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recommendations in section IV 8. (See Figure 8 and Table
8). If the original donor sample that was NAT-Reactive
was Positive or Negative on both the Discriminatory NAT
for HIV-1 and on the Discriminatory NAT for HCV, you
may attempt to reenter the donor according to the
recommendations in both sections IV.7 and IV.8 (See
Figures 7 and 8, and Tables 7 and 8).

o Donors who were NAT-Non-Reactive (or NAT was not
performed) and who were Repeatedly Reactive on a
screening test for HIV-1 antibody, with an HIV-1 Western
blot or IFA that was Negative (or was not performed), or an
HIV-1 Western blot result that was Indeterminate (viral
bands may be present). This includes donors previously
deferred because of Repeatedly Reactive HIV serologic test
results prior to the initiation of testing by NAT.

These donors may be eligible for reentry only if the HIV-1
p24 antigen EIA (if done) was Negative and if a second,
different, licensed HIV-2 EIA was Negative, or, if the
second HIV-2 EIA was Repeatedly Reactive, an
investigational HIV-2 supplementa] test was not Positive.
Currently, we have not approved a supplemental
(additional, more specific) test for HIV-2.

o Donors who were NAT Non-Reactive and who were
Negative on a screening test for HIV-1 antibody, but who
were Repeatedly Reactive on an HIV-1 p24 antigen EIA
with a Positive or an Indeterminate (that is, an Invalid or a
Non-Neutralized) result on the Neutralization test.

a. To reenter a donor who meets FDA eligibility criteria (i.e., the
donor is otherwise eligible to donate again), we recommend that you do
the following (See Figure 7 and Table 7):

i At least 8 weeks after the original donation obtain a new
sample from the donor (no donation is made at this time)
and perform follow-up testing using:

) a licensed HIV-1 NAT that is the same as
the NAT (i.e., the Discriminatory NAT for
HIV-1) that was run on the original donor
sample or a licensed HIV-1 NAT that is
labeled as sensitive for HIV-1 group O and
HIV-1 group M variants;
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AND

(2)  alicensed anti-HIV-1/2 EIA. If the original
donor sample was Repeatedly Reactive on
the anti-HIV-1/2 EIA, we recommend that
you use that same EIA. to test this follow-up
sample. If the original donor sample was
Negative on the anti-HIV-1/2 EIA, we
recommend that you use an Alternate ETA
that is labeled as sensitive for HIV-1 Group
0.

NOTE: If you wish to perform follow-up testing on
a donor who is deferred because of HIV-1 test
results, you may do so prior to the end of this 8-
week waiting period for donor notification purposes
or for medical reasons. Negative results ona
follow-up HIV-1 test conducted before the 8 week
period ends may be useful in donor counseling.
However, only a Negative screening test result
obtained at least 8 weeks after the NAT-Reactive or
Repeatedly Reactive anti-HIV-1/2 or HIV-1 p24
EIA test result would qualify the donor for reentry.
If you again obtain a Reactive NAT or a Repeatedly
Reactive anti-HIV-1/2 EIA result during this 8-
week waiting period, the donor would not be
eligible for reentry and we recommend that you
defer the donor permanently.

. Evahate the results of the follow-up testing on the donor’s
new sample as follows:

4))] If the NAT is Reactive and the anti-HIV-1/2
EIA is Repeatedly Reactive, we recommend
that you defer the donor permanently.

(2)  Ifthe NAT is Reactive and the anti-HIV-1/2
EIA is Negative, we recommend that you
defer the donor permanently.

3) If the NAT is Non-Reactive and the anti-
HIV-1/2 EIA is Repeatedly Reactive, yon
may reconsider the donor for reentry by
additional follow-up testing after a second
waiting period of 8 weeks.
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When there is a persistent anti-HIV-1/2 EIA
Repeatedly Reactive result, you may wish to
further test the donor’s new sample using an
HIV-1 Western Blot. If the Western Blot
test result is Negative, or an Indeterminate
blot pattern has not progressed, you may
reconsider the donor for reentry by
additional follow-up testing after a second
waiting period of 8 weeks. If the Western
blot result is Positive, we recommend that
you defer the donor permanently.

