



APPENDIX XX: SURVEY PROTOCOL and INTERPRETIVE GUIDELINES FOR ORGAN TRANSPLANT PROGRAMS

(Rev. 8-07)
Part I - Introduction

A.
Use of the Survey Protocol and Interpretive Guidelines in the Survey Process 
Survey the transplant programs using the regulations at 42 CFR parts 482, Subpart E 488, and 498. There are 16 different types of transplant programs that a hospital may have.  Each of these program types must meet the Conditions of Participation at 482.72 through 482.104 and must be surveyed and approved separately. The program types include the following:

· Adult Kidney-only

Adult Pancreas-only (must be located within an approved kidney program-no separate approval from kidney)
· Adult Kidney/Pancreas

· Adult Heart-only

Adult Heart/Lung (must be located within an approved heart-only and lung-only program)
· Adult Lung-only

· Adult Liver

· Adult Intestine/ Multivisceral (must be located within an approved liver program)
· Pediatric Kidney-only

· Pediatric Kidney/Pancreas

Pediatric Pancreas-only (must be located within an approved kidney program-no separate approval from kidney)
· Pediatric Heart-only

Pediatric Heart/Lung (must be located within an approved heart-only and lung-only program)
· Pediatric Lung-only

· Pediatric Liver

· Pediatric Intestine/ Multivisceral (must be located within an approved liver program)

B.
The Survey Protocol 
The survey protocol represents guidance by the Centers for Medicare & Medicaid Services (CMS) to surveyors of hospital transplant programs. The use of the protocol will promote consistency in the survey process and provide the surveyor with sufficient information to make decisions about compliance with the Medicare Conditions of Participation. The surveyors are  required to follow the survey protocol.  

C.
The Interpretive Guidelines 
The interpretive guidelines contain authoritative interpretations, clarifications of the regulatory requirements and examples to support the regulatory text. The interpretive guidelines are an aide and do not replace or supersede the law or regulations, and therefore, may not be used as the documentation basis for a citation. 

Citation of a deficiency must be based on a violation of the statute or the regulations. Where the surveyor observes that practices of a program do not meet a particular section of the regulation the interpretive guidelines should be used to provide the surveyor with examples and guidance as to whether or not a deficiency occurred. In each case the surveyor must determine whether a deficiency based on the applicable regulatory provision is appropriate. 

Part II - The Standard Transplant Program Survey Protocol 

The STANDARD SURVEY protocol is a full survey of all of the transplant program Conditions of Participation are to be used for initial, re-approval and complaint surveys.  Each hospital may contain more than one transplant program, and each program must be surveyed and certified individually.
The Components of the Standard Transplant Program Survey Protocol 
Task 1 - Pre-survey Preparation Off-site
Task 2 - Entrance Activities 

Task 3 - Orientation to Transplant Program Areas
Task 4 - Observations of Care

Task 5 - Sample Selection

Task 6 - Patient Interviews 

Task 7 - Review of Transplant Patient and Living Donor Medical Records
Task 8 - Staff Interviews
Task 9 - Personnel Record Review

Task 10 - Administrative Review
Task 11 - Pre-exit
Task 12 - Exit Conference

Task 13 - Post Survey Activities

Survey Team Size and Composition

The State Agency or CMS Contractor decides the composition and size of the team.  In general, a suggested survey team would include 2 to 3 surveyors who will be at the facility for three or more days.  Each survey team should have at least one member with a clinical background (ie., physician, nurse (as licensed within individual states), nurse practioner).
Task 1 - Pre-survey Preparation Off Site 

Prior to each survey, determine the number and types of transplant programs that are to be reviewed during a given survey, and review the information below for each program type:
· Review the transplant program’s history for any prior survey and certification issues. 
· Review complaint allegations in ACTS. Note the frequency, significance, severity, types of complaints and (if substantiated) the resolution;
· Review the CMS Transplant Program Quarterly Report (TPQR) to assess the following:

· Is the program listed as a member of the OPTN, and what is the status of that membership;

· Has the program submitted the required percentage of data to the OPTN;

· Has the program completed the number of transplants required to meet the clinical experience requirements, if applicable;

· Has the program met the outcome requirements of the regulation, if applicable; 
· Have any periods of inactivity been reported;

· Is an agreement with an Organ Procurement Organization listed;

· Have a primary transplant surgeon and physician been designated to the OPTN; and

· Have any significant changes that have occurred been reported to CMS?
· Determine if the hospital has both an adult and pediatric program of a given organ type(s) (for example, heart, kidney/pancreas, etc.).  If both an adult and pediatric program are present, review the number of transplants performed for each of these age groups.  Determine whether the adult or the pediatric program is the predominant program (performing 50% or more of the transplants for that organ type).  The predominant program must be able to be approved before the related program can be approved. [Please note that this does not appear to be consistent with the guidance provided toTransplant Centers which indicates that separate approvals are not required for adult and pediatric programs.] 
· To determine whether or not the program is a pediatric heart transplant program that is seeking alternate approval by operating jointly with another Medicare-approved heart transplant program.  If yes, refer to the Alternate Survey Protocol for Approval of Pediatric Heart Transplant Programs described in a later section of this document.
The team coordinator should arrange an off-site meeting or conference call prior to the survey with as many team members as possible. The meeting should address the following:

· Significant information from the CMS Transplant Program Quarterly Report (TPQR)  or previous survey results  that were reviewed;
· Layout of the transplant program, and hospital (location within the hospital of all the transplant programs to be surveyed, lab, OR, outpatient center, clinic, etc);
· Date, location and time the team members will meet to enter the hospital to begin the survey;
· Individual team member assignments for the survey.  The survey team should include at least one clinical personnel (i.e., physician, nurse (as licensed within individual states), nurse practitioner);
· The time for the daily team meetings (if necessary); and
· Projected date and time of the exit conference.
Task 2 - Entrance Activities. 

