
The ERA of Regulatory Oversight in Solid Organ 
Transplantation 

Does Your Program Have the 
Right Stuff? 



Disclosure Information 

 No financial conflicts to disclose. 

 

 (I am as confused as you are) 
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UNOS is a…   
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1 2 3 4

43%

2%2%

52%

1. Part of the federal 

government 

2. A contractor for 

transplant programs 

3. A trade organization 

4. United Network of 

Surgeons 



OPTN is… 
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1. Organ Procurement and 

Transplant Network 

2. A unionized labor 

program 

3. State-run transplant 

program 

4. Organ Processing 

Tissue Network 



SRTR reports… 
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1. Only to patients and 

recipients 

2. Makes policies 

governing transplant 

3. Enforces the OPTN 

bylaws 

4. Patient/organ survival 

after transplant 



Insurance contracts are based on… 

6 
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0% 0%

94%

4%2%

1. Cost of transplant 

at center 

2. Length of stay 

3. Quality metrics 

4. Survival rates 

5. All of the above 



“The Right Stuff” 
The Key to Transplant Success in the 

Current Regulatory Environment 

 History-How did we get here? 

 

 Current regulatory requirements 

 OPTN/UNOS 

 CMS 

 

 Building a successful program 

 Quality assessment/Process Improvement (QAPI) 
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Iconic Role Models 

Ravitch 
Starzl 

Bahnson  “We do not learn from 

vain exultation of 

successes, but from 

our failures.” 
Many Sleepless Nights 

“Be Brave” 

Mens Room, 

PresbyHosp Pgh. 

“ Ask the 

Question” 
Pharos,1982   
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TRANSPLANTATION- Quality and 
Quantity of LIFE 

 



Transplant Success 

GOOD DONOR 

 

 

   GOOD RECIPIENT 

 

 

     GOOD OUTCOME 



The Regulatory oversight of 
Transplantation…it’s Alphabet Soup! 
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Transplant History 

Fantastic Firsts in Our field 

1950 2011

1954

First Successful 

Kidney Transplant

1955

First Heart Value 

and Artery Transplants

1962

First Cadaveric 

Kidney Transplant

1963

First Successful Lung Transplant

1967

First Successful 

Liver Transplant

1967

First Successful 

Human Heart

 Transplant

1968

First Successful Heart 

Transplants in the U.S.

1973

First Successful Bone 

Marrow Transplant

1981

First Successful 

Heart-Lung Transplant

1983

First Single

 Lung Transplant

1982

First Long-Term 

Artificial Heart Implanted

1984

The U.S.'s National Transplant 

Network is Established

1989

First Successful 

Living Donor

 Liver Transplant

1990

First Successful Living

 Donor Lung Transplant

1998

First Successful 

Hand Transplant

September 2003

18 People Die Each 

Day on the Waiting List

2010

First Full 

Facial Transplant

2008

First Successful 

Complete Full Double

 Arm Transplant

1999

First Successful 

Tissue Engineered 

Bladder Transplant

Source: www.UNOS.org 



Louis 

Washkansky, 

recipient 

of the historic 

transplant,  

smiles after 

regaining  

consciousness 

DECEMBER 15. 1967       35¢  



Development of Heart Transplantation  

 





Time Line:   William Tucker v. Dr. Richard Lower et al 

 

 

 

  

         -------May 24, 1968----------------------May 25th ------------- May 25th 

                    6:05pm                                  2:05am                      9:30am 

  

 

          Bruce Tucker                                     Craniotomy                  Dr. Lower, Dept. Surg. 

          Admitted to MCV                            Tracheotomy                  discuss transplant 

           Unconscious unaccompanied by                                                      ME present  

           Family or friend 
  

  

                       May 25th ---------- ---------- May25th------------------     May 25th ---------- 

                  1:00pm                               2:00pm                               3:45pm 

  

           Neurological consult              Dr. Hume seeks ME                No family found 

           EEG flat, exam                        Permission to release              ME releases body 

           “brain death”, stable VS        “unclaimed body”  

  

-                         [------------May 25th ------------------------------] 

                                  1:45pm-3:00pm                        Name of brother, business address, phone # 

                               Friend of Tucker Family            found in Tucker’s wallet 

                               Makes inquiry a hospital information 

                               Desk…no information given       

 



Time line:  William Tucker v. Dr. Richard Lower et al   

   
  

---------May 25th---------------------------- May 26th ------------------------------------May 31st 

           3:33pm                                                                                              12 noon  

       16th heart transplant       Bruce Tucker’s body given to                 Recipient dies          

       in world/ 1st in VA           family, no disclosure of transplantation 

  

  

 

-------January 1970-----------------------------------------------May 26th 1970------------ 

   Claim filed against MCV                                         After seven-day trial, jury 

Surgeons under Wrongful Death Act                         delivers verdict 

  
  

  

 



At Issue 

 Was Bruce Tucker 
legally dead when 
Dr. Lower removed 
his heart? 

