Transplant Review Guidelines
Solid Organ And Stem Cell Transplantation

UnitedHealth Group

2013 Transplant Review
Guidelines

Solid Organ and Stem Cell Transplantation

Including Selected References for Organ Transplantation and Pediatric Heart Disease

REVISED September 2013 PROPRIETARY & CONFIDENTIAL INFORMATION
© 2013 UNITEDHEALTH GROUP 08 ALL RIGHTS RESERVED -1-



Transplant Review Guidelines
Solid Organ And Stem Cell Transplantation

Table of Contents
CONTRAINDICATIONS (UNIVERSAL TRANSPLANT) . .ttt eesasnsnsnsseseennsnnasssseeennnnssnmmssseeenssnnsssssssrsens 4

SPECIAL CONSIDERATIONS (UNIVERSAL LANGUAGE)E € é é é é é é éé éééééé éées

MINIMUM PATIENT EVALUATION REQUIREMENTS (UNIVERSALLANGUAGE)e é 6 é 6 6 é éé éé . 7 .
KIDNEY INCLUDING KIDNEY/LIVER, KIDNEY/HEART & KIDNEY/LUNG....cciviitiiiiiiniiiiniieinensennns 9
GENERAL INFORMATION. ..ttt et et e e e et e e et e e e ettt et ettt aae e bbbt s s s s s s eeeeeseaeses et e sesesssasbababbsnannnseeesas 9
1NN (o N 0 N 9
CONTRAINDICATIONS . ..ottt et e e e e e e e e e e e e e e e e e et et et e bt s e s e s eseseeeeeeeeaeaseeeaeees 10
SPECIALCONSIDERATIONS ...ttt eseie ettt ettt es st s e b et et s s e nsesesesesesenas 10
MINIMUM PATIENT EVALUATION REQUIREMENTS ......cctutiiiiieiaiirinie et 11
I T 13.....
GENERAL INFORMO AT ION . . ettt ettt e e et e e et e e e e e et et et et e e e e e s e e e e e e e e e e eeneenns 13
LB 1O N I [0 ] 14
CONT RAIN DI C AT LON S ..ottt et e ettt et e e e et et e et e e e e e e e e e e e e e e renneaneens 15
SPECIAL CONSIDER AT ION S . .ottt e et e e ettt e e et e et et e e e e e e e neenreneens 15
MINIMUM PATIENT EVALUATION REQUIREMENT S ... ittt ettt e e e e e e e 17
PANCREAS & KIDNEY/PAN CRE AS . . ..ot ettt e e e e e e e e e eenaees 19
GENERAL INFORMATION . .1ttt se st st e ettt et et et et et e ee et etaeeaeeaababebe bbb seseseeseseseessesereseseteeeesseserereres 19
INDICATIONS . .ttt et et ettt ettt et oottt e ettt ettt ettt a et et e e s e sesseseseeeeeeeeeaeteeeteeete e s s et asseebabebet seeeeenenes 20
CONTRAINDICATIONS . .ottt r e e et st e et e e e e et eeeteeetet ettt ttetee s babe bbbt bbb s e seseseseeeseeeesaeeeaeses 21
SPECIAL CONSIDERATIONS . ...coiiiiiieiiietitet ettt e e s e e e e et et e e e e e e etete sttt ettt et e et e ettt seeresesereeeeeeeearerereeeees 21
MINIMUM PATIENT EVALUATION REQUIREMENTS ..ottt ettt et e e 22
APPENDIX T CLARKEHYPOGYLCEMIC SCORE . .....oo it et 23
INTESTINE INCLUDING LIVER/INTESTINE & MULTIVISCERAL ....vvvvtitiiiiieereieieierererererererereserererereranenes 26
GENERAL INFORM AT ION . .ottt ettt ettt eaens 26
1B (07 AN I [0 S TR 26
CONT RAIN DI C AT LON S .ottt ettt e eaeen 27
SPECIAL CONSIDERATIONS . ..ottt et e ettt e e e e e e e e e e et e te e et ettt e aea et e s ettt eresesereeeeeeseasareseeeees 28
MINIMUM PATIENT EVALUATION REQUIREMENTS ..ottt ettt n e 28
i L S 29
GENERAL INFORMATION . .1ttt ee s s sttt e et e e e e e e et e e et et e eeeeeaae e e e ba e bbb sessseeeeseeeesterereseseteeeesserererares 29
INDICATIONS . .ttt ettt ettt ettt ettt ettt e s e ee e s et e e e e e e e e e e e eeee ettt ee e e et eeesereeresereeeeeeeaeres 31
CONTRAINDICATIONS ..ottt e e e e e e et e e e e e e e et e eete et te ettt et et e e e e te et bbb b e s e seseseseeereeaeeaseeseses 31
SPECIAL CONSIDER AT ION S . .ottt ettt e 32
MINIMUM PATIENT EVALUATION REQUIREMENT S ... oottt e 33
APENDIX T NEW YORK HEART ASSOCIATION FUNCTIONAL CLASSIFICATION. ..o 34
LLUING ..ottt sttt sttt sttt sttt e sttt n ettt 8t s et e et e et et et et et nnnnnrnrnrnrnrns 36
GENERAL INFORM AT ION . . ettt oottt et 36
1B (07 N I [0 ] 37
CONTRAINDICATIONS . ettt e e e e e et e e e e e e e e e e e e e e ee e et ettt e et e e e ettt e s e seseseseeeseseeaaeeareees 38
SPECIAL CONSIDERATIONS . ..ottt e e e e e et et e e e e e e e e e te ettt et e e e aeae ettt e e e s eeeseeeeereseeaaseereses 38
MINIMUM PATIENT EVALUATION REQUIREMENTS ..ottt ettt ettt e s ee e e 39
REVISED September 2013 PROPRIETARY & CONFIDENTIAL INFORMATION