(49)  Ifthe NAT is Non-Reactive and the anti-
HIV-1/2 EIA is Negative, you may reenter
the donor (i.c., the donor is eligible to
donate in the fauture, provided the donor
meets all donor eligibility criteria).

Reentry for Donors Deferred Because of HCV Test Results

Currently, FDA has not approved a process for reentry of donors with
the following HCYV test results:

o NAT-Reactive for HCV (either by a Discriminatory NAT
after a Reactive Multiplex NAT or by a separate NAT for
HCV RNA) and anti-FHCV EIA Repeatedly Reactive
(regardless of HCV RIBA test result).

OR

o NAT-Non-Reactive for HCV (or HCV NAT not
performed) and anti-HCV EIA Repeatedly Reactive, HCV
RIBA Positive.

FDA has approved a method or a process for reentry of deferred
donors in the following classes:

o Donors who were NAT-Reactive and seronegative. This
includes donors previously deferred because of Reactive
test results on an investigational HCV NAT. The HCV
Discriminatory NAT may have been either Positive or
Negative. If an Additional NAT for HCV (validated for
use with individual donor samples) was performed, it
must have been Non-Reactive.
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NOTE: If the original donor sample that was NAT-
Reactive was Negative on the Discriminatory NAT for
HCV but was Positive on the Discriminatory NAT for
HIV-1, you may attempt to reenter the donor according to
the recommendations in section IV.7. (See Figure 7 and
Table 7). If the original donor sample that was NAT-
Reactive was Positive or Negative on both the
Discriminatory NAT for HCV and on the Discriminatory
NAT for HIV-1, you may attempt to reenter the donor
according to the recommendations in both sections IV.7
and IV.8 (See Figures 7 and 8 and Tables 7 and 8).

o Donors who were NAT-Non-Reactive (or NAT was not
performed) and who were Repeatedly Reactive on a
screening test for HCV antibody, with an HCV RIBA that
was Indeterminate or Negative (or was not performed).
This includes donors previously deferred because of
Repeatedly Reactive HCV serologic test results prior to
the initiation of testing by NAT.

To reenter a donor who meets FDA eligibility criteria (i.e., the
donor is otherwise eligible to donate again), we recommend that
you do the following (See Figure 8 and Table 8):

i At least 6 months after the original donation obtain a new
sample from the donor (no dopation is made at this time)
and perform follow-up testing using;

(1) A licensed HCV NAT
AND
(2) A licensed anti-HCV EIA.

NOTE: If you wish to perform follow-up testing on 2
donor who is deferred because of HCV test results, you
may do so prior to the end of this 6-month waiting period
for donor notification purposes or for medical reasons.
Negative results on a follow-up HCV test conducted before
the 6-month period ends may be useful in donor
counseling. However, only a Negative screening test result
obtained at least 6 months after the NAT-Reactive or
Repeatedly Reactive anti-HCV test result would qualify the
donor for reentry. If you again obtain a Reactive NAT ora
' Repeatedly Reactive anti-HCV EIA result during this 6-
month waiting period, the donor would not be eligible for
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reentry and we recommend that you defer the donor
permanently.

ii. Evaluate the results of the follow-up testing on the donor’s
new sample as follows:

(1) If the NAT is Reactive and the anti-HCV EIA is
Repeatedly Reactive, we recommend that you defer the
donor permanently.

(2) If the NAT is Reactive and the anti-HCV EIA is
Negative, we recommend that you defer the donor
permnanently.

(3) If the NAT is Non-Reactive and the anti-HCV EIA is
Repeatedly Reactive, you may reconsider the donor for
reentry by additional follow-up testing after a second
waiting period of 6 months.

‘When there is a persistent anti-HCV EIA Repeatedly
Reactive result, you may wish to further test the donor’s
new sample using an HCV RIBA. If the RIBA test result is
Negative, you may reconsider the donor for reentry by
additional follow-up testing after a second waiting period
of 6 months. If the RIBA fest result is Positive or
Indeterminate, we recommend that you defer the donor
permauently.

(4) If the NAT is Non-Reactive and the anti-HCV EIA is
Negative, you may reenter the donor (i.e., the donor is
eligible to donate in the future, provided the donor
meets all donor eligibility criteria).

