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APPENDIX A
Patient Selection Criteria
l. Heart patient selection criteria
A. Indications

1. Children and adultsvith irremediableterminal cardiac disease with
severely compromised survival despite all other available medical and
surgical therapiesSurvival estimates based on standard heart failure
risk assessments

2. Any patient who is continually on the waiting list for more than two
years will require verification from the transplant team that he or she is
still a candidate for transplantation acontinues to meet the patient

selection criteria as described below

3. Age seventyyears or younger (older patients will be considered on a
caseby-case basis)

4. Patient selection criteria as published in Jaauary 201éssue of the
“Journal of Heart ash Lung TransplantatighVolume No. 1, pagesl
through 23.

B. Relative contraindications

Body mass index greater than thiftye kilograms per meters squaremt
percent body mass index of greater than one hundred and forty percent.

C. Relative contraindicains for pediatric candidates (to be reviewed on a case
by case basis):

1. Prematurity (less than thirtgix weels gestation)
2. Small size (less than two and five tenths kilograms)
3. Cardiac anatomic abnormalities:
a. Significant pulmonary artery hypoplasia
b. Uncorrectable pulmonary venous abnormalities
c. Ectopia cordis
4. Cardiac physiologic abnormalities
Elevated pulmonary vascular resistantat is irreversible with

pulmonary vasodilator testing (greater than six Wood units per meter
squared);
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Impaired and/oirreversible dysfunction or abnormality of other organ
systens, such as acute renal failure, acute hepatic failure, multisystem
organ failure, genetic abnormality, profound metabolic or
neuromuscular / neurologicéntral nervous systedisorder;

Severe or significant systemic illness such as active infection
(pneumonitis, septicemia, fever of unknown origifjuman
immunodeficiency virusnfection, hepatitis B and possikhepatitisC
infection, active malignangy

Unstable current psychotic disease;

Paental psychosocialpathology including alcohol or substanagse
disorder child abuse or neglect, psychiatric illness in patienta
strong and irremediable history of roampliance In these cases, a
medical foster home may be required

Parental non-compliance with physician recommendations for pediatric
candidates to have all age appropriate immunizations

10. Other life limiting illness.

D. Absolute Contraindications

1. Significant active infection, unless related tan@chanical circulatory
support devie (MCSD)or uncontrolled malignangy

2. Diabetes with end organ damage other than -profiferative
retinopathy or poor glycemic control despite optimal effort

3. Clinically severe symptomatic cerebrovascular disethsg is not
amendable to revascularizatjon

4. Chemical use, including illegal narcotic usaget consistent with
screening criteria in Appendix & this rule Alcohol or Substance Use
Disorder

5. Absence of adequate external psychosocial support

6. Other lifelimiting illnesses

7. lrreversible hepati or renal dysfunction, unless the patient is being
considered for multiple organ transplant;

8. Non-compliancénon-adherence

9. Smoking or tobacco use not consistent with screening criteria in

Appendix C of this rule, Heart and Lung Patients Presenting with
History of Tobacco Use.



Il. Heartlung patient selection criteria

A. General indications: All patients considered for haary transplantation
shall:
1. Be less than sixtfive years of agepatients older than sixtjve will

be reviewed on a cadwy-casebasis

Be free from other major organ system failunéth the exception of
chronic kidney disease which may be reversedpastplant;

Have an expected survival time of not more than twelve to twfenty
months without a transplant.

Patient seleatin criteria as published by Weill D, Benden C, Corris P,
et al. A consensus document for the selection of lung transplant
candidates: 2014 An update from the Pulmonary Transplant Council
of the International Society of Heart and Lung TransplantatioreaitH
Lung Transplant 2015; 3415 is endorsed by the Ohio Solid Organ
Transplantation Consortium.

B. Specific indications: patients with the following disease processes are
considered as candidates for transplantations. They should be functionally
limited, but not totally disabled. There is“&ansplant window during
which the patient has a gradual decline from the natural history of his or her
disease, but has not deteriorated so much that he or she iggao doviable
transplant candidate. Patietdsbe considered include, but are not limited to,
those with the following diagnoses:

1.

2.

9.

