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In addition to examining the Foundation’s compliance with the specifications set forth in OIG 

Advisory Opinion No. 07-18 (as modified), the examination addressed and analyzed the 

Foundation’s systems, processes, policies and practices relating to administration of the 

Foundation’s programs.  We performed the examination of the Foundation’s programs and the 

Foundation’s compliance with the specifications as follows:  

 

(a) The Foundation is a bona fide, non-profit organization that serves the interests of patients 

with particular diseases or conditions.  

(b) The Foundation is independent of any donor to the Program (collectively, the “Program 

Donors”).  For purposes of determining independence, no members of the Foundation’s 

governing body will be employed by a Program Donor.  

(c) The Foundation’s Programs receive referrals from a number of sources, including 

physicians, suppliers, patient advocacy groups, other relevant third-party organizations and 

Program Donors (e.g., through Program Donors’ patient assistance programs).  

(d) The Foundation’s determination of whether to provide assistance does not consider the 

source that referred the patient to the Programs.  

(e) The Foundation bases all financial eligibility determinations on its own established criteria 

and does not take into account the identity of a provider, supplier or treatment that the 

patient may use or the identity of a Program Donor whose services or products are used by 

the applicant. 

(f) Assistance is available to financially needy beneficiaries who meet the Foundation’s 

income and/or asset criteria, for a period of up to one (1) year, after which each 

beneficiary’s eligibility is reevaluated.  

(g) Patient requests for assistance under the Programs is reviewed on a first-come, first-served 

basis to the extent funding is available.  

(h) The Foundation informs patients that they are free to change providers, suppliers or 

treatments at any time and will not lose their assistance as a result (unless they become 

ineligible for other reasons).  

(i) The Foundation does not refer patients to, or recommend, a particular provider, supplier or 

product.  

(j) The Foundation does not inform patients of the identities of Program Donors.  

(k) To the extent feasible, the Foundation furnishes assistance under the Programs to the 

provider, supplier or insurer on behalf of the patient, and where assistance is furnished 

directly to the patient, the Foundation obtains proof from the patient that the assistance is 

to satisfy qualifying expenses. 
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(l) The Foundation has a process to solicit donations for the Programs from a multitude of 

sources.     

(m) The Foundation uses commercially reasonable efforts to publicize the availability of the 

Programs to patient advocacy organizations, other relevant third parties and patients, 

consistent with Foundation established criteria.  

 