V. IMPLEMENTATION
This guidance is being distributed for comment purposes only.
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FIGURE 1. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR AN INDIVIDUAL DONOR SAMPLE THAT IS

‘REACTIVE ON A MULTIPLEX NAT AFTER A NEGATIVE ANTIBODY
SCREENING TEST

Individual Donor Sample Reactive on a Multiplex HIV-1/HCV NAT

TEST USING DISCRIMINATORY NAT(s).

!

Reactive for HIV-1 and/or HCV Non-Reactive for both HIV-1 and HCV
l /I‘ION 1 OPTION 2
QUARANTINE AND DESTROY
OR RELABEL UNIT.
DEFER' AND NOTIFY DONOR.
. We recommend lookback We recommend another test on a
for HIV-1 and/or HCV, sample from the donor.?

as appropriate,

/

Reactive Non-Reactive
QUARANTINE AND DESTROY QUARANTINE AND DESTROY
OR RELABEL UNIT. OR RELABEL UNIT.
DEFER' AND NOTIFY DONOR. DEFER' AND NOTIFY DONOR.’
We recommend lookback We recommend quarantine/
for HIV-1 and/or HCV, retrieval of prior collections.*

as appropriate.

' The donor may be eligible for reentry (See Figures 7 and 8).

2If you test a new sample from the original donation, you may use the original NAT or
Discriminatory NAT(s) or an Additional NAT. Alternatively, you may test the same sample as in the
previous NAT tests (e.g., using an Additional NAT).

* You may explain to the donor that the test result, while initially Reactive, is not conclusive. There is
s stight risk ihat the initial test result was a Positive result that cannot be excluded without fellow-up
testing of the donor.

“We do not recommend that you notify transfusion recipients.
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FIGURE 2. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR AN INDIVIDUAL DONOR SAMPLE THAT IS
REACTIVE ON AN INDIVIDUAL NAT AFTER A NEGATIVE ANTIBODY
SCREENING TEST

Individual Donor Sample Reactive on HIV-1 NAT and/or HCV NAT

|

QUARANTINE AND DESTROY OR RELABEL UNIT.
DEFER DONOR!
NOTIFY DONOR.

We recommend lookback for HIV-1 and/or HCV, as appropriate.

!The donor may be eligible for reentry (See Figures 7 and 8.
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FIGURE 3. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR A MASTER POOL THAT IS REACTIVE ON A
MULTIPLEX NAT: RESOLUTION BY TESTING INDIVIDUAL DONOR
SAMPLES

Master Pool Reactive on a Multiplex HIV-1/HCV NAT

Y
TEST INDIVIDUAL DONOR SAMPLES
USING SAME MULTIPLEX NAT METHOD'

v
Reactive Nomn-Reactive
Donor Sample(s) Donor Samples
RELEASE?

PERFORM THE STEPS INIFIGURE 1 For TESTING,
PRODUCT DISPOSITION, AND DONOR MANAGEMENT

!In some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in the NAT on Master Pool.

? Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are
otherwise suitable for release.
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FIGURE 4. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR A MASTER POOL THAT IS REACTIVE ON AN
INDIVIDUAL NAT: RESOLUTION BY TESTING INDIVIDUAL DONOR
SAMPLES ’

Master Pool Reactive on HIV-1 NAT and/or HCV NAT

!

TEST INDIVIDUAL DONOR SAMPLES
USING SAME NAT METHOD'

Reactive Non-Reactive
Donor Sample(s) Donor Samples

l

RELEASE?

PERFORM THE STEPS INF IGURE 2 For TESTING,
PRODUCT DISPOSITION, AND DONOR MANAGEMENT

!In some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in the NAT on Master Pool.

2 Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are
otherwise saitable for release.
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FIGURE 5. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR A MASTER POOL THAT IS REACTIVE ON A
MULTIPLEX NAT: RESOLUTION BY TESTING SUBPOOLS

Master Pool Reactive on a Multiplex HIV-1/HCV NAT

!

TEST SUBPOOLS"
USING SAME MULTIPLEX NAT METHOD?

