Attachment G: Mitigating Factors

Application Checklist

Hospital Name:

OPTN Code/ Transplant CCN #:

Organ/ Program Type:

Address, City & State:

Program Contact Name, phone
number, and e-mail:

Date Prepared:

Note: Any changes in the program’s contact person must be communicated to the CMS within 72 hours to

ensure timely communication.

This checklist will assist the transplant program in the preparation of a mitigating factors

application. The completed checklist must be submitted with the application. All of the

information described on this checklist is required as part of the mitigating factors application

review.

Note: Failure to submit a complete and timely application may be the basis for denial of

mitigating factors.

Description

Application Page
Number(s)

Section A - Program Application Summary

(1) The completed Mitigating Factors Application Checklist.

(2) An application summary in letter format on the organ transplant program’s or
hospital’s letterhead that includes:

(2a) The name of the transplant hospital and hospital address (as it appears on the
Medicare-Approved Transplant Programs list on the CMS website) with the OPTN
code and Transplant CCN #.

(2b) The type of the organ transplant program for which approval of mitigating
factors is being requested. (Separate applications must be submitted if more than
one organ transplant program at the same hospital is applying for consideration
under mitigating factors.)

(2c) The Conditions of Participation (CoPs) that the program failed to meet:

842 CFR 482.80 — Data submission, clinical experience and outcome
requirements for initial approval of transplant centers; or

842 CFR 482.82 — Data submission, clinical experience and outcome
requirements for re-approval of transplant centers

(2d) A brief summary of the mitigating factors requested for consideration
(template provided in Appendix 3.2).

(2e) Rationale/Supporting Evidence: The rationale for requesting approval of a
given organ transplant program based on mitigating factors and a description of
the evidence the program believes supports its request for mitigating factors.




Description

Application Page
Number(s)

(2f) Internal Program Improvements: The extent to which the transplant program
has identified, tracked, and analyzed the root causes of non-compliance.
Additionally, the program must submit the specific findings of its analysis and the
specific changes made by the program to address the non-compliance.

(3) As attachments to the application summary, include copies of the following
documentation relevant to the application process:

(3a) Copy of the CMS written notification of CoP deficiency.

(3b) Copy of the Letter of Intent sent to CMS to request mitigating factors,
which was due 10 calendar days after the CMS’ notice of CoP deficiency.

(3c) Copy of Form CMS-2567 with the survey results (also with the program’s
Plan of Correction, if available).

Section B — Data

(4) Outcomes Data (if applicable): If the program is requesting approval based on
mitigating factors for non-compliance with outcomes, provide the following
information in 6-month intervals-starting from the most recent SRTR period under
consideration to present date, as available:

(4a) Total number of all patients that received transplants for that organ type;
(4b) Total number of patient deaths at 1-month and 1-year post-transplant;
(4c) Total number of organs transplanted (includes any re-transplants); and

(4d) Total number of graft failures at 1-month and 1-year post-transplant (of the
grafts transplanted in that 6-month period).

Section C - QAPI Materials

(5) Quality Assessment and Performance Improvement (QAPI) information
specific to the organ transplant program for which approval of mitigating factors is
requested, including, but not limited to:

(5a) QAPI Plan.

(5b) Quality dashboard and other performance indicators with definitions.

(5¢) QAPI Program meeting minutes from the most recent four meetings and
attendance rosters from the most recent 12 months.
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Section D: Root Cause Analysis Reports

(6) Root Cause Analysis of patient deaths and graft failures: Root Cause Analysis
report that includes the analyses of patient deaths and graft failures beginning from the
most recent SRTR period under consideration to current. The required content for
mitigating applications involving substandard patient or graft survival includes, but is
not limited to, “Root Cause Analysis for patient deaths and graft failures, including
factors the program has identified as likely causal or contributing factors for patient
deaths and graft failures” and “Program improvements that have been implemented or
improvements that are planned.”(42 CFR §§ 488.61(f)(2)(v)(A) and (B).