Eisenmenger’s syndrome

Primary pulmonary hypertension;
Cardiomyopathy with pulmonary hypertension;
Emphysema

Alpha-1 antitrypsin deficiency;

Pulmonary fibrosis;

Cystic fibrosis

Bronchiectasis

Bronchopulmonary dysplasia;

10. Posttransplant obliterative bronchiolitis



11. Pulmonary disease in young infant for technical surgical issues
(typically due to the airway size)

12. Ischemic heart disease.

C. Contraindications

1. Absolute:

a. Significant systemic or niti-system disease

b. Active or systemic infection limiting survival

c. In general, a five year malignanéige interval is prudent. This
time frame may be modified in the setting of low grade
malignancies with littleto no risk of recurrence on a cdse
case basjs

d. Class Il or lll obesity (BMI>35.0 kg/fn

e. Noncompliance

f. Major psychiatric illness

2. Relative

a. Previous cardiac or thoracic surgery

b.

Uncontrolled diabetesellitus

Class | obesity (BMI 30.034.9 kg/nd). Patient's medical
summary shall provide details regarding the patient’'s body
composition;

Corticosteroidherapy (greater than twenty milligrams per ¢lay)
Psychological issues

Chemical use, including illegal narcotics usage not consistent
with sceening criteria in Appendix B of this rule, Alcohol or
Substance Use Disorder.

Smoking or tobacco use not consistent with screening criteria in

Appendix C of this rule, Heart and Lung Patients Presenting with
History of Tobacco Use.

M. Single/double lung gtient selection criteria

A. General indicationsAll patients considered for pulmonary transplantation
shall be suffering from enstage pulmonary disease astahlt



1. Be less than sixtyive years of age (patients older than sixtfve will
be reviewed o case by case basis )

2. Be free from other major organ failure;
3. Be free from major psychosocial problems

4. Be a@pable of participating in preand posbperative rehabilitation
programs and follow-up;

5. Have an expected survival time of less than eighteamths without a
transplant

6. Patient selection criteria as published by Weill D, Benden C,<CBr
et al. A consensus document for the selection of lung transplant
candidates: 2014 An update from the Pulmonary Transplant Council
of the InternationaSociety of Heart and Lung Transplantation. J Heart
Lung Transplant 2015; 3415 is endorsed by the Ohio Solid Organ
Transplantation Consortium

Specific indicationsPatients with the following disease processes will be
considered for lung transplantation:

1. Eisenmenger’'s physiology, chronic obstructive pulmonary disease
(COPD), emphysema, Alpha-1 antitrypsin deficiency;

2. Primary pulmonary hypertension;

3. Pulmonary fibrosis (primary or secondary);

4. Cystic fibrosis

5. Bronchiectasis

6. Other, including but notlimited to, sarcoidosis, systemic lupus,
pulmonary hemosiderosidronchiolitis obliterans broncho alveolar
carcinoma;

7. Advanced pediatric lung disease

Contraindications
1. Absolute:
a. Significant systemic or muisystem disease

b. Active or systemic infetion limiting survival

c. Current cigarette smoking (minimum of six months abstinence
and a commitment to continue remoking postransplank In



general, a five year malignanéee interval is prudent. This
time frame may be modified in the setting awl grade

malignancies with little to no risk of recurrence on a dase

case basjs

d. Classll or Ill obesity (BMI>35.0 kg/r);
e. Major psychiatric illness
f.  Non-compliance.

2. Potential

a. Previous cardiac or thoracic surgery

b. Uncontrolled diabetesellitus

c. Classl obesity (BMI 30.0-34.9 kg/f);
d. Chemical use, including illegal narcotics usage not consistent
with screening criteria in Appendix B of this rule, Alcohol or
Substance Use Disorder
e. Smoking or tobacco use not consistent with screening criteria i
Appendix C of this rule, Heart and Lung Patients Presenting with
History of Tobacco Use;
f. Corticosteroid therapy (greater than twenty milligrams per;day)
g. Psychologicalssues
V. Hepatic patient selection criteria
A. General indications: In general, liveansplantation is indicated in children
and adults suffering form irreversible livdysfunction or the effects of liver
dysfunction after alternative medical and surgical treatments have been
utilized and where the benefits of transplantation outwelgh risk of
alternative modalities.
B. Specific indications

3.

1. Acute hepatidulminant failure
2. Extrahepatic biliary atresia or hypoplasia;

Inborn errors of metabolism:

a. Alpha | antitrypsin deficiengy



J.

K.