The entire survey team should enter the hospital together. Upon arrival, Surveyors should present their identification. Generally, the Surveyor(s) will need to go to the Hospital Administration Office to initiate the unannounced survey.  The team coordinator will request to see the Hospital Administrator (or his or her selected representative) and explain that the team will be conducting a survey of one or more organ transplant programs within that hospital.  Identify for the Hospital Administrator the organ transplant programs that will be surveyed, and inform him or her of the name of the representative of the transplant program that is listed on the TPQR report.

Identify the Program Director(s) and request the Program Director(s) to arrange an  entrance conference ( which should include all key Transplant Center personnel)to introduce the Surveyors to the hospital and program administration; inform the transplant program staff how long the survey is expected to take, provide a brief description of the surveyors assignments, describe the materials that will be needed for review, identify the transplant program staff that need to be interviewed, and provide a projected date and time for each interview and the exit interview.  During the entrance conference the Surveyors should also request a designated, secure place to work, and access to any necessary hospital facilities, such as copying and electronic medical records (if applicable). Explain the purpose of the survey and that the survey will include observations within any associated transplant program facilities, a review of both medical records and transplant program policies and procedures, and interviews with staff.  Present a prior prepared list of the documents that the survey team will need during the survey.  Below is a suggested list of materials to be requested.

The entrance conference should be extremely brief to allow the survey team to start the survey as quickly as possible.

 Keep in mind that the transplant center certification regulations went into effect on June 28, 2007.  The survey therefore should be limited to period on an after that date. In particular, medical records pre-dating June 28, 2007 should not be included in the survey, and other documents pre-dating June 28, 2007 should be considered only to the extent that they are currently in effect.
Suggested Transplant Program Survey Document List:

1. The current policy and procedure manuals;
2. The transplant program’s complete current waiting list including the following information: name, address, country of primary residence, resident alien or non-resident alien status, race and gender;
3. A copy of the transplant program’s current written waiting list selection criteria for patients and donor’s (if applicable);
4. A copy of the written material that is distributed to patients to explain the selection criteria (if different than #3);
5. List and number of persons evaluated for transplant during the past 12 months (but not prior to June 28, 2007)  that were not placed on the waiting list;
6. List and number of all patients removed from the waiting list during the past 12 months (but not prior to  June 28, 2007);
7. List and number of patients removed from the waiting list for reasons other than death or transplantation during the past 12 months (but not prior to June 28, 2007) ;
8. List and number of the transplants performed for the last three years (but not prior to June 28, 2007) including name, organ(s) transplanted and date of transplant;
9. List and number of living donors over the last three years(but not prior to June 28, 2007) including name, organ(s) transplanted and date of transplant (if applicable);
10. List and number of all instances within the last three years (but not prior to June 28, 2007) where the transplant program’s own recovery team went to another hospital to recover the organ (including the name of the transplant recipient for each instance);
11. List and number of the organs that the transplant program received offers for, and declined, and the reason for the declination (but not prior to June 28, 2007);
12. List and number of transplant patients and donors that are currently an inpatient and the location of patient (unit, and floor);
13. List and number of post-transplant patients and post-donation individuals that are scheduled for follow-up visits during the survey timeframe;
14. The hospital and transplant program’s written agreement with their designated OPO;
15. An organizational chart of the transplant program (if available);
16. List of all transplant associated personnel and their occupation titles;

17. The training schedule for all personnel, agenda of training, dates, and attendance records;
18. On-call schedule for transplant surgeons and transplant physicians for the past 30 days;
19. Any current contracts with external parties that the hospital or transplant program have for services relevant to transplantation including: nursing, anesthesiology, immunology, pathology, surgery, internal medicine, infectious disease control, pathology, radiology, blood banking and patient education;
20. Any written transplant patient or living donor educational materials;
21. The written copy of the Quality Assessment and Performance Improvement (QAPI) program;
22. Any post June 28, 2007 QAPI reports, records and minutes of QAPI committee meetings, or consultation reports about the QAPI program ;
23. Log of any reported adverse events for the past 12 months (but not prior to June 28, 2007) and corresponding documentation of the investigation and analysis of those events.

Task 3 - Orientation to Transplant Program Areas
Observe the actual areas where pre- and post-operative transplant care is provided.  These observations provide information about the structure of the transplant program, staffing and overall patient care delivery. Incorporate these observations into the survey process. 