Note: For purposes of the Root Cause Analysis component of a mitigating factors
application, CMS will accept thorough analyses that used a methodology other than
“Root Cause Analysis” if the documentation demonstrates that they were conducted
consistent with the following guidelines:

e A description of the key facts of the event in enough detail so that one can clearly
understand the facts and chronology of what occurred, the severity of the event,
and how the transplant candidate/recipient or potential LD/LD was affected.

o A review of whether or not similar events have occurred in the past.

e Gathering all of the information needed to identify factors throughout the system
that may have caused or contributed to the outcome, directly or indirectly.

e Analyzing the information for actual and potential vulnerabilities and
opportunities to reduce risks and improve care.

e Using the results of the analysis to design improvement actions addressing the
factors that caused or contributed to the event’s occurrence, including systems
factors and processes.

e Specifying the plan for implementing, evaluating and monitoring improvement
actions (timeframes, responsible parties, measurement strategy to assess
effectiveness, etc.).

Section E - Additional Information

(7) Pertinent policies, protocols, procedures, and practices specific to the organ
transplant program for which approval of mitigating factors is requested, including, as
applicable:

(7a) Patient and donor/organ selection criteria and evaluation protocols, including
methods for pre-transplant patient evaluation by cardiologists, hematologists,
nephrologists, and psychiatrists or psychologists, etc.

(7b) Waitlist management protocols and practices.

(7c) Pre-operative management protocols and practices.

(7d) Organ procurement protocols and practices.

(7e) Intraoperative surgical protocols and practices.

(7f) Immunosuppression/infection prophylaxis protocols.

(79) Post-transplant monitoring and management protocols and practices.




(8) Information about the program’s personnel, including, but not limited to:
(9a) Key personnel list with the names and roles of key personnel of the transplant

program.

(9b) Organizational chart with full-time equivalent levels, roles, and structure for

reporting to hospital leadership.

(9) Program improvements or innovations that have been implemented and planned
improvements in response to the root cause analysis of poor outcomes, or as part of a

performance improvement project.

(10) Results/summary of any external review of the program in the past 3 years,
including any recommendations that were made and follow-up actions in response to

the recommendations.

(11) Optional - Any other documentation to support the mitigating factors requested.
(It is not required to submit other documentation; any other documentation submitted
must be relevant to your program’s non-compliance with the CoPs and to the
mitigating factors review you have requested.)

Summary of Mitigating Factors Requested

Hospital Name:

OPTN Code/ Transplant CCN #:

Organ/ Program Type:

Address, City & State:

number, and e-mail:

Program Contact: Name, phone

Date Prepared:

Summarize the mitigating factors requested on this template and provide it along with the
narrative and documentation evidence in section A-2d of the program application summary
section of the mitigating factors application. Refer to Appendix 2 for the mitigating factors that
may be considered. Summarize in the “Description” column the program’s specific issues and
activities that relate to the associated mitigating factor(s) being requested.