 Did Dr. Lower kill 
Tucker by removing 
his heart? 





Heart Transplantation 

Rags to Riches . . .  

Timeline 

1960 - Lower and Shumway describe surgical technique in 
dogs.  Surg Forum 11:18, 1960 

1967 - Christian Barnard performs first human to human 
heart transplant in 54 year old man with severe heart 
disease 

         - 24 year old donor injured in car accident; removed 
from respirator and heart removed after it stops 

         - Patient succumbs 18 days after surgery 2 to 
pneumonia 

1968 - Shumway performs first heart transplant in U.S. 

1968 - 102 transplants performed at 52 centers 

  - 30% (30/108) alive at 12 weeks after surgery 

1981 - Cyclosporine immunosuppression introduced 



Heart Transplantation 

“Growing Pains”  

Questions raised by early experience 

1. What about the donor?   
 Was she dead or did we facilitate death?   
 What are the criteria of death? 

2. Who should perform transplants 

  Where should they be done? 

3. How do we proceed with potentially lifesaving  

technology? (with bad early results) 

 

 



National Organ Transplant Act 
42 USCS, 273 et seq.(1984) 

 Passed as response to continuing shortage of 
organs 

 Creates Organ Procurement and Transplantation 
Network (OPTN) 

 Establishes system for matching donor organs 
with potential patients in need and developing 
policies for equitable allocation of organs 

 Supervised by Dept of Health and Human 
Services  



The Federal Government’s Role  
in Transplantation 

Department of Health and 
Human Services (DHHS) 

Other Agencies 
Health Resources and 

Services Administration 
(HRSA) 

Healthcare Systems 
Bureau (HSB) 

Division of 
Transplantation 

(DOT) 

SR 
Contractor 

OPTN Contractor 
(UNOS) 

CWBYCTP 

Centers for Medicare 
& Medicaid Services 

(CMS) 

Advisory Committee on 
Transplantation (ACOT) 
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OBAMA’S HEALTH CARE PLAN IS AWFUL! IT WOULD PUT THE 

GOVERNMENT BETWEEN YOU AND YOUR DOCTOR !!! 



United Network for Organ Sharing 
(UNOS) 

 Originated from South 
Eastern Organ 
Procurement Foundation 
(SEOPF) in 1986 

 Sole bid for OPTN contract 
in 1987 

 Direct reporting /oversight 
from HRSA/HHS 

 300+ employees 

 As a contractor, UNOS has 
specific “deliverables” as 
part of it’s responsibilities  
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UNOS Membership 

 248 Transplant Centers  
 Kidney - 238 

 Liver – 134 (72 Living) 

 Heart - 132 

 Heart/Lung - 50 

 Intestine - 43 

 Lung - 66 

 Pancreas Islet Cell - 23 

 Pancreas – 143 

  

 58 Organ Procurement Organizations (OPOs) 

 

 158 Histocompatibility Labs 

 

 Other Organizations 
   

5,795 hospitals in 

the US. Only 4% 

have a transplant 

program!  
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The OPTN as a Component of the American Health 
Care System 

 OPTN one of many components 

 State boards of medicine – licensure and discipline of individuals 

 OPTN has no authority over individual practitioners 

 State health departments – licensure & inspection of facilities 

 OPTN has no authority to limit the number of centers 

 HRSA requirements in Final Rule for centers and OPOs 

 CMS conditions of participation for centers and OPOs 

 Joint Commission 

 State coroners and prosecutors; US Justice – criminal behavior 

 State courts and malpractice claims 
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OPTN Scope 

 All patients awaiting organ transplant:  kidneys, 
liver, heart, lungs, pancreas, intestine 

 All living and deceased organ donors 

 All deceased organ donor/candidate matches 

 All organ transplants 

 All OPOs 

 All transplant centers 



UNOS Regional Map 



PR & US VI 

HI 

DE 

MD 

MA 

RI 

OPO Service Areas 



UNOS-Organ Center 



The Problem  

Supply 
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Difficult decisions about Extending the 
Donor Pool 

A balance: 

The risks of 

death on the 

waiting list 

The risks of 

surgical  

complications 

or primary graft 

dysfunction 

versus 



Goal of Every Transplant Program 

Optimal Timing of Transplantation with the 
most suitable organ leading to good quality 
of life with event free survival 