Crigler-Najjar disease, Type |

Byler's diseasg

Glycogenstorage disease (O and V)
Wilson'’s disease

Hemochromatosis;

Tyrosinemia;

Wolman'’s disease

Familial amyloidotic polyneuropathy (FAP);
Primary hyperoxaluria, Type |;

Other

Sclerosing cholangitis;

Hepatic vein thrombosis (Buddhiari);

Hepatocellular Carcinoma (HCC), Stageor II, or University of
California at San Francisco (UCSHNM. Criteria.

Cirrhosis:

a.

Alcoholic cirrhosis (see alcohol or substanagse disorder
screening criteria in Appendix B of this rule)

Biliary cirrhosis (primary or secondary): Caroli, choledochal
cyst, congenital cholestasis [progressive familial ifitegpatic
cholestasis (PFIC)],iatrogenic biliary tree injury/damage,
trauma

Chronic active hepatitis (A, B, C, non A, non B, autoimmune);
Congenital biliary cirrhosis;

Cryptogenic cirrhosis;

Cystic fibrosis

Hemochromatosis;

Alpha | Antitrypsin Deficiency;

Non-alcoholic steatosis hepatitis (NASH)



C.

D.

E.

8.

9.

j.  Viral cirrhosis
k. Other
Congaital hepatic fibrosis

Controlled biliary sepsis resulting from acute (dwanic) hepatic
artery thrombosis (ischemic coagulopathy);

10. Hepatepulmonary syndrome, with cirrhosis;

11. Polycystic liver disease with symptoms such as: portal hypertension,

Budd-<Chiari-like symptoms, refractory and unmanageable ascites
following cyst fenesation

12. Portopulmonary hypertension in the presence of cirrhosis and mean

pulmonary artery pressures of greater than tiviy (35) millimeters
of mercury

Indications for reransplantation

1.

2.

6.

7.

Primary non-function;

Irreversible vascular compromise either the hepatic artery, portal
vein, or hepatic vein;

Recurrent gmary disease
Intractable, acute, or chronic rejection

Biliary disease not correctable by any mechanism other than
transplantation

Small for size syndrome;

Poor early graft furiton (PEGF)

Indications for special cases to be reviewed on alogsase basis

1.

2.

4.

Stage Il tumors outside of théniversity of UCSFTNM criterig

Slow-growing metastatic leiomyosarcoraadneuroendocrine tumars
including metastatic carcinoid syndromed hemangioendotheliomas;

Cholangiocarcinoma transplanted under approved institutional
protocol;

Hepatitis C (reransplant within one year of recurrent disease)

Contraindications



1. Chemical use, including illegal narcotics usage not consistent with
saeening criteria in Appendix B of this rule, Alcohol or Substance Use
Disorder

2. Active infection outside hepatobiliary system limiting survjval

3. Significant cardiac, pulmonary, or nervous system fafftitis does not
apply for patients being considerkd heart and/or lung transplant)

4. Unstable current psychotic disease {jprer failure),
5. Uncontrolled malignancy;
6. Acquired immune deficiency syndrome (AIDS);

7. Persistent pattern of narompliance considered likely to interfere with
following a discipined medical regime

V. Small bowel: Intestinal / small bowel and liver patient selection criteria

A.

Background: Small intestinal transplantation, combined liver/intestinal
transplantation, and multivisceral transplantation are operations that ar
reserved for life-threatening conditions, but no longer considered
investigational. When reserved for patients with no possibility of ldagnm
survival without transplantation, the procedure should be strongly
considered. Factors governing success of the procedwill include the
general health of the recipient before transpldr, size of the center, the
experience of the physicians within that center with small bowel or liver
transplantation and/or related procedures, and recent advances in surgical
techniques graft monitoring technigues, immunosuppressive regimens, and
antiviral therapies

General indications: Isolated small intestinal transplantation is aatmper
reserved for patients with irreversible short bowel syndrgonentestinal
failure degpite intact intestinal lengjhassociated with liféhreatening
complications due to either parenteral nutrition or the underlying disorders
When prospects for weaning from parenteral nutrition are nil, and patients
have experienced multiple serious episs of septicemia, progressive loss of
vascular access are at risk for seriousrhiglity and mortality from the
disease itself, or are at risk for progressive cholestasis associated with
parenteral nutrition,isolated small intestinal transplantation médoe
considered.