Category

Subcategory

Summary Description of Related
Program
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	THE STANDARD TRANSPLANT PROGRAM SURVEY PROTOCOL
	UOverview & Key Concepts
	This survey protocol provides a standardized framework for surveyors to fully evaluate compliance with all transplant program Conditions of Participation (CoPs). Surveyors will utilize a tracer methodology for patient observation, clinical record revi...
	UProgram Types and Consideration of Adult versus Pediatric Program Types
	Transplant program types including:
	1. Adult Heart-only (AHO)
	2. Adult Lung-only (ALO)
	3. Adult Kidney-only (AKO)
	5. Adult Liver (ALI)
	7. Pediatric Heart-only (PHO)
	8. Pediatric Lung-only (PLO)
	9. Pediatric Kidney-only (PKO)
	10. Pediatric Pancreas (PPO) is surveyed with an approved pediatric kidney program
	11. Pediatric Liver (PLI)
	USurvey Team Size and Composition
	USurvey Protocol Tasks
	TASK 1 - PRE-SURVEY: OFF-SITE PREPARATION
	Prior to the survey, determine the number and types of transplant programs at the transplant hospital to be surveyed to determine survey team composition.  Review each program using the information below:
	1. Any prior survey and certification issues, e.g. previous complaints that indicate further investigation or follow-up;
	2. CMS Transplant Program Quarterly Report (TPQR) to determine:
	a. Is the program listed as a member of the OPTN, and what is the status of that membership; (X002)
	b. Has the program submitted the required 95 percent of data on all transplants to the OPTN; (X032)
	c. Does the program remove individuals from the waiting list in a timely manner (i.e., within 1 day); (X086)
	d. If applicable, has the program completed the number of transplants required to meet the clinical experience requirements (adult kidney, adult liver, adult heart, adult lung, adult intestinal/multivisceral); (X043)
	e. If applicable, has the program met the outcome requirements  (adult kidney, pediatric kidney, adult liver, pediatric liver, adult heart, pediatric heart, adult lung & pediatric lung); (X045)
	f. Has the program exceeded a 12 month inactivation period; (X172)
	g. Was any inactivation reported to CMS within seven (7) days; (X172)
	Note that the information reviewed for 2(a)-(g) above, is preparatory only.  Any deficiencies in this regard do not require further on-site surveyor investigation, but should be communicated with the program administrator at the time of the entrance c...
	TASK 2 - ENTRANCE ACTIVITIES
	All transplant program surveys must include these entrance activities:
	 All Transplant Program surveys are unannounced;
	 The entire survey team should enter the hospital together;
	 With the team present, the survey team lead will ask to speak to the Hospital Administrator or the designated person in charge;
	 All team members must display their surveyor identification badge during on-site surveys.
	 The entrance conference should begin within 20-30 minutes, or as soon as possible, upon entry to the facility.
	Activities conducted during the entrance conference include the following:
	 Introduction of surveyors;
	 Explain that the purpose of the survey is to determine the program’s compliance with the Medicare CoPs for each transplant program being surveyed (list the programs).
	 Discuss the projected survey schedule for the survey including the projected time and date for the exit conference.
	  Confirm that the primary transplant surgeon and primary transplant physician are consistent with the information contained on the TPQR; (if information is not consistent, the surveyor must confirm that the OPTN was notified of the change.) Inform t...
	 Determine whether living donor transplants are performed at the transplant center.
	 Determine whether the hospital uses any contracted services that also serve that transplant program.
	 As applicable, determine whether adult transplants are performed under a pediatric program or pediatric transplants are performed under an adult program (to enable sample selection).
	 Explain that interviews may be conducted with transplant program staff and patients as indicated.
	Request that surveyors be granted access to medical records as indicated.  Identify the areas in the hospital or on the hospital campus where transplant services including inpatient transplant care and outpatient care, are provided.
	Request that the program create the following lists described below. The surveyor should observe the development of these lists.
	ULists Requested During Entrance Conference:
	1. Each transplant program’s complete current active waiting list including the following information: name, date of listing, wait list status,  medical record number, age (at time of transplant), race and gender of each patient;
	2. List of all patients (to include their medical record number) removed from the waiting list within the past 12 months of each program for reasons other than death or transplant;
	3. List of all persons evaluated within the last 12 months by each transplant program who were not placed on the waiting list.  (Do not include persons that are currently in the evaluation process).  The list should include patient name and medical re...
	4. List of all of the transplants performed within the last 18 months (including patient name, medical record number, age (at time of transplant), and date of transplant);
	5. If applicable, list of all of the living donors who were evaluated during the past 12 months denoting those potential donors who proceeded to donation.  Include name, medical record number, the organ(s) donated and date of donation within the desig...
	6. List of all of the transplant recipients and living donors who are currently inpatient(s) and the location of the patient(s) within the  hospital;
	URequest Program Administration Materials
	1. Request an organizational chart of the transplant program, which includes the chains of command and how the transplant program fits within the overall hospital structure;
	2. Request a log of any and all reported adverse events for the past 12 months (extend to 24 months if no reports found in the 12 month log). This list will be used to select the patient sample for adverse events.