~

Reactive Non-Reactive
Subpool(s) Subpools
RELEASE?
ALL UNITS

TEST INDIVIDUAL DONOR SAMPLES
USING SAME MULTIPLEX NAT METHOD *

N

Reactive Non-Reactive
Donor Sample(s) Donor Samples

N

RELEASE?

PERFORM THE STEPS INFFIGURE 1 For TESTING,
PRODUCT DISPOSITION, AND DONOR MANAGEMENT

! Can be several layers of deconstruction using original or freshly pooled Subpools.

?In some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in the NAT on Master Pool.

* Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are
otherwise suitable for release.
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FIGURE 6. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR A MASTER POOL THAT IS REACTIVE ON AN
INDIVIDUAL NAT: RESOLUTION BY TESTING SUBPOOLS

Master Pool Reactive on T—l NAT and/or HCV NAT

TEST SUBPOOLS"
USING SAME NAT METHOD*
Reactive Non-Reactive
Subpool(s) Subpools
l RELEASE?
TEST INDIVIDUAL DONOR SAMPLES | ALL UNITS
USING SAME NAT METHOD 2
Reactive Non-Reactive

Donor Sample(sy  Donor Samples

\

RELEASE?

rErForRM THE STEPS INFIGURE 2 For TESTING,
PRODUCT DISPOSITION, AND DONOR MANAGEMENT

! Can be several layers of deconstruction using original or freshly pooled Subpools.

*In some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in the NAT on Master Pool.

? Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are
otherwise suitable for release.
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FIGURE 7. REENTRY FOR DONORS DEFERRED BECAUSE OF HIV-1 TEST
RESULTS

NAT Reactive'/ NAT Non-Reactive or Not Done/ NAT Non-Reactive/
Additional NAT® Non-Reactive))  Anti-HIV-1/2 EIA RR, Anti-HIV-1/2 EIA Negative/
Anti-HIV-1/2 EIA Negative/ HIV-1 Western Blof or IFA HIV-1p24 EIA RR,

HIV-1 p24 EIA® Negative Indeterminate or Negative® Neut. Test Positive or Indeter.
or Not Done/ (Non-Nentralized or Invalid)

HIV-1 p24 EIA® Negative

PP
v

Ve -
AFTER 8 WEEKS’,
TEST FOLLOW-UP SAMPLE USING
HIV-1 NAT® AND ANyéﬂlv-lfz ElA®

NAT Reactive / NAT Reactive / NAT Non-Reactive / NAT Non-Reactive /
Anti-HIV-12EIARR  Anti-HIV-1/2 EIA Neg. Anti-HIV-1/2 EIA RR\ Anti-HIV-1/2 EIA Neg.

—_—

o

DEFER DONOR | | DEFER DONOR | DEFER DONOR | REENTER DONOR |\
PERMANENTLY| | PERMANENTLY | AND CONTINUE | (Donor Eligible for = | '
FOLLOW-UP® | |Future Donation,

Perided Donor Meets
Eljgibility Criteria)
~ ;L

= —

' HIV-1 Discriminatory NAT may be Positive or Negative; however, if Negative and if HCV Discriminatory NAT
is Positive, use HCV Reeniry Algorithm only (See Figure 8}.

? An Additional NAT that has been validated for use with individual dongr. samples,

3May not have been performed, depending upon conditions of specific NAT approval.

* If a second, different, licensed HIV-2 EIA was Negative or, if Repeatedly Reactive, an investigational HIV-2
Supplemental Test was not Posifive.

S HIV-1 NAT andfor anti-HEV-1/2 EIA, if performed prior to 8 weeks, must be Negative.

S If the original donor sample was Non-Discriminated using Discriminatory NAT for HIV-1 and HCV or was
Positive on both of the Discriminatory NAT tests, test a follow-up sample using HCV NAT and Anti-HCV EIA
also, as in HCV Reentry Algorithm (See Figure 8).

7 Using the same NAT (i.e., the Discriminatory NAT for HIV-1) or a NAT labeled as sensitive for HIV-1 Gronp
O and HTV-1 Group M variants,

® #f the original donor sample was Repeatedly Reactive on the anti-HIV-1/2 EIA, we recommend that you use
that same EJA to test this follow-up sample. If the original donor sample was Negative on the anti-HIV-1/2 EJA,
we recommend that yon use an Aliernate EIA that is labeled as sensitive for HIV-1 Group O.