Reality of Transplant Today 
Many patients die on the waiting list while the 

ideal donor is rare 

Informed consent of every possible donor 
related risk factor is a CMS mandate 



OPTN 

60 Lives, 30 Kidneys, All Linked 
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37 
Donor family member (left) and transplant recipient (right). 
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Transplant Program Requirements 

 Surgeon (+/- fellowship) 

 Physician 

 RN Coordinator 

 Financial Consultant 

 Social Worker/Mental 
Health 

 OPO Affiliation/support 

 Histocompatability Lab 

 Operating room 
anesthesia/nursing 

 ICU Critical care/nursing 

 Pharmacy 

 Blood bank 

 Infectious disease 



Compliance and Continuity of Care in 
Transplantation… 

Why is it important? 
 Preoperative condition of patient on waitlist 

impacts outcomes 

 Outcomes are tracked by federal regulatory 
agencies and CMS 

 These agencies have expectations at 1 and 3 
years for survival which is reflective of follow-up 
care 

 Lapses in perioperative and follow-up care may 
have significant financial impact on hospital and 
professional reimbursement 



Transplant Care Coordination Model 

 Pre Transplant period 

 

 Waitlist period 

 

 Transplant admission 

 

 Post Transplant period 
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Quality Committees 
 

 Each organ group has a designated quality committee. 

 

 Each committee does routine monitoring of key elements of care utilized in the 
inpatient setting that are important in the transition of care to the post 
transplant/ambulatory care setting (Hemoglobin at the time of d/c, Creatine at the time 
of d/c). 

 

 Results of this monitoring are shared on a quarterly basis as part of the monthly quality 
committee activities. Committee members discuss results of these monitoring 
activities, identify any trends/issue if applicable, perform root cause analysis for any 
issues identified and develop/implement solutions to address problems identified. 

 

 The quality committees are multidisciplinary. Membership includes: 

  Transplant Physician Transplant Administration 

  Transplant Surgeon  Transplant Nurse Manager 

  Quality Representative Pre Transplant Coordinator 

  Post Transplant Coordinator Transplant Pharmacy 

  Transplant Infectious Disease  
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UNOS/OPTN Membership and 
Professional Standards Committee 
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Transplant Outcomes 

 Membership and Professional Standards Committee 
(MPSC) associated Data Subcommittee (DSC) conducts 
routine reviews of all transplant program performance by 
monitoring program outcomes and activity  

 DSC meets four times a year, prior to each MPSC 
meeting  

 Scientific Registry of Transplant Recipients (SRTR), 
works in partnership with the MSPC and its Data 
Subcommittee  

  DSC utilizes the SRTR statistical model for programs 
that perform ten or more transplants, over a contiguous 
2.5 year period (referred to as Large Volume Programs).  
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MPSC Composition 

 12 Surgeons 

 10 Physicians 

 4 OPO Representatives 

 1 Transplant Administrator 

 1 Lab Director 

 1 Transplant Coordinator 

 2 Transplant Recipients 



 OPTN/SRTR annual report  

Post transplant Outcomes 

Organ 

1 year 

patient 

survival 

1 year 

graft 

survival 

5 year 

patient 

survival 

5 year 

graft 

survival 

Liver-deceased 

donor 
86.9% 82.4% 73.4% 67.4% 

Liver-living donor 91.2% 84% 76.8% 68.8% 

Kidney-deceased 

donor 
94.7% 89.5% 80.7% 67.1% 

Kidney-living 

donor 
98% 95.1% 90.4% 80.3% 

Kidney-pancreas 95.1% 85.2% 85.8% 71.1% 
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Transplant Review Process 

MPSC/DSC Review Process 

 Once a program is identified for review, the program is 
sent a survey.  This survey requests a validation of the 
data submitted into Unet system 

 

 A synopsis of the deaths and/or graft failures that 
occurred within one year of transplant is also requested 
for review.  The DSC considers changes in key 
personnel, changes to processes and procedures within 
the transplant program  

 

 Potential recommendations for programs under review : 
Release from reporting, Continue to report , Peer Visit , 
Informal Discussion  
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OPTN Compliance Process 
Unifying Themes 

 Member organizations, programs , OPO’s and 
practioners encouraged to fully understand and 
voluntarily comply with bylaws, policies and 
procedures of OPTN 

 

 Membership and Professional Standards Committee 
provides specific oversight for non-adverse actions 
and reports adverse actions to Board of Directors, 
HRSA, HHS 

 

 Ultimate goal is to enhance clinical care, patient 
safety and process improvement through peer-
review and consensus development 
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Role of CMS 
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Role of CMS 

