing financial arrangements with the divesting physician owners, 
including employment.  Analyzing these evolving arrangements under the POE Policy is an ongoing challenge. 

3.6 OPERATIONAL WIND DOWN 
In a system the size of Intermountain, it is very difficult to simply stop purchasing a product for reasons outside the 
normal procurement channels.  In the case of ending purchases from POEs, we chose to stop purchasing products that 
are, in some instances, widely used and possibly the preferred product.  Prior to telling a supplier that we would no 
longer purchase items or services because of physician ownership, we worked through a process to notify all the users 
of those items or services of the change—particularly physicians—and to find satisfactory replacements.  After those 
notifications are made, we then notify the manufacturer that we will discontinue purchases from them due to their 
being a physician-owned entity.  Additionally, all stock on hand that was not already purchased from the POE is removed 
and returned. 

We discovered a few issues with discontinuing some purchases.  Primarily, orthopedic surgeons prefer to replace an 
implant, if replacement is necessary, with the same device from the same manufacturer.  Similarly, orthopedic surgeons 
prefer to implant the same device in the bilateral body part after the first implant is placed.  For example, if a patient has 
had a hip replacement using a device from a POE and then requires a hip replacement on the other hip, the surgeon 
prefers to use the same device from the same manufacturer for the second hip.  To meet these demands, we have 
authorized one-time purchases of those devices and maintained contracts with the suppliers in order to make those 
purchases.  Some flexibility is needed to meet the medical needs of patients. 

In addition to the issue of orthopedic surgeon preferences, some items or services are arguably superior to their 
supposed equivalents and yet do not meet the high bar of a disruptive technology.  To date we have not finalized a 
satisfactory resolution to this issue. 
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EXHIBITS 
• Office of Inspector General - Special Fraud Alert: Physician-Owned Entities……………………………………….………….Pgs. 7-10 
• Intermountain’s Physician Owned Entities Financial Arrangements Policy………………………………………………..……Pgs. 11-13 
• Intermountain’s letter and attestation that is sent to Physician Owned Entities…………………………………………….Pgs. 14-16 
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