Sample Non-Compliance Letter to Facility

[ESRD Network letterhead]

[Date of correspondence]

[Name and address of dialysis facility/unit]

Dear [Dr. / Mr. / Ms.] [Name of facility Administrator]:

The purpose of this notice is to inform you that the Medical Review Board for [name of ESRD Network], the ESRD quality improvement organization for the [state/Commonwealth/etc.] of [name of state/jurisdiction], has reviewed the performance of [name of dialysis facility/unit] and found the facility deficient in [area of deficiency, e.g., meeting or working toward Network goals].  

As a requirement of your Medicare certification, your facility must comply with the Conditions for Coverage as stated in Section 1881(c) of the Social Security Act and 42 CFR Sub Part U §405.2134 “Participation in network activities.”   The Network activities reflect the national ESRD Program goals that are established by the Centers for Medicare & Medicaid Services (CMS) as a part of the ESRD Network contract.  The Network distributes the Network’s goals annually to all dialysis facilities in the Network region and posts them on the Network website ([Network web address]) for ongoing reference.

[Facility/unit name] has failed to meet the following:



[List of expectations that are not being met].

Consequently, you are expected to provide the Network with a Quality Improvement Plan (QIP) to address how you intend to correct these deficient practices, a timeline for implementation, and the method you will use to determine the effectiveness of your efforts.  Please submit your QIP by [date] for approval by the Network. The results of your QIP should be reported to the Network no later than [date].  If you have any questions, need assistance with developing the QIP, or need to request a change in dates, please contact the Network at [Network phone number] and ask for [name of the appropriate staff member] by [date].  

Thank you for your prompt attention to this matter.  We look forward to hearing from you by [date].  Failure to promptly and completely respond to this notification letter can potentially lead to a recommendation to CMS for sanction against your provider status. 

Sincerely,

[Signature]

[Name]

Executive Director

[Name of ESRD Network]

Sample Sanction Recommendation Letter to Facility

[ESRD Network letterhead]

[Date of correspondence]

[Name and address of dialysis facility/unit]

Dear [Dr. / Mr. / Ms.] [Name of facility Administrator]:

The purpose of this notice is to inform you that the Medical Review Board for [name of the ESRD Network], the ESRD quality improvement organization for the [state/Commonwealth/etc.] of [name of state/jurisdiction], has reviewed the performance of [name of the dialysis facility/unit] and found the facility deficient in [area of deficiency, e.g., meeting or working toward the Network goals] as required in the Medicare Conditions for Coverage and described to you in our correspondence dated [date of Exhibit 10-1] 

Consequently, the members of the Medical Review Board have [unanimously (if applicable)] determined that [facility/unit name] is out of compliance with Section 1881(c) of the Social Security Act and 42 CFR Sub Part U §405.2134 “Participation in network activities” and are recommending that the Centers for Medicare & Medicaid Services (CMS) impose a sanction on [facility name].

Specifically, [facility/unit name] failed to: [description of failure, e.g., the facility failed to submit a Quality Improvement Plan (QIP), the facility failed to submit an acceptable QIP, or the facility was unwilling or unable to work toward Network goals].  
On request, [name and title of Network contact person] is available to discuss the reasons for this recommendation and subsequent action.  [She/He] can be reached at [Network phone number].

Sincerely,

[Signature]

[Name]
Executive Director

[Name of ESRD Network]

Sample Letter to CMS Requesting Sanction Action

[ESRD Network letterhead]
[Date of correspondence]
[Name and address of the ARA in the Regional Office that has jurisdiction over the problematic facility]
Through: [Name of Network’s Project Officer]
Dear [ARA name]:
Recommendation:

After [time period] of working with [name of facility], it has become apparent to the [Executive Board/Board of Directors] and Medical Review Board (MRB) of the [name of ESRD Network] that [facility name] is out of compliance with the statutory requirements, as follows: [list of ways in which the facility has failed to meet statutory obligations, e.g., 

· Consistent failure to cooperate with Network plans or goals as specified in the Network contract;

· Consistent failure to follow the recommendations of the MRB, which have been approved by CMS;

· Failure, without just cause, to permit an on-site review by the Network MRB; or

· Failure to submit data as required.]

[Network name]’s [Executive Board/Board of Directors] and MRB, after reviewing and giving due consideration to the performance of [facility name] and the outcomes of actions taken to correct performance deficiencies, recommend that a sanction be imposed upon [facility name].  

[Network name] has been monitoring [facility name] since [date] because [facility name] [short summary of problems and actions taken, to include:

· Supporting information for recommendation;

· Clinical Performance Measures outcome data that were deficient;

· Other causes for concern, e.g., high mortality ratio, high number of complaints; and

· Actions, including facility Quality Improvement Plan (QIP) activities that were monitored and assessed to determine non-compliance.]
The deficient practices identified above, which may contribute to poor patient outcomes, represent the failure of [facility name] to [description of the overarching problem, e.g., follow the MRB’s recommendations to implement a QIP].  

[Network name] understands that only CMS has the authority to impose and remove sanctions, and that the responsibility for the appeals process lies with CMS.  [Network name] is willing and available to serve in an advisory capacity as CMS makes its decisions regarding [facility name].  [Network name] is available to discuss the findings described in the enclosed summary report and to provide additional information, if necessary.
[Network name]’s contact person is [Executive Director or designee].  

Thank you for your consideration of this recommendation.

Sincerely,

[Signature]

[Name of Executive Director]

On behalf of [Executive Board/Board of Directors] and Medical Review Board, [name of ESRD Network]

cc:  [CMS Central Officer ESRD Program Manager]

[Centers for Medicaid and State Operations contact person]  
Enclosures:

Facility characteristics [Name, certification number, certification date , address, phone, FAX, affiliation, back-up hospital, services provided, number of  stations, number of shifts, days of operation, patient census, availability of other facilities in the immediate geographic area, and names of the Chief Executive Officer, Medical Director, Administrator, Nurse Manager, and Social Worker]

History of Network efforts to work with [facility name] [Summary of efforts made and facility response]

Supporting evidence for this recommendation [Details of chart reviews, site visits, facility patient outcomes, facility Quality Improvement Plans and results, etc.]
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