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Centers for Disease Control and Prevention (CDC) - Model Performance Evaluation Program
for T-Lymphocyte Immunophenotyping (TLI)

Donor Identification for April 2002 TLI Shipment Specimens

Panel Participant Laboratory CDC Donor Donor Information
Letter Vial Label Number (HIV-1? status)
A Al, AS 04 HIV-1 Antibody-Positive
A2 03 HIV-1 Antibody-Negative
A3 01 HIV-1 Antibody-Positive
A4 02 HIV-1 Antibody-Negative
B Bl 03 HIV-1 Antibody-Negative
B2, B4 05 HIV-1 Antibody-Positive
B3 01 HIV-1 Antibody-Positive
B5 02 HIV-1 Antibody-Negative
C C1 08 HIV-1 Antibody-Positive
C2,C5 07 HIV-1 Antibody-Positive
C3 10 HIV-1 Antibody-Negative
C4 06 HIV-1 Antibody-Negative
D D1 06 HIV-1 Antibody-Negative
D2 10 HIV-1 Antibody-Negative
D3, D4 09 HIV-1 Antibody-Positive
D5 08 HIV-1 Antibody-Positive

*Human immunodeficiency virus type 1
CDC Model Performance Evaluation Program
T-Lymphocyte Immunophenotyping



Figure 1. Primary classification of laboratories participating in the April 2002 shipment.
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Figure 2. Methods used to prepare specimens for T-lymphocyte immunophenotyping, reported
by participant laboratories to CDC for the April 2002 shipment.
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Figure 3. Methods used to fix specimens for T-lymphocyte immunophenotyping, reported
by participant laboratories to CDC for the April 2002 shipment.
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Figure 4. Types of flow cytometers used for T-lymphocyte immunophenotyping, reported
by participant laboratories to CDC for the April 2002 shipment.
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Figure 5. Hematology instruments, by manufacturer, used for T-lymphocyte immunophenotyping,
reported by participant laboratories to CDC for the April 2002 shipment.
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Explanation of Results Table

In the following results table, please note the following terms:

Cell Marker

Percentage Results

Absolute Counts

Hematology Results

The cell surface marker of interest. All results for this surface marker are
shown regardless of the monoclonal antibody combination used for their
determination:

CD45 - results from 2-color CD45/CD14
CD14 - results from 2-color CD45/CD14
CD4 - combined results from 2-color CD3/CD4;

3-color CD45/CD3/CD4, CD3/CD4/CDS,;
and 4-color CD45/CD3/CD4/CD8

CDS - combined results from 2-color CD3/CDS;
3-color CD45/CD3/CD8, CD3/CD4/CDS,;
and 4-color CD45/CD3/CD4/CD8

CD19 - combined results from 2-color CD3/CD19;
3-color CD45/CD3/CD19, CD3/CD19/CD56, CD3/CD19/CD16,
CD3/CD19/CD56+16; and 4-color CD45/CD3/CD19/CD56,
CD45/CD3/CD19/CD56+16

CD56+16 -  combined results from 2-color CD3/CD56+16;
3-color CD45/CD3/CD56+16, CD3/CD19/CD56+16; and
4-color CD45/CD3/CD19/CD56+16

CD3 average combined results from 2-color CD3 average; 3-color CD3
average; and 4-color CD3 average

CD56 - results from 2-color CD3/CD356; 3-color CD45/CD14/CD56,
CD3/CD19/CD56; and 4-color CD45/CD3/CD19/CD56
CD16 - results from 2-color CD3/CD16 and 3-color CD3/CD19/CD16

The 95% confidence ranges are shown along with the number of reported
results within, above, and below the established confidence range (see
accompanying written analysis for the method of establishing the confidence
range). Note: Due to a limited number of reported results for CD56 and CD16,
no 95% confidence range was established for these markers. The ranges shown
are the maximum and minimum values reported for these cell markers.

The results within, above, and below the 95% confidence ranges for the
specified cell-marker specific absolute count derived either by multi-platform
(flow cytometer/hematology analyzer) or single-platform (single instrument or
alternate technique) methods.

The 95% confidence ranges, the number of results within, above, and below the
confidence ranges are listed for the following hematology parameters: white
blood cell count (WBC), percent lymphocytes, absolute lymphocyte count.

CDC Model Performance Evaluation Program
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Participant Laboratory Results for the April 2002 Shipment

Donor Number 1 - Donor Status: HIV-antibody Positive

Hematology Results

Hematology
Parameter

Range

WBC

% Lymphs

Percentage Absolute
Cell Results Counts
Marker Range No. Range No.
CD45
CD14
CD4
> 51 9 > 476 6
CD8
< 39 < 159 4
CD19
CD56+16
CD3 Average

CD16

Absolute Lymphs

Legend:

95% Confidence limits highlighted

"No." represents number of laboratories

reporting in these ranges.