This task is intended to provide the Surveyor with an orientation to the physical layout of the facility and the location of key areas such as patient care rooms, the outpatient clinic, pharmacy, laboratory and surgical services, personnel, and the training office.
As stated earlier, there may be multiple transplant programs surveyed during a single onsite visit. Some areas of the facility or personnel may be shared among different transplant programs; others may be specific to a single program.  

Guided tours of the hospital are not encouraged and should be avoided. 

Task 4 – Observations of Care
During the survey, incorporate if there are opportunities to directly observe patient or donor care (either for individuals that are currently admitted, or that are coming in for a follow-up visit during the scheduled timeframe of the survey). Opportunities for observation of care include patient care services provided by transplant program staff (e.g., nurses, clinical transplant coordinator, social worker, dietician, physician, etc.), or a multi-disciplinary team meeting.  Ensure the provision of privacy during all observations and compare observation findings to medical record documentation. 
Task 5 – Sample Selection

Use the lists of patients and donors provided by the transplant program as the universe of sample selection. The samples of medical records described below as early in the survey as possible so that the transplant program has time to obtain all the records you request. At any time, the Surveyor may add additional records to any sample based on observations or interviews, so long as those records do not pre-date June 28, 2007. 
If surveying more than one transplant program simultaneously, ensure that the medical records universes, sample selection and record reviews are maintained associated with the correct program. 
A. Waiting list Sample (X054, X055, X084, X085, X088, X169)
This sample is taken from the list of potential transplant recipients that are listed on the transplant program’s waiting list.  
Determine the size of the sample based on the guidelines below:
	Size of Transplant Program’s Waiting List
	Number of Recipients’ Medical Records in sample size

	Between 1 and 50 individuals
	5

	Between 51 and 100 individuals
	10

	101 Individuals or More
	20


B. Sample of patients removed from the transplant program’s waiting list on or after June 28, 2007: (if applicable) (X088)
This random sample is selected from the list of persons that were on the transplant program’s internal and UNET waiting list but were removed from that list within the last 12 months after June 28, 2007.  Select all removals up to a maximum of 5 recipients’ medical records for review.
C. Sample of patients removed from the waiting list during the past 12 months (but not prior to June 28, 2007)for reasons other than death or transplantation: (if applicable). (tag X089) 

Randomly select up to 5 individuals that were removed from the transplant program’s waiting list over the last 12 months (but not before June 28, 2007), and request their medical records for review.
D. Sample of persons evaluated for transplant during the past 12 months (but not prior to June 28, 2007) that were not placed on the waiting list (tag X088 (ii)) (if applicable) 
Randomly select up to 5 individuals that were evaluated over the previous 12 months for a transplant, but were not placed on the transplant program’s waiting list.  Request their medical records for review.
E. Transplant Recipient Sample (X053, X073, X091, X092, X094, X114, X116, X117, X120, X125, X126)
Based on the list of transplants that were done over the past 3 years (but not prior to June 28, 2007) select the number of medical records for review.
size:
	Number of transplants within last 3 years
	Number of records from patients transplanted within past 18 months
	Number of records from patients transplanted between 18 and 36 months
	Interviews

	
	
	
	Inpatient

(if available)
	Scheduled for Follow-Up Visit

(if available)
	Telephone

(only if no inpatient or follow-up interview are possible)

	0-20
	3
	2
	2
	2
	Up to 3

	21 to 50
	5
	3
	2
	2
	Up to 3

	51 to 100
	6
	4
	2
	2
	Up to 3

	101 or more
	8
	5
	2
	2
	Up to 3


F. Transplant Recipients In Which the Program’s Recovery Team Was Sent to Recover the Organ and that was Transplanted at the Center(X072)
Based on the list provided by the transplant program of transplants that were done over the last 3 years (but not prior to June 28, 2007) where the organ recovery was performed by the transplant program’s own team and the organ was transplanted at the Center, select up to 5 medical records for review. 

G. Living Organ Donor Sample (X081, X082, X118-X124)
Based on the list of organ donations over the past 3 years (but not prior to June 28, 2007)select the following sample size:
	Number of living donors within last 3 years
	Number of records from donors within past 18 months
	Number of records from donors between 18 and 36 months
	Interviews

	
	
	
	Inpatient

(if available)
	Scheduled for Follow-Up Visit

(if available)
	Telephone

(only if no inpatient or follow-up interview are possible)

	0-20
	3
	2
	2
	2
	Up to 3

	21 to 50
	5
	3
	2
	2
	Up to 3

	51 to 100
	6
	4
	2
	2
	Up to 3

	101 or more
	8
	5
	2
	2
	Up to 3


Task 6 – Patient and Living Donor Interviews
Based on the list of individuals that are currently admitted as an inpatient or that are scheduled for a follow-up visit during the survey, select 2 individuals from each group for interviews.  Exercise sensitivity in interviewing inpatients, some of whom may be critically ill. Make sure that all patients interviewed are aware that they have the right to decline the interview. If the transplant program does not have any individuals admitted as inpatients or scheduled for follow-up, identify up to 3 individuals for telephone interviews.
Refer to the interview guides following this survey protocol that include suggested interview questions for the patient and living donor interviews.