# At your option yon may further test the donor’s sample using HIV-1 Western Blot. If Western Blot is
Negative, or if 2n Indeterminate blot pattern has not progressed, you may reconsider the donor for reentry by
additional follow-up testing after a second waiting period of 8 weeks. If Western Blot is Positive, defer the donor
permanently.
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FIGURE 8. REENTRY FOR DONORS DEFERRED BECAUSE OF HCV TEST
RESULTS

NAT Reactive'/ NAT Non-Reactive or Not Done/
(Additional NAT? Non-Reactive)/ Anti-HCV EJIA RR,
Anti-HCV EIA Negative RIBA Indeterminate or Negative
\ or Not Done
AFTER 6 MONTHS?,

TEST FOLLOW-UP SAMPLE USING
HCV NAT* AND ANTI-HCV EIA

l

NAT Reactive / NAT Reactive / NAT Non-Reactive / NAT Neon-Reactive /
Anti-HCV EIA RR Anti-HCV EIA Neg. Anti-HCV EJA RR Anti-HCV EIA Neg.

DEFER DONOR DEFER DONOR | DEFER DONOR | REENTER DONOR
PERMANENTLY | |[PERMANENTLY| AND CONTINUE {(Donor Eligible for
FOLLOW-UP® Future Donation,

Provided Donor Meets
Eligibility Criteria)

' HCV Discriminatory NAT may be Positive or Negative; however, if Negative and if HIV-1
Discriminatory NAT is Positive, use HIV-1 Reentry Algorithm only (See Figure 7).

? An Additional NAT that has been validated for use with individual donor samples.

*HCV NAT and/or anti-HCV EIA, if performed prior to 6 months, must be Negative.

*If the original donor sample was Non-Discriminated using Discriminatory NAT for HIV-1 and
HCYV or was Positive on both of the Discriminatory NAT tests, test a follow-up sample using HIV-1
NAT and Anti-HIV-1/2 EIA also, as in HIV-1 Reentry Algorithm (See Figure 7).

5 At your option you may further test the donor’s sample using HCV RIBA. If RIBA is Negative, you

may reconsider the donor for reentry by additional follow-up testing after a second waiting period of
6 months, If RIBA is Positive or Indeterminate, defer the donor permanently.
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TESTING, PRODUCT DISPOSITION, AND DONOR

MANAGEMENT FOR AN INDIVIDUAIL DONOR SAMPLE THAT IS
REACTIVE ON A MULTIPLEX NAT AFTER A NEGATIVE ANTIBODY

SCREENING TEST
If: Then: After that Then: After that | Then:
Test the sample | Reactive for Quarantine
Individual using HIV-1 and/or | and destroy or
Donor Discriminatory | HCV relabel unit;
Sample NAT(s) defer' and
Reactive on notify donor;
a Multiplex we recommend
HIV-I/HCV lookback for
NAT HIV-1 and/or
HCV as
appropriate
Quarantine
and destroy or
relabfl unit;
Non-Reactive deft.:r and
for both HIV- | Retify donor; 4
Wwe recomimen
1 and HCV lookback for
HIV-1 and/or
HCV as
appropriate
Quarantine and
destroy or relabel
unit; defer' and
Another test | notify donor; we
OR: is Reactive | recommend
lookback for HIV-1
We recomniend and/or }!CV as
another test” on appropriate
?hsea:;:)l:ll:r_fmm Quarantine and
Another destroy or relabel
test is Non- | ypit; defer’ and
Reactive notify donor’; We

recommend
quarantine/
retrieval of prior
collections®

Y

Tie donor may be eligible for reentry (See Figures 7 and 8).