All currently approved transplant 

centers that continue to participate in 

Medicare, are required to submit a 

request for initial approval.  Once 

approved by Medicare, transplant 

centers are eligible for re-approval 

every 3 years.    
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CMS Conditions of Participation (COPs) 

 Standard: Data submission (CTC-007) 

 No later than 90 days after the due date established by the OPTN, a 
transplant center must submit to the OPTN at least 95 percent of 
required data on all transplants 

 Standard: Clinical experience (CTC-007) 

 Annual volume for the following types of transplant centers is required: 

 Heart, kidney, liver & lung transplant centers – 10 transplants 

 No annual volume requirement for heart-lung, and pancreas centers, and 
centers that primarily perform pediatric transplants 

 Standard: Outcome measures (CTC-007) 

 A center’s (risk-adjusted) expected 1-year patient survival and 1-
year graft survival will be compared to its observed 1-year patient 
survival and 1-year graft survival, based on the following non-
compliance thresholds: 

 O – E >3 

 O/E >1.5 

 1-sided p < 0.05 
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CMS Conditions of Participation 

Clinical Experience 

 Annual volumes requirements for the following types 
of transplant centers: 

 Heart, intestine, kidney, liver & lung transplant 
centers = 10 transplants 

 No annual volume requirement for heart-lung, and 
pancreas centers, and centers that primarily perform 
pediatric transplants. 

   
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Patient and Living Donor 
Selection 

Patient selection criteria must: 

 Assure fair and nondiscriminatory 
distribution of organs 

 Include a psychosocial evaluation 

 Include documentation in the 
patient’s medical record that the 
candidate’s blood type has been 
determined on at least two 
separate occasions 

 Include documentation in the 
patient’s medical record of the 
patient selection criteria used 

 Selection criteria must be available 
upon request 

  

Living donor selection 

 The living donor selection 
criteria must be consistent with 
the general principles of 
medical ethics.  

Transplant centers must: 

 Ensure that a prospective living 
donor receives a medical & 
psychosocial evaluation prior to 

  donation 

 Document in the living donor’s 
medical records the living 
donor’s suitability for donation 

 Document that the living donor 
has given informed consent, as 
required. 

 

 

CMS Conditions of Participation 
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Case in Point 

 You are recruited to established academic transplant 
program  

 Past observed outcomes in kidney (N=50) are not 
meeting expected outcomes (5 graft losses, 4 deaths 
from MI, PE, head trauma and infection) 

 Quality improvement process has addressed patient 
care issues but outcomes still not meeting 
expectations 

 OPTN/CMS “flag” your program 2 consecutive cycles 

 CMS contacts program director requesting 
explanation 

 Your team submits rationale explanations saying 
transplant (like life) isnt perfect!  
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CMS Regulatory IMPACT 

• Program Actual outcomes below Expected outcomes 
• Based on SRTR data cohort from 1/1/09-6/30/2011 

• 2 times in the past 30 months with one of two times being most recent cohort 

• Next report to be published January 2014 (7/1/10-12/31/12) 
 

• Systems Improvement Agreement 
• Facilitate quality system improvements that will enhance the existing program 

• Enter into agreement (hospital pays for ALL activities) 

• 12 month agreement 

 

• Independent Peer Review  
• Panel of transplant professionals (surgeon, physician, SW, Txp. Admin, RN, QA) 

• Provide recommendations that become the Quality Action Plan 

 

• Ongoing Consultant guidance 
• 6 days/month on site for EACH program 

• Assist with execution of Quality Action Plan 

• Connectivity back to CMS re: program’s progress 
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CMS SIA Update 

General Themes: 

 

• Multi disciplinary rounding … daily 

 

• Transition post operative care during inpatient admission from Surgery to Medicine 

after patient moved out of ICU care 

 

• Improve Medical and Surgical collaboration 

 

• Social Work, Dietary, Pharmacy involved across entire care continuum 

 

• Electronic medical record development 

 

• Root Cause Analysis (RCA) on every death and graft loss 

 

• PSC to be multidisciplinary with all disciplines present and voicing their opinions. 

Needs to go GREEN with real time documentation. 

 

• Surgeons/Physicians involved with UNET data collection 
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Keys to Success in The Current clinical 
and regulatory environment 

 Understand the OPTN,CMS requirements  

 

 Develop a strong, prospective administrative 
understanding and or role 

  Accurate data submission is critical to appropriate 
risk adjustment 

 Quality Assessment and Process Improvement  
(QAPI) program- fix problems in real time 

 Do Good work -there is no replacement for good 
patient selection, appropriate donor management 
and selection, outstanding surgical/medical expertise 
and comprehensive follow-up 
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Transplant Signature Program 
Teamwork committed to Quality and Quantity of Life –  
OSUMC 2010 