If the interview is done in-person, locate a private place for the interview, and arrange the interview time(s) at the patient or donor’s convenience.  Interviews should be conducted privately unless the patient or donor expresses a preference to have a family member or staff member present during the interview.  Discuss with the patient/donor that his or her answers may be written down, and confirm that is acceptable to them.

After the interview, follow-up on any concerns the patient/donor has raised.  Share any concerns with other team members so that they can follow-up as needed during the remainder of the survey.

Task 7 – Review of Transplant Patient and Living Donor Medical Records

Task 5 describes the number of transplant patient and living donor medical records that must be selected for review.  
Surveyors should focus the review of medical records on the following sections.
· Evaluations: Psychosocial and Medical; 
· Patient Selection Criteria;
· Copies of notification or patient education materials provided;
· Informed Consent Process;
· Listing of blood type prior to activation on the waitlist (labs section and progress note section for note of waitlist activation);
· Progress Notes on patient care, staff activities, informed consent discussions, etc.;
· Multidisciplinary Care Plan, Multidisciplinary teaching tools – look for involvement of all key personnel;
· Discharge planning tool;
· Follow-up (outpatient) chart or section of record;
Surveyors should make photocopies of all documents needed to support the survey findings.  If requested, the surveyor should provide the hospital with a copy of all items photocopied.  The photocopies must include the patient’s anonymous code, the type of document and the date and time the photocopy was made, for example, “Patient #3, Progress Notes, 2-25-07, 1400.”

 Task 8 – Staff Interview 
Inform the hospital administrator and the transplant program that any staff may be selected for an interview. 
The following personnel should be interviewed:
Transplant Director;
Transplant Surgeon ;
Transplant Physician (as needed);
Staff Nurse (up to 3, as needed);
Clinical Transplant Coordinator;
Social Worker, (per CMS definition);
Consultative Social Worker (if applicable);
Dietician/Nutritionist;
Pharmacist (as needed);
Independent Living Donor Advocate(s) (at least 1);
Staff hired within the last 3 months (if applicable).
Refer to the interview guides following the survey protocol that include suggested interview questions for the staff interviews.

Task 9 Personnel Record Review
The Surveyor should request specific personnel records from the Personnel or Human Resources Department (based on the list below) and review these records in a secure area.  Personnel records should be reviewed for qualifications, current licensure and/or certification in the state of practice (if applicable), and orientation and training.  Also, review the place of residence for transplant surgeons and physicians who were on-call within the last 30 days. 

Review the personnel records for the following staff working in the transplant program: 

Director of the Transplant Program
Transplant Surgeons (all)
Transplant Physicians (all)
Social Worker (all) 
Dietitian (all) 
Pharmacist (all)
Nurses (15% of all nursing staff including those both in the transplant unit and outpatient clinic)
Clinical Transplant Coordinators (maximum of 5 records)
Living Donor Advocate or Living Donor Advocate Team Members (all)
Surveyors should make photocopies of all documents needed to support survey findings.  If requested the surveyor should provide the hospital with a copy of all items photocopied.  The photocopies must include the patient’s anonymous code, the type of document and the date and time the photocopy was made, for example, “Nurse #5, Personnel File, 2/25/07, 1800.”

Task 10 Administrative Review
The hospital or transplant program may contract for various types of services that support the transplant program’s operations.  The hospital must also have an agreement with an Organ Procurement Organization (OPO) for organ recovery and allocation services.  
The Surveyor must review the hospital’s contracts that are relevant for transplant and the agreement between the hospital and OPO.  Any contracts that provide services related to the transplant program must list the responsibilities of each party, must be current, be signed by appropriate staff, and must have 24 hour availability.  [It is unclear to us what regulation requires  24 hour availability for ALL contracted services. ] Review the Transplant Center and OPO Agreement to ensure that it meets the requirements of the Guidelines. (X126, X139)
Completion of Hospital/CAH Medicare Database Worksheet

The Hospital/CAH Medicare Database Worksheet collects information about the hospital’s services, locations, and staffing and must be completed by state surveyors during every transplant program review.  The worksheet will be completed by surveyors from the State Agency using observation, staff interviews, and document review.  The worksheet will not be given to hospital staff to complete.  CMS’ Contractors who are conducting the surveys of transplant programs are not required to complete this worksheet during the survey.

Task 11 Pre-exit Conference

During the pre-exit meeting review and analyze all the information collected from the observations, interviews, and record reviews to determine whether or not the program meets the Conditions of Participation found at 42 CFR part 482, Subpart E, 488 and 498. 

Survey Team Discussion Meeting

Each team member will share their survey findings, evaluate the evidence and make a team decision regarding compliance with each requirement. Proceed sequentially through the requirements for each condition appropriate to the facility as they appear in regulation. For any issues of noncompliance, the team needs to reach a consensus. Decisions about deficiencies are to be team decisions, with each member participating, any failure to reach consensus should be elevated to the appropriate supervisor. The team should document their decision, the supporting documentation of the decision and findings, and the number of patients impacted in order to determine the extent of the program’s noncompliance. The team must ensure that all findings are supported by adequate documentation of the observations, interviews and document reviews. This evidence should include photocopies and any additional documentation or evidence needed to support identified non compliance prior to the exit conference. All supporting documentation must be gathered prior to the exit conference. 
Determination of Compliance
A deficiency at a Condition level may be due to noncompliance with requirements in a single standard or several standards within the condition, or within the requirements of noncompliance with a single tag representing a severe critical health or safety violation. 