? If you test a new sample from the original donation, you may use the origival NAT or Discriminatory NAT(s) or an
Additional NAT, Alternatively, you may test the same sample as in the previons NAT tests (e.g., using an Additional NAT).
*You may explain to the donor that the test result, while initially Reactive, is not conclusive, There is a slight risk that the
initial test resnlt was a Positive result that cannot be excluded without follow-up testing of the donor,

*We do pot recommend that you notify transfusion recipients.
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TABLE 2. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR AN INDIVIDUAL DONOR SAMPLE THAT IS
REACTIVE ON AN INDIVIDUAL NAT AFTER A NEGATIVE ANTIBODY
SCREENING TEST

If: Then:
Individual Dornor Sémple Quarantine the unit
Reactive on HIV-1 NAT and/or
HCV NAT
Destroy or relabel the unit
Defer the donor'
Notify the donor

We recommend lookback for HIV-1 and/or HCV, as
appropriate

! The donor may be eligible for reentry (See Figures 7 and 8).
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TABLE 3. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR A - MASTER POOL THAT IS REACTIVE ON A
MULTIPLEX NAT: RESOLUTION BY TESTING INDIVIDUAL DONOR
SAMPLES

If: Then: After that if: Then:
Master Pool Reactive on a | Test the individual Reactive donor Perform the steps in
Multiplex HIV-1/HCV donor samples using | sample(s) Table 1 for Testing,
NAT same Multiplex NAT Product Disposition,
method' and Donor
Management

Non-Reactive donor | Release’
samples

!In some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in NAT on Master Pool.

*Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are
otherwise suitable for release.
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TABLE 4. TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR A MASTER POOL THAT IS REACTIVE ON AN
INDIVIDUAL NAT: RESOLUTION BY TESTING INDIVIDUAL DONOR
SAMPLES

If: Then: After that if: Then:

Master Pool Test the individual | Reactive donor Perform the steps in Table 2
Reactive on HIV-1 | donor samples using | sample(s) for Testing, Product

NAT and/or HCV | same NAT method' Disposition, and Donor
NAT Management

Non-Reactive

Release’
doner samples

'Yn some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in NAT on Master Pool.

*Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are
otherwise suitable for release.
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TESTING, PRODUCT DISPOSITION, AND DONOR

MULTIPLEX NAT: RESOLUTION BY TESTING SUBPOOLS

If: Then: After that if: Then: After that if: | Then:
Master Pool | Test Reactive subpool(s) | Test the Reactive donor | Perform the
Reactive on a | subpools’ individual sample(s) steps in Table 1
Multiplex using same donor for Testing,
HIV-1/HCV | Multiplex samples Product
NAT NAT using same Disposition, and
method? Multiplex Donor
NAT Management
method’ :
Non-Reactive 5
Donor samples Release
Non-Reactive
bpool
subpool(s) Release all
units®

I Can be several layers of deconstruction uéing original or freshly pooled Subpools.

?Yn some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in the NAT on Master Pool.

3 Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are
otherwise suitable for release.
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TESTING, PRODUCT DISPOSITION, AND DONOR
MANAGEMENT FOR A MASTER POOL THAT IS REACTIVE ON AN
INDIVIDUAL NAT: RESOLUTION BY TESTING SUBPOOLS

donor samples

If: Then: After that if: | Then: After that if: | Then:
Master Test subpools’ | Reactive Test the Reactive donor | Perform the steps
Pool "using same Subpool(s) individual sample(s) in Table 2 for
Reactive NAT method’ donor samples Testing, Product
on HIV-1 using same Disposition, and
NAT NAT Method? Donor

| and/or Management
HCV NAT

Non-Reactive | Release’

Non-Reactive
Subpools

Release all
waits®

! Can be several layers of deconstruction using original or freshly pooled Subpools.

% In some cases a different sample preparation procedure may be used per manufacturer’s
instructions. However, primers and probes should be same as those used in the NAT on Master Pool.

! Units may be released only if serologic tests for HIV-1 and HCV are Negative and the units are

otherwise suitable for release.
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TABLE 7. REENTRY FOR DONORS DEFERRED BECAUSE OF HIV-1 TEST
RESULTS
I Then: After that if} Then:
NAT Reactive' / NAT Reactive/ Defer donor
(Additional NAT® Non- Anti-HIV-1/2 EIA RR permanently
Reactive)/
Anti-HIV-1/2 EIA Negative/
HIV-1 p24 EIA® Negative

NAT Reactive/ Defer donor
OR After 8 weeks® Anti-HIV-1/2 EIA Negative | permanently

. test follow-up

NAT Non-Reactive or Not sample using
Done/ HIV-1 NAT*
Anti-HIV-1/2 EIA RR, HIV-1 | o 5 40 HTV- NAT Non-Reactive/ Defer donor and
WB or IFA Indeterminate or | 1/2 gyA® Anti-HIV-1/2 EIA RR continue follow-
Negative® or Not Done/ up’
HIV-1.p24 EIA® Negative
OR NAT Non-Reactive/ .

