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Approach

Review transmission events that have been identified
— Understand errors that were made to attempt to avoid in the future
Review available guidelines for living donor screening
— CDC and NY D of Health R i
— OPTN Deceased Donor Policy & LD Evaluation Guidance Document
— Global gui do its on LD ing: Australia, UK, US
Review current guidelines by US PHS for screening healthy patients
for HIV, HBV, and HCV
— Review epidemiology as well
Survey the US transplant centers conducting living donation
— Assess the current status of donor screening (assays, timing)
— Assess challenges to live donor screening policy
Review available assays that could be used to screen donors
— Serologic and NAT
— Understand limitations and challenges with each assay
Understand the window period for each assay and its potential
impact on live donor screening
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Testing WG Objectives

» To determine which tests are
appropriate for live donors and

» To determine the appropriate time
frame for testing to avoid
transmission of blood-borne
pathogens A
—Focused on HIV, HCV, and HBV ;ur,

KeyOuestions WG Considered

What are the available assays for assessing current and prior donor
infections?

What are the test characteristics of available assays (i.e. sensitivity,
specificity, turn-around-time)?

What is the availability of assays in living donor ID assessment?
Are there substantive differences between assays that have
specific screening approval vs. those that do not?

What is the residual window period by each assay method?

What specific testing should be done of living donors to screen for
organ transplantation?

What time frame should this testing be done?

Should the approach to donor screening be different if the donor
has identified risk factors for HIV, HBV, and HCV?

What assays are currently being used by TCs for screening?
Is NAT being utilized by TCs performing living donation?

What are current challenges recognized by TCs in live donor
screening?

Key Findings

+ Existing Guidelines/Policies

— Suggest that HIV, HBV, and HCV should be screened for
« Do not recommend specific assays
« Do not outline timeline for conduct relative to transplant
— Current US PHS Guidelines for Screening
HIV: All patients should be screened for HIV
« HBV: Screening is recommended as follows:
— Previously or currently pregnant women
— Infants born to HBsAg-positive mothers
— Household contacts and sex partners of HBV-infected pt
— Persons born in countries with HBsAg prevalence of 22%
— Persons who may come in contact with blood or needles ﬁ}b
— Persons infected with human immunodeficiency virus &r\
— Men who have sex with men fhﬂ
— Injection-drug users =
— All blood, plasma, tissue, deceased organ and semen donors 'ﬁ/
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Key Findings

Survey Results: Demographics

Survey Results: Timing of Screening
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Capacity to perform FDA-approved screening
serology & NAT within 7 days of transplant

41 (60.3%)
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Survey of US Tx Administrators

Survey Results: Donor Screening

Survey Results: Screening Challenges

27 (39.7%)

Capacity to perform non-FDA-approved screening
serology & NAT within 7 days of transplant

22 (36.7%)

38 (63.3%)

Capacity to perform FDA-approved screening
serology & NAT within 14 days of transplant

43 (66.2%)

22 (33.8%)

Capacity to perform non-FDA-approved screening
serology & NAT within 14 days of transplant

26 (43.3%)

34 (56.7%)
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Available Serologic Assays

Available HIV NAT Assays Available HBV NAT Assays

Available HCV NAT Assays

HIV Serology $78.75 $12.50
HIV NAT $302.94 $119.75
HBsAb $73.01 $15.12
HBsAg $71.95 $16.96
HBcAb $73.01 $15.12
HBV NAT $226.00 $60.28
HCV Serology $93.40 $20.08
- HCV NAT $289.00 $60.28
 Serology $390.12 $79.78
Serology + NAT? $982.06 $259.81

Serology + NAT? $1,208.06 $320.09
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Considerations for Making Recs

&

WG Live Donor Screening Recs

T

Michael Ison, MD, MS

July 28, 2011

Considerations for Making Recs

Questions?

&
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