When a deficiency is determined to have taken place prior to the survey and the transplant program has corrected the deficient practice/issue then the survey team needs to determine whether the corrective action was the corrective action adequate and systemic, and has been implemented.
The survey team will use their judgment to determine if any actions(s) taken by the transplant program prior to the survey are sufficient to correct the deficiency or previous non-compliance and prevent the deficient practice from continuing or recurring. 
Task 12 – Exit Conference

Provide the Hospital Administrator, the Transplant Director(s) (and/or designated contact(s) from the entrance conference) with an overview of your findings.  Please ensure that an exit discussion on the survey findings for each program is reviewed, and that the hospital/transplant program staff understand the findings and next steps for each program type.
During the exit conference, the Surveyor should accomplish the following for each type of organ transplant program reviewed during the survey:

· Identify each deficiency found;

· Read the tag and regulation;

· Clearly provide the transplant program with specific examples of noncompliance (what the Surveyor looked at, why it did not meet the requirements of the regulation, and how the surveyor confirmed the finding);
· Ensure that the hospital/transplant program staff understand the findings

· Provide an opportunity for the transplant program to rebut the finding by presenting additional information;
· Identify any deficiencies that are at the Condition-level;
· Outline for the hospital/transplant program staff the next steps.  Within 10 days the hospital administration should receive a written form that describes the deficiencies for all of the transplant programs that were reviewed during the survey.   A combined plan of correction should be submitted for all of the transplant programs.
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 counsel (all participants in the exit conference should identify themselves), surveyors may refuse to continue the conference if the lawyer tries to turn it into an evidentiary hearing.
Task 13 Post Survey Activities

Prepare and upload CMS 2567 into ASPEN

Complete Organ Transplant Program Worksheet

Complete Hospital/CAH Worksheet (State Surveyors)
Review plan of correction, determine acceptability.
ALTERNATE SURVEY PROTOCOL: PEDIATRIC HEART PROGRAM
Survey Protocol for Pediatric Heart Transplant Programs Operating Jointly with an Associated Heart Transplant Program 
Introduction

The transplant program survey and certification process continues an option established by the Omnibus Budget Reconciliation Act of 1987 (Section 4009(b), P.L. 100-203).  Under this option, a pediatric heart transplant program may receive Medicare approval by meeting an alternate set of criteria instead of the Medicare Conditions of Participation that are outlined under the regulation (Sections §482.72 through §482.74, and §482.80 through §482.104).  For approval under this option, a pediatric heart transplant program must be jointly operated with another Medicare approved facility, the programs must be operated in a unified manner, and the program must demonstrate that it can provide for the specialized needs of pediatric heart transplant patients. (See Tags X024 through X026).
The requirements under this pediatric heart transplant program option are different enough from the Medicare Conditions of Participation for other types of transplant programs, that an alternate survey protocol is required.  Use the alternate survey protocol outlined below for reviewing any pediatric heart transplant program that seeks Medicare approval under this option.
Task 1 - Pre-survey Preparation Off Site 

· Review the Transplant Program Quarterly Report (TPQR) for the Name and identification number of the associated heart transplant program that is jointly operating the pediatric transplant program;

· Review both the pediatric heart transplant program’s history  and the history of the associated heart transplant program for any prior survey and certification issues; and
· Review complaint allegations in ACTS. Note the frequency, significance, severity, types of complaints and (if substantiated) the resolution.
Refer to the standard survey protocol for a description of the pre-survey team meeting and areas to be discussed.  Similar to the standard survey protocol, the pre-survey preparation should still identify any issues associated with this type of program and prepare for conducting the survey.

Task 2 - Entrance Activities. 

Refer to the standard survey protocol for a description of the entrance conference.  For the alternate survey protocol, the list of suggested documents includes the following: 
Suggested Survey Document List:

1. The current policy and procedure manual of the pediatric heart transplant program;
2. The current policy and procedure manuals of the associated heart transplant program (if different from the pediatric heart transplant program);
3. A copy of the joint operating agreement between the program and the associated heart transplant program that is jointly operating this program;
4. A copy of the transplant program’s written waiting list selection criteria for patients;
5. Log of the transplants performed for the last three years (but not prior to June 28, 2007) including name and date of transplant for both the pediatric heart transplant program and the associated heart transplant program;
6. List of transplant inpatients and their location in the hospital (unit, and floor) for both the pediatric heart transplant program and the associated heart transplant program;
7. List of post-transplant patients that are scheduled for follow-up visits during the survey timeframe for both the pediatric heart transplant program and the associated heart transplant program;
8. An organizational chart of the pediatric heart transplant program and the associated program (if available);
9. Any written transplant patient or living donor educational materials;
10. A copy of the written Quality Assessment and Performance Improvement (QAPI) program;
11. Any post June 28, 2007 QAPI reports, records and minutes of QAPI committee meetings, or consultation reports about the QAPI program; 
12. Log of any post-June 28,2007 reported adverse events for the past 12 months (by the pediatric heart transplant program and associated program) and corresponding documentation of the investigation and analysis of those events.