	3. Inform the administrator that policies, procedures, personnel, and QAPI manuals will be requested, as needed, for reviewU.
	TASK 3 – SAMPLE SELECTION
	Refer to the lists requested during the entrance conference (1-6) above and the adverse event log requested during the entrance conference to accomplish the patient sample selection.  The goal is to choose, within the sample, a representation of the o...
	Seven categories that must be included in the patient sample; the chart below reflects the minimum number of patients that must be selected randomly for each area.
	If a program performs both adult and pediatric transplants under one approval, there must be at least one patient from each age group selected for each category.
	UIf there were no patients transplanted within the last six months, add two additional patients to the Patients on Current Waitlist category sample.
	USelect waitlist patients based upon the time they have been on the waitlist.  Review a patient who has been on the list three years or more and a patient who has been on the list less than 3 years.
	TASK 4 – TRACER FOR PATIENT AND LIVING DONORS
	Once the patient sample has been selected, the surveyors will then trace the patient experience from evaluation through discharge planning for those receiving transplants. For those patients who are currently on the waitlist, the surveyor will trace t...
	During the tracer activities, the surveyor will spend no more than two hours reviewing each medical record to get an overview of the patient experience and identify those multidisciplinary team members that must be interviewed based upon findings from...
	I. Patient Experience- Evaluation:
	Each patient experience should begin with an evaluation regardless of whether they are or are not ultimately placed on the waitlist. This evaluation must include multidisciplinary involvement to identify all the patient characteristics and attributes ...
	Completion of the informed consent process may be documented in a single document or throughout the record.  The surveyor must confirm, through medical record documentation, that the facility ensured that the patient has made an informed decision to p...
	II. Patient Experience- Patient Selection
	(Waitlist Sample) The medical record must include the rationale for the decision to place the patient on the waitlist.  This rationale should be consistent with the written criteria of the facility. If not, the record must include rationale for waitli...
	(Evaluated but not Listed Sample) In instances where a patient was evaluated but not placed on the waiting list, there should be documentation of the reason for not placing the patient on the waitlist and whether the patient was informed of the decisi...
	III. Patient Experience- Waitlist Management
	(Waitlist and Transplant Recipient Sample) For those patients who were placed on the transplant waitlist, there should be evidence of periodic follow up during their time on the wait list.  There are no set requirements for the frequency of the period...
	While the patient is on the waitlist, under 42 C.F.R. § 482.94(a)(1) there should be evidence that any recommendations made by a multidisciplinary team member are being followed up by the team member and that any referrals to multidisciplinary team me...
	Please note that the length of time on the waitlist may vary for each individual.
	IV. Patient Experience- Transplantation
	(Transplant Recipient Sample) For those patients who received a transplant, the medical record must include evidence that prior to the transplant: an ABO verification occurred (blood type and other vital Data (OVD)); there is evidence that the facilit...
	V. Patient Experience- Living Donation
	(Living Donor Sample) The record must include documentation of the evaluation process conducted with the living donor.  The evaluation includes a final recommendation and justification as to whether the living donor/ is suitable for donation.  The don...
	The medical record must include evidence that the Independent Living Donor Advocate (ILDA)/TEAM was made available to the living donor, to include the name and contact information of the ILDA.  Every living donor must be assigned and have an interview...
	VI. Patient Experience- Patient Care
	Once the medical record has been reviewed for each sampled patient, the survey should move to the clinical areas where inpatient and outpatient care is provided.  During the time the surveyor spends in the clinical areas, all available inpatient and o...
	General observations should be made during the time the surveyor spends in the clinical areas. Any concerns, whether related to specifically transplant CoPs or hospital CoPs, should be investigated further as warranted.  Interviews with transplant sta...
	Review of Quality Assessment and Performance
	Review the medical records for the adverse events sample. The surveyor should examine the record for events leading up to the event.  In addition, the QAPI materials associated with the adverse event should be reviewed for each sampled event.  Review ...
	TASK 6 – PERSONNEL RECORD REVIEW
	TASK 7 - PRE-EXIT CONFERENCE
	USurvey Team Discussion Meeting
	Each team member will review and share the evidence he/she has gathered with the other team members.  The team should determine any non-compliance and document any such findings including making photocopies of medical records or other documents needed...
	TASK 8 – EXIT CONFERENCE
	A single exit conference will be held regardless of the number of programs surveyed.  At the beginning of the exit conference, each participant will identify him/herself.
	During the conference:
	 Identify each deficiency found and restate those deficiencies being cited on information in the TPQR;
	 Provide an opportunity for the transplant program to present additional information that may not have been presented during the survey (except for deficiencies cited from the TPQR review);
	 Outline the next steps