When candidates have suffered irreversible liver damage (usually associated
with prolonged parenteral nutrition) in addition to irreversible imabt
failure, liver / small intestinal transplantation should be consilerlf the
candidat’'s disease process is otleat renders gastroduodenal function
unacceptable, or when localized tumors or other causes of vascular occlusion
seriously compromise the arterial blood supply to the stomach, liver, smal
bowel, and pancreas, multivisceral transplantation may be performed.



C. Specific indications
1. Surgical short bowel syndrome due to:
a. Volvulus;
b. Gastroschisis
c. Necrotizing enterocolitis
d. Hirschsprung’s disease
e. Congenital atresias
f. Crohn’s disease;
g. Trauma
h. Mesenteric vascular insufficiency

i. Localized intrasabdominal tumors such as desmoid tumors or
inflammatory pseudotumor;

j.  Other causes of surgical short bowel syndrome
2. Secretory diarrhea associated with uncorrectable malabsorption
a. Microvillus inclusion disease
b. Tufting enteropathy;
c. Intestinal pseudo-obstruction;

d. Other lifethreatening diarrheal disorders uncorrectable by
medical or surgical means short of transplantation

3. Liver failure in association with intestinal failure
a. Total parenteral nutrition (TPNassociated liver failure
b. Other causes of liver failure (such as primary sclerosing
cholangitis or biliary atresiajn association with intestinal
failure.
4. Other Consortium approved indications for transplantation.
D. Contraindications
1. Chemical use, including illegal narcotics usage not consistent with

screening criteria in Appendix B of this rule, Alcohol or Substance Use
Disorder;
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Active infection outside the hepatobiliary system limiting suryival

3. Disseminated, noresectable maligmey;

4. Insufficient venous patency to guarantee central venous access

5. Severe dysfunction of other organ systems (cardiac, pulmonary,
vascular, renal, neurologic) rendering transplantation risk
unacceptable;

6. Other lifethreatening, uncorrectable illnessast referable to the
gastrointestinal system

7. Unstable, uncontrollable psychiatric illness

8. Proven noreompliance

VI. Pancreas patient selection criteria
A. Indications

1. Group I: Insulin dependent diabetes mellitus Type | (juvenitmset
diabetes mellits or JODM) with secondary complications but no renal
or early involvement. Early pancreatic transplantation may be
indicated for those who cannot be adequately controlled with insulin
and/or with chronic complications of diabetes likely to be imghbie
a pancreas transplant

2. Group ll: Insulin dependent diabetes mellitus Type | with secondary
complications and renal involvement in absence of morbid obesity.
Synchonous pancreatic and remahsplantation may be indicated

3. Group llI: Insulin dependertiabetes mellitus Type | or Type Il with
secondary complications, esthgerenal disease and previous renal
transplant. Asynchronous pancreatic transplantation may be indicated.

B. Contraindications

1.

Alcohol or substancdependencyot consistent with seening criteria
in Appendix B of this rule;

Active sepsis

End-stage organ dysfunction
a. Pulmonary;
b. Cardiac

c. Cerebrovascular
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d. Hematological

4. Inability to understand the transplant procedure and care for self afte
receiving a new organ

5. Uncontrolledmalignancy

C. Relative contraindications
1. Body mass index greater than thifiye;

2. Non-compliance.

VII. Pancreas islet patient selection criteria
A. Indications

1. All recipients must have Type | insuldependent diabetes mellitus
with absent @Peptie;

2. Previous kidney transplant [or kidnegncreas transplant with failed
pancreas with satisfactory kidney graft functjon

3. Glomerular filtration rate (GFR) greater than fifty baseccaltulated
GFR or based ora twentyfour hour urine study or iothamate
clearancestudy, as appropriate. This is to only apply to patients who
have not previously received a kidney transplant and are potential

kidney recipients
4. Kidney transplant candidates with Type | instdiependent diabetes
mellitus
B. Contraindications

1. History of malignancy (except adequately treated localized basal cell
carcinoma of skin without evidence of recurrence, or other cancers
considered cured by therapy)

2. Patients with current episodes of acute renal allograft rejection

3. Patients withparel reactive antibody (PRA) levareater than fifty
percent;

4. Chemical use, including illegal narcotics usage not consistent with

screening criteria in Appendix B of this rule, Alcohol or Substance Use
Disorder
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5. Active infection

6. Non-compliance
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