Task 3 - Orientation to Transplant Program Areas

Refer to standard survey protocol.
Task 4 – Observations of Care
Refer to standard survey protocol.
Task 5 – Sample Selection

Using the lists of patients of the pediatric heart transplant program and the associated heart transplant program, request the samples of records described below as early in the survey as possible so that the transplant program has time to obtain all the records you request. At any time, the Surveyor may add additional records to any sample based on observations or interviews. 

Pediatric Heart Transplant Recipients 
Based on the list of transplants done over the past 3 years (but not prior to June 28,2007) by the pediatric heart transplant program, select up to 5 pediatric heart transplant recipients and request their medical records for review.

Heart Transplant Recipients in the Associated Heart Transplant Program

Based on the list of transplants done over the past 3 years (but not prior to June 28, 2007) by the associated heart transplant program, select up to 5 transplant recipients and request their medical records for review. 
Task 6 – Patient Interviews
Not required.  Interviews may be conducted if the survey findings indicate that interviews are necessary to determine compliance with 42 CFR 482.76(d).
Task 7 – Review of Transplant Patient and Living Donor Medical Records

Task 5 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 should focus the review of medical records on the following sections.

· Evaluations: Psychosocial and Medical 

· Patient Selection Criteria

· Informed Consent Process

· Listing of blood type prior to activation on the waitlist (labs section and progress note section for note of waitlist activation)

· Operative Reports

· Progress Notes for patient care, staff activities, informed consent discussions, etc.

· Multidisciplinary Care Plan, Multidisciplinary teaching tools – look for involvement of all key personnel

· Discharge planning tool

· Follow-up (outpatient) chart or section of record

The primary objective of this task is not to determine whether the program meets all of the requirements of the Medicare Conditions of Participation, but to compare the medical records of the pediatric heart transplant program and the associated heart transplant program.  This comparison should provide evidence that 1) the program is operating in a unified manner with the associated heart transplant program; and 2) the pediatric heart transplant patients are receiving the specialized facilities, services and personnel as required by the regulation.  
Surveyors should make photocopies of all documents needed to support survey findings.  If requested the surveyor should make the hospital a copy of all items photocopied. The photocopies must include the patient’s anonymous code, the type of document and the date and time the photocopy was made, for example, “Patient #3, Progress Notes, 2-25-07, 1400.”

Task 8 – Staff Interview 
Inform the hospital administration and the transplant program that any staff may be selected for an interview and the center should allot extra time those days to be prepared for this. 

If the survey findings indicate that the pediatric heart transplant program is either 1) not operating jointly with an associated transplant program, or 2) is not able to provide the specialized facilities, services, and personnel required by pediatric patients, the Surveyor may interview any transplant program staff of the pediatric heart transplant program or the associated heart transplant program (e.g., the Administrator, transplant surgeons, clinical transplant coordinators, etc.) to seek additional information.
Refer to the handout of suggested interview questions for the patient and living donor interviews.

Task 9 Personnel Record Review

Personnel Sample

To review personnel records, the Surveyor should request specific personnel records from the Personnel or Human Resources Department (based on the sample described below) and review the records in a secure area.  Personnel records may be reviewed for any staff working with pediatric heart transplant program to verify that they meet the qualifications required in the joint operating agreement.  

Task 10 Administrative Review
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).

Task 11 Pre-exit Conference

Review and analyze all the information collected from the 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 survey team’s analysis of the findings is then prepared for presentation at the exit conference. 

Refer to the standard survey protocol for discussion by the survey team, determining compliance, and ensuring that noncompliance 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 may not be approved under the alternate approval requirements.

Task 12 – Exit Conference

Refer to the standard protocol for the exit conference.  However, as required under the regulation, pediatric heart programs under the alternate approval are only required to meet tags X024 through X026.  The exit conference should be limited to findings on these requirements.
Task 13 Post Survey Activities

Refer to standard survey protocol.  Approval of a pediatric heart transplant program does not require a separate CMS 2567 form, and may be listed with other types of transplant programs.
SUGGESTED INTERVIEW GUIDES

Suggested Questions for Organ Transplant Recipients
1. When you were considering whether or not to have an organ transplant, what types of information did the transplant program discuss with you, or give you in writing? 

2. Did staff from the transplant program talk with you about the criteria they use to add someone to the transplant waiting list?  Who from the transplant program discussed this with you?  Did you request a written copy their selection criteria?

3. Were you notified of your status on the waiting list?  Did the program staff keep you up-to-date with program changes that affected their ability to transplant (such as changes in personnel, vacations, etc)?  Who from the transplant program notified you of your status and program changes?

4. During the transplant process, did you talk with the social work staff of the hospital?  When did he/she talk with you?  Was there specific assistance that he or she provided?  Were there specific things that he or she discussed with you about getting the transplant, how things might change, or what would be needed after the transplant? 

5. Was there a team of people from the transplant program staff (medical personnel, social workers, dieticians, etc) that are (were) working with you?  Did you participate in any team meetings to discuss your transplant and recovery?  

6. Did you/ or do you know what the general timeframe is for your care, the recovery from the surgery (if applicable), and what is needed to make sure the transplant is successful?  