No confidence limits established for
CD56 and CD16 - maximum and
minimum values reported

Donor Number 2 - Donor Status: HIV-antibody Negative

Hematology Results

Hematology
Parameter Range No.
> 6,010 1
WBC
< 4912 4
% Lymphs

Percentage Absolute
Cell Results Counts
Marker Range No. Range No.
CD45
CD14
> 1,229 5
CD4
> > 666
CD8
CD19
CD56+16
CD3 Average

CD56
CD16

Absolute Lymphs

> 2,614

< 1,743

CDC Model Performance Evaluation Program
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Participant Laboratory Results for the April 2002 Shipment
Donor Number 3 - Donor Status: HIV-antibody Negative

Percentage Absolute
Cell Results Counts
Marker Range No. Range No.
Hematology Results
CD45
< 05 2 Hematology
Parameter Range No.
CD14
WBC
CD4
< 44 3 < 1,128] 1 % Lymphs
> 37 2 > 1,286 7
CD8
< 32 5 < 797 2 Absolute Lymphs
CD19
Legend:
95% Confidence limits highlighted
CD56+16 "No." represents number of laboratories
reporting in these ranges.
No confidence limits established for
CD3 Average CD56 and CD16 - maximum and
minimum values reported
CD16

Donor Number 4 - Donor Status: HIV-antibody Positive

Percentage Absolute
Cell Results Counts
Marker Range No. Range No.
Hematology Results
CD45
Hematology
Parameter
CD14
WBC
> 968 5
CD4
% Lymphs
> 707 6
CD8
Absolute Lymphs
< 1469 2
CD19
CD56+16
CD3 Average |[:700 g b dps
g s 5 s
CD16 3 - 6 4

CDC Model Performance Evaluation Program
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Participant Laboratory Results for the April 2002 Shipment

Donor Number 5 - Donor Status: HIV-antibody Positive

Cell
Marker

Percentage
Results

Absolute
Counts

Range

Range

No.

CD45

CD14

Hematology Results

CD4

CD8

Hematology
Parameter Range No.
> 6,695 1
WBC
% Lymphs

CD19

CD56+16

CD3 Average

CD56
CD16

Absolute Lymphs

Legend:

95% Confidence limits highlighted

"No." represents number of laboratories

reporting in these ranges.

No confidence limits established for
CD56 and CD16 - maximum and
minimum values reported

Donor Number 6 - Donor Status: HIV-antibody Negative

Cell
Marker

Percentage
Results

Absolute
Counts

Range

Range

No.

CD45

CD14

Hematology Results

CD4

CD8

Hematology
Parameter Range No.
> 10,719 O
WBC
< 5,581 2
% Lymphs

CD19

CD56+16

CD3 Average

CD56
CD16

Absolute Lymphs

\

3,461

A

1,075

CDC Model Performance Evaluation Program
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Participant Laboratory Results for the April 2002 Shipment
HIV-antibody Positive

Donor Number 7 - Donor Status:

Hematology Results

Hematology
Parameter Range No.
> 3,906 1
WBC
% Lymphs

Percentage Absolute
Cell Results Counts
Marker Range No. Range No.
CD45
< 95 0
> 3 3
CD14
< 0 0
> 54 11 > 897 6
CD4
< 43 0 < 574 4
> 29 2 > 500 1
CD8
< 24 < 311 5
CD19
CD56+16
CD3 Average
CD56 2 - 100 | 42
CD16 3 -9 8

Donor Number 8 - Donor Status:

Absolute Lymphs

Legend:

95% Confidence limits highlighted

"No." represents number of laboratories

reporting in these ranges.

No confidence limits established for
CD56 and CD16 - maximum and
minimum values reported

HIV-antibody Positive

Cell
Marker

Percentage
Results

Absolute
Counts

Range

Range

No.

CD45

CD14

Hematology Results

CD4

CD8

Hematology
Parameter Range No.
> 4902 2
WBC
% Lymphs

CD19

CD56+16

CD3 Average

CD56
CD16

Absolute Lymphs

CDC Model Performance Evaluation Program
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Participant Laboratory Results for the April 2002 Shipment

Donor Number 9 - Donor Status: HIV-antibody Positive

Percentage Absolute
Cell Results Counts
Marker Range No. Range No.
Hematology Results
CD45
< 92 0 Hematology
> 3 3 Parameter Range No.
CD14 > 5721 3
WBC
CD4
% Lymphs
CD8
< 47 2 < 592 1 Absolute Lymphs
CD19
Legend:
95% Confidence limits highlighted
CD56+16 "No." represents number of laboratories
reporting in these ranges.
No confidence limits established for
CD3 Average CD56 and CD16 - maximum and
minimum values reported
CD56
CD16

Donor Number 10 - Donor Status: HIV-antibody Negative

Percentage Absolute
Cell Results Counts
Marker Range No. Range No.
Hematology Results
CD45
< 95 2 Hematology
Parameter Range No.
CD14 > 11,16 3
WBC
CD4
< 52 3 < 948 0 % Lymphs
> 21 3 > 691 8
CD8
< 17 3 < 327 1 Absolute Lymphs
CD19
CD56+16
CD3 Average
CD16 3 - 5 4 CDC Model Performance Evaluation Program
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