Anti-HIV-1/2 Negative REENTER
NAT Non-Reactive/ DONOR
Anti-HIV-1/2 E1IA Negative/ (Donor eligible
HIV-1p24 EIA RR, Neut.Test for future
Positive or Indeterminate donation,
(Non-Neutralized or Invalid) provided donor

meets eligibility
criferia)

'HIV-1 Discriminatory NAT mﬁy be Positive or Negative; however, if Negative and if HCV

Discriminatory NAT is Positive, use HCV Reentry Algorithm only (See Table 8).

2An Additional NAT that has been validated for nse with individual donations.
* May not have been performed, depending upon conditions of specific NAT approval.

*If a second, different, licensed HIV-2 EIA was Negative or, if Repeatedly Reactive, an investigational
HIV-2 Supplemental Test was not Positive.
SHIV-1 NAT and/or anti-HEV-1/2 EIA, if performed prior to 8 weeks, must be Negative.

°If the original donor sample was Non-Discriminated using Discriminatory NAT for HIV-1 and HCVY
or was Positive on both of the Discriminatory NAT tests, test a follow-up sample using HCV NAT
and Anti-HCV EIA also, as in HCV Reentry Algorithm (See Table 8).
"Using the same NAT (i.c., the Discriminatory NAT for HIV-1) or 2 NAT labeled as sensitive for
HIV-1 Group O and HIV-1 Group M variants. .
®If the original donor sample was Repeatedly Reactive on the anti-HIV-1/2 EIA, we recommend that
you use that same EIA to test this follow-up sample. If the original donor sample was Negative on
the anti-HIV-1/2 EIA, we recommend that you use an Alternate EIA that is labeled as sensitive for

HIV-1 Group O,

At your option you may further test the donor’s sample using HIV-1 Western Blot. If Western Blot

is Negative, or if an Indetermina

te blot pattern has not progressed, you may reconsider the denor for

reentry by additional follow-up testing after a second waiting period of 8 weeks. If Western Blot js
Positive, defer the donor permanently.
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TABLES8. REENTRY FOR DONORS DEFERRED BECAUSE OF HCV TEST
RESULTS

If: Then: After that if: Then:
NAT Reactive/ NAT Reactive/ Defer donor
(Additional NAT? Non- Anti-HCV EIA RR permanently
Reactive)/
Anti-HCV EIA Negative After 6 months’
test follow-up NAT Reactive/ Defer donor
OR sample using HCV | Anti-HCYV EIA Negative | permanently
NAT* and Anti-
NAT Non-Reactive or Not HCV EIA
Done/
Anti-HCV EIA RR, NAT Non-Reactive/ Defer doner
RIBA Indeterminate or Anti-IHCV EIA RR and
Negative or Not Done continue
follow-up®
NAT Non Reactive/ REENTER
Anti-HCV EIA Negative | DONOR
(Donor
eligible for
future
donations,
provided
donor meets
eligibility
criteria)

! HCV Discriminatory NAT may be Positive or Negative; however, if Negative and if HIV-1
Discriminatory NAT is Positive, use HIV-1 Reentry Algorithm only (See Table 7).

* An Additional NAT that has been validated for use with individual donations.

*HCV NAT and/or anti-HCV EIA, if performed prior to 6 months, must be Negative.

4 If the original donor sample was Non-Discriminated using Discriminatory NAT for HIV-1 and
HCY or was Positive on both of the Discriminatory NAT tests, test a follow-up sample using HIV-1
NAT and Anti-HIV-1/2 EIA also, as in HIV-1 Reentry Algorithm (See Table 7).

® At your option you may further test the donor’s sample using HCV RIBA. If RIBA is Negative, you

may reconsider the donor for reentry by additional follow-up testing after a second waiting period of
6 months. If RIBA is Positive or Indeterminate, defer the donor permanently.
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