7. Could you talk about what the staff told you about the transplant, what the surgery would involve, what your options were, what their experience is with this type of transplant surgery, and how this would affect various areas of your life?  Was there anything that surprised you, that you wish that someone would have talked with you about, but didn’t? 

8. What have you been told about the medications for your new organ? Do these medications have any side effects?

9. Did the staff from the transplant program talk with you about getting or paying for the medications that you need?  Who discussed this with you?

10. Were there areas that the transplant program talked with you about related to your nutrition or diet with your new organ?  Who discussed this with you?

11. Did the transplant program talk with you about any signs and symptoms that may indicate that you need to contact the doctor?  Do you know which doctor(s) you should contact?

12. What information or education have you received about your care after you go home? How often will you need to return to clinic? Do you have the pertinent phone numbers for questions? What other information have you been given?

13. Are there any areas that we didn’t cover, that are important for me to know about in the care that you received, or things that you wish you would have known or received more information about before the transplant?

Thank you for sharing this information with me. Do you have any questions about this interview?

Suggested Questions for Living Organ Donors
1. When you were considering whether or not to donate an organ, what types of information did staff from the transplant program provide to you? (This could be information about the donation itself or about the options that a transplant recipient would have.)
2. While you were being considered as a potential donor and after the donation surgery, did you talk with the social work staff of the hospital?  Was there specific assistance that he or she provided?  Were there specific things that he or she discussed with you about donating the organ, how things might change, or what supports you might need in recovering from the donation surgery? (X053)

3. While you were being considered as a potential donor and after the donation surgery, did you talk with someone who was designated to work with just living donors? What types of assistance or information did he or she provide?

4. Did you/ or do you know what the general timeframe is for your care, and the recovery from the donation surgery?

5.  Is (Was) there a team of people from the transplant program staff (medical personnel, social workers, dieticians, etc) that are (were) working with you?  Did you participate in any team meetings with the staff to discuss your donation surgery and recovery?

6. What information or education have you received about the medications related to donation?

7. Could you talk about what the staff told you about the donation, what was involved in the surgery, what your options were, what their experience is with this type of transplant surgery, and how this would affect various areas of your life?  Was there anything that surprised you, that you wish that someone would have talked with you about, but didn’t?

8. Were there areas that the transplant program talked with you about related to your nutrition or diet in the recovery from donation or following donation?

9. What information and education have you received about your care after you go home? Did staff from the transplant program talk with you about any signs and symptoms following discharge that may indicate that you need to contact the doctor?  Do you know which doctor(s) you should contact?

10. Are there any areas that we didn’t cover, that are important for me to know about in understanding the care that you are receiving (have received), or things that you wish you would have known or received more information about prior to donation. 

Thank you for sharing this information with me. Do you have any questions about this interview?

Transplant Director Interview Guide for Organ Transplant 
1. What responsibilities do you have as the director of the transplant program?

2. How do you evaluate staff, patient care, adverse events, QA quality assurance/QI quality improvement?

3. How is it decided what type of training will be offered for the transplant program staff?

4. How do you assess your staffing, the patient needs and resource needs for your program?

5. How often do you participate in the multidisciplinary team plans and meetings as the director of the program? 

Transplant Surgeon /Transplant Physician 

1. What are your responsibilities as a transplant surgeon/physician for the organ transplant patient and the organ donor patient?

2. Please discuss the initial, residency and ongoing training you receive(d) prior to caring for an organ transplant recipient?

3. How does the multidisciplinary team develop an on-going plan of care for the organ transplant recipient and how often is that plan updated, how often does the patient participate?

4. How does the multidisciplinary team develop an on-going care plan for the organ transplant donor and how often is this updated, is this care provided by a different team? How often does the patient participate? What is your role with the living donor advocate if applicable?

5. What role do you have in the overall coordination of the transplant process and care of the hospitalized organ transplant recipient?

6. Have there been any instances when a transplant was unable to be performed because a transplant surgeon or physician was not available?

7. Are you responsible for communicating with the dialysis facilities that are serving patients on the waiting list, or is someone else responsible for that? [Applies to kidney-only and kidney/pancreas programs]

8. For Surgeons: Are you ever responsible for direct supervision of a transplant surgery, versus performing the surgery?   If yes, how is the direct supervision accomplished? 
Staff Nurse Interview Guide for Organ Transplant

1. What are your responsibilities as a staff nurse for the organ transplant patient and the organ donor patient?

2. What specialized training did you receive prior to caring for an organ transplant recipient?

3. What type of continuing training is provided for you?

4. What paperwork do you receive when a patient is admitted?
5. How does the multidisciplinary team develop an on-going plan of care for the organ transplant recipient and how often is that plan updated, how often does the patient participate?

6. How does the multidisciplinary team develop an on-going care plan for the organ transplant donor and how often is this updated, is this care provided by a different team? How often does the patient participate? What is your role with the living donor advocate if applicable?

7. What do you teach patients about post-hospitalization follow-up, medications and side effects of medications, reportable signs and symptoms of infection and rejection? What do you teach patients about contacting the doctor(s) if they experience certain symptoms?

9. Describe in detail your role on the multidisciplinary transplant team.

10. Have there been any instances when a transplant was unable to be performed because a transplant surgeon or physician was not available?