© 2013 UNITEDHEALTH GROUP 08 ALL RIGHTS RESERVED -2-



Transplant Review Guidelines
Solid Organ And Stem Cell Transplantation

HEART/LUNG . ..o ettetee ittt etttk 4 ke e+ 4kttt e 4 skt £ 4Rttt e 4R b bt e+ 4Rk b et 24 ek et e e ams et e e e st e e e e anbneeeenees 41
GENERAL INFORMATION. ..ottt sbr s 41
INDICATIONS . ...ttt e e e e e e e e s s b et et e e e e e e s s s e s b e e e e e e e e e e s s s ab bbb e e es saabneree s 41

HEMATOPOIETIC STEM CELL TRANSPLANT ..ooiitiiiiiiirei ittt e e e e 42
GENERAL INFORMATION . ...oeiiiiiie ittt e e 42
INDICATIONS . ...ttt e e e e e e e e s s bbb et et e r e e e e e s s b e s s bbb e e e s et e e ae s s s s s saab bbb e s eees 43
CONTRAINDICATIONS. ... ttteetie ittt ettt et e e e s s s e e e et e e e se s sa b e e et e aaee e s s s nr e rneeeaeeeeas 48
SPECIAL CONSIDERATIONS . .. ...ttt ettt bt e et e e s n e e s e et e e e e e e s s nrnnneees 48
MINIMUM PATIENT EVALUATION REQUIREMENTS .......ooiiiiiiiiiiiiie it 50
HEMATOPOIETIC STEM CELL TRANSPLANT REFERENCE SHEET ..o 51
APPENDIX i HEMATOPOIETIC STEM CELL TRANSPLANT CONSULTATION TIMEFRAME...é é . 53

2013 SELECTED REFERENCES DOCUMENT .....cotiiiiiiiiiiiiiiiii e 58

AIDS DEFINING CONDITIONSe e e e e e eeeeéeéeeeeeeeeeéeééeeeecece.e.60

REVISED September 2013 PROPRIETARY & CONFIDENTIAL INFORMATION
© 2013 UNITEDHEALTH GROUP 08 ALL RIGHTS RESERVED -3-



Transplant Review Guidelines
Solid Organ And Stem Cell Transplantation

CONTRAINDICATIONS
(Universal for all Transplants)

NOTE: The following list contains the standard contraindications for transplants. These contraindications
apply to ALL types of transplants unless otherwise noted. There may be additional contraindications that
apply to a specific type of transplant. Please refertot h €EONT RAI NDI CATI ONSO secti
type of transplant for more information.

This information was obtained from multiple sources in the peer reviewed medical literature. Unless other
wise noted, the following information was obtained from literature authored by Kasiske, Kanaan, Murray
and Carithers, Orens et al, and Mehra et al.

1 Infections

o Acquired Immunodeficiency Syndrome (AIDS) or certain serious and life-threatening
diseases that occur in HIV-positive people. These diseases are called "AlIDS-defining"
conditions. When a person gets one of these ilinesses, he or she is diagnosed with the
advanced stage of HIV infection known as AIDS. See Appendix for a complete list of
these conditions.

0 Systemic or uncontrolled infection including sepsis
1 Significant uncorrectable life-limiting medical conditions

Severe end stage organ damage including: Severe diabetes mellitus with end organ damage,
irreversible severe pulmonary disease, with FEV,; <1 L or FVC <50%, irreversible severe hepatic
disease, irreversible severe renal disease

Active untreated or untreatable malignancy
Irreversible, severe brain damage

Social and Psychiatric Issues - Refer for psychosocial evaluation and/or psychiatry consultation
for guidance. See SPECIAL CONSIDERATIONS.

0 Active alcoholism and substance abuse. Requires 6 months of documented abstinence
through participation in a structured alcohol/substance abuse program with regular
meeting attendance and negative random drug testing. For a past history of alcohol and
substance use see SPECIAL CONSIDERATIONS.

o Emotional instability, significant depression or other psychiatric illness that cannot be
controlled that would impact ability to comply with a complex evaluation process, surgical
procedure and post transplant plan of care and/or ability to give informed consent (and
does not have a representative/guardian/conservator)

o Limited cognitive ability (memory loss, dementia, etc.) that would impact ability to comply
with a complex evaluation process, surgical procedure and post transplant plan of care
and/or  ability to give informed consent (and does not have a
representative/guardian/conservator).

o Lack of psychosocial support as indicated by either no identified caregiver or an
uncommitted caregiver. This would include the lack of transportation to and from
transplant related appointments, patient and/or caregiver is unable to adhere to the
requirements of transplant related treatment plan. A care contract may be needed. See
the SPECIAL CONSIDERATIONS section for additional information.

0 Lack of sufficient financial means to purchase post-transplant medications.
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o History of non-adherence that has not been successfully remediated

o Inability to give informed consent. If the patient has an authorized
representative/guardian/conservator or parent in the case of a minor, that individual must
understand and support the ongoing health care needs of the patient

1 Post-transplant lymphoproliferative disease (PTLD) unless no active disease demonstrated by
negative positron emission tomography (PET) scan and resolved adenopathy on computed
tomography (CT) and/or magnetic resonance imaging. (Blaes, Khedmat )

1 Limited irreversible rehabilitative potential (Bunnapradist)
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