	o The hospital administration will receive a written form (the CMS-2567 Statement of Deficiencies and Plan of Correction) from the State Survey Agency that describes the survey findings and cited noncompliance deficiencies. Findings for all programs t...
	 Explain that all findings are preliminary and subject to administrative review.
	Although it is CMS’ general policy to conduct an exit conference, be aware of situations that would justify refusal to continue an exit conference. For example, if the hospital administrator or transplant program administrator is represented by counse...
	If the program records the conference, the surveyor should request a copy for the survey file.
	TASK 9 - POST SURVEY ACTIVITIES
	Following the survey, the surveyor will complete the Organ Transplant Hospital Worksheet, Form CMS-670 (Survey Team Composition and Workload), and the CMS-2567 forms.  Form CMS-670 and the CMS-2567 are entered into the Automated Survey Process Environ...
	There will be a single CMS-2567 form prepared, even if the survey included multiple transplant programs within a hospital. Each regulation that is cited must specify the applicable transplant program to which it applies. ASPEN has been modified to inc...
	Once the CMS-2567 is finalized, the SA is responsible for sending the CMS-2567 to the hospital administrator and requesting a plan of correction (note the plan of correction may address more than one type of transplant program). Once an acceptable pla...
	UALTERNATE SURVEY PROTOCOL: PEDIATRIC HEART PROGRAM  USurvey Protocol for Pediatric Heart Transplant Programs Operating Jointly with Associated Heart Transplant Program
	TASK 1 – PRE-SURVEY PREPARATION OFF-SITE
	None required:
	TASK 2 – ENTRANCE ACTIVITIES
	Meet with the program administrator upon entrance and explain the purpose of the review.  Provide an estimated timeframe for the survey and list the materials that will be reviewed.
	URequested Items for Review:
	ULists of Transplant Candidates and Patients:
	Log of the transplants performed including name and date of transplant for both the pediatric heart transplant program and the associated heart transplant program within the past three years;
	UProgram Administration: Policies, Procedures, Personnel, and QAPI
	1. A copy of the joint operating agreement between the pediatric heart transplant program and the associated heart transplant program that is jointly operating this program;
	2. An organizational chart of the pediatric heart transplant program and the associated program;
	3. Credentials for cardiac transplant surgeons and physicians and confirmation they are permitted to practice at both facilities; and
	4. Log of any reported adverse events (by the pediatric heart transplant program and the associated program) and corresponding documentation of the investigation and analysis of those events for the past 12 months.
	TASK 2 – SAMPLE SELECTION
	Using the lists of recipients of the pediatric heart transplant program and the associated heart transplant program, select the samples as early in the survey as possible so that the transplant program has time to obtain all the records requested. At ...
	UPediatric Heart Transplant Recipients Sample Selection
	Based on the list of transplants done over, but not prior to, the past three years by the pediatric heart transplant program, select a minimum of five or if less than 5 transplants have been completed, all available records  pediatric heart transplant...
	TASK 3 – REVIEW OF TRANSPLANT PATIENT MEDICAL RECORDS
	Task 2 describes the number of transplant patient medical records that must be selected for review both in the pediatric heart transplant program and the associated program.
	Surveyors will focus the review of medical records on the following sections:
	1. Evaluations: psychosocial and medical;
	2. Patient selection criteria;
	3. Informed consent documentation;
	4. Blood type, ABO and UNOS ID verification;
	5. Operative reports;
	6. Progress Notes for patient care, staff activities, informed consent discussions, etc.;
	7. Multidisciplinary care plan and patient teaching tools for involvement of all key personnel;
	8. Discharge planning; and
	9. Follow-up (outpatient) chart or section of record.
	Surveyors will make photocopies of any documents needed to support survey findings. If requested, the surveyor will make the hospital a copy of all items photocopied. The photocopies must include the recipient’s anonymous code, the type of document an...
	TASK 4 – STAFF INTERVIEW
	Follow standard protocol for interviews.
	TASK 5 – PERSONNEL RECORD REVIEW
	Follow standard protocol for personnel file review.
	TASK 6 – ADMINISTRATIVE REVIEW
	UOperating Agreement
	Review the operating agreement between the pediatric heart transplant program and the associated heart transplant program to ensure that it meets the requirements of the guidelines (Tags X024 through X026).
	Refer to the QAPI Administrative Review in the standard protocol.  Ensure that the QAPI program is a single, unified program between the jointly operating hospitals.
	TASK 7 – PRE-EXIT CONFERENCE
	Review and analyze all the information collected from any observations, interviews, and record reviews to determine whether or not the program meets the requirement of 42 CFR 482.76(d) for approval of a pediatric heart transplant program.  The team id...
	Refer to the standard survey protocol for discussion by the survey team, determining compliance, and ensuring that any non-compliance is adequately supported.
	If the program is not in compliance with the requirements of 42 CFR 482.76(d), then the pediatric heart transplant program cannot be approved under the alternate approval requirements.
	TASK 8 – EXIT CONFERENCE
	Refer to the standard protocol for the exit conference. However, pediatric heart programs under the alternate approval are only required to meet tags X024 through X026. Therefore, the exit conference will be limited to findings on these requirements.
	TASK 9 – POST SURVEY ACTIVITIES
	Refer to standard survey protocol. Approval of a pediatric heart transplant program does not require a separate form CMS-2567, and may be listed with other types of transplant programs surveyed simultaneously.
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