Transplant Coordinator Interview Guide for Organ Transplant

1. What are your responsibilities as a transplant coordinator?

2. Describe the complete evaluation process for organ transplant. 
3. What are the patient screening criteria for the transplant program, are these selection criteria followed?

4. Do you have a regular schedule or process for communicating with the dialysis facilities that are serving patients on the waiting list? [Applies to kidney-only and kidney/pancreas programs]

5. Who is responsible for monitoring changes to the clinical information of the patients on your transplant program’s waiting list and updating UNET with any changes?
6. What are your responsibilities for patient education, pre-op, post-op?

7. Describe the informed consent process. When does this process start and when does this process end? What is your direct role in this process? (This question is focusing on the entire process of informed consent, not a document signature prior to surgery.) 

8. How do you determine a patient is competent for self-care at home? What are your discharge criteria for organ transplant patients?

9. What role do you play in staff education and how often?

10. Describe in detail your role on the multidisciplinary transplant team.

11. Have there been any instances when a transplant was unable to be performed because a transplant surgeon or physician was not available?

12. Please describe how inpatient dialysis services are available if needed. [Applies to kidney-only and kidney/pancreas programs]

Social Worker Interview Guide for Organ Transplant 
1. What are your responsibilities as a Social Worker within the organ transplant program?

2. Please discuss any initial or ongoing training you received regarding working with transplant recipients and living donors.

3. How do you communicate with referring hospitals, dialysis facilities, etc? 

4. What are your responsibilities during evaluation and follow-up of pre-transplant patients, pre-donor patients, post transplant patient and post donor patients?

5.  How is the waiting list information kept up to date for pre- transplant, pre-donor patients and post transplant, post-donor patients?

6. Describe in detail your role on the multidisciplinary transplant team.

7. Describe the psychosocial evaluation process for organ transplant and organ donors.

8. What are your responsibilities for patient education, pre-op, post-op?

9. If you are not an MSW, is there someone in the hospital who is an MSW who you consult with on transplantation and social work issues. 

10. How do you determine a patient is competent for self-care at home? What are your discharge criteria for organ transplant and organ donor patients?

11. What role do you play in staff education and how often?

12. Have there been any instances when a transplant was unable to be performed because a transplant surgeon or physician was not available?

If applicable, For MSW social workers in the hospital that provide consultation to a non-MSW transplant social worker, interview guide.
1. What role do you have in working with the non-MSW social worker (for example, supervisor, mentor, colleague)?

2. Describe examples of cases or situations where you provided consultation to the non-MSW transplant social worker.

Dietician/Nutritionist Interview Guide for Transplant Program

1. What are your responsibilities as a transplant Dietician/Nutritionist?

2. Please discuss any initial or ongoing training you received regarding working with transplant recipients and living donors..

3. Describe the complete dietary evaluation for organ transplant and organ donors.

4. What are your responsibilities during evaluation and follow-up of pre-transplant patients, pre-donor patients, post transplant patient and post donor patients? 

5. Describe in detail your role on the multidisciplinary transplant team.

6. What are your responsibilities for patient education, pre-op, post-op?

7. What are your discharge criteria for organ transplant and organ donor patients?

8. What role do you play in staff education and how often?

Pharmacist Interview Guide for Transplant Program

1. What are your responsibilities as a Transplant Pharmacist?

2. Please discuss any initial or ongoing training you received regarding the transplantation process, or working with transplant recipients and living donors.

3. Describe your role in evaluation and follow-up of organ transplant and organ donor patients.

4. Describe your responsibilities and participation in the multi-disciplinary team.

5. Are there pharmacological screening criteria used in the transplant program evaluation, are these selection criteria followed?

6. How are the medications updated on the patient profile, how is this communicated and verified by the transplant team. How are medication changes and updates communicated to the transplant or donor patient pre and post procedure?

7. What are your responsibilities for patient education, pre-op, post-op?

8. What are your discharge criteria for organ transplant patients?

9. What role do you play in staff education and how often?

Living Donor Advocate Interview Guide

1. What are your responsibilities as a Living Donor Advocate?

2. Please discuss any initial or ongoing training you received regarding the transplantation process and working with living donors.

3. Describe your role in evaluation and follow-up of organ donor patients.

4. Explain the discussion you have with the donor related to emotional/psychological aspects of living donation prior to donation. For example what do you discuss with them related to family support, donor decision to donate or not to donate, future support of the donor and potential need for medical, social and financial care of donor related to adverse events.

5. Discuss the physical aspects of living donation that you discuss with the patient related to all phases and aspects of living donation

6. Discuss the financial aspects of living donation that you review and discuss with the patient, health insurance, future medical needs and coverage, private insurance vs. Medicare coverage.

7. Please describe the informed consent process and how you ensure that the donor understands the donation process. 

8. Have there been any instances when a transplant was unable to be performed because a transplant surgeon or physician was not available?

If applicable, New Employee Interview Guide:

1. Please explain your preceptor or supervision structure for your training for the first 3 months of your employment and training process.

2. Discuss your first 3 months working in the transplant program:
Did you have a preceptor?

What role did he/she serve?

What training did you receive? 

What supervision did you have?
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