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Introductory Comments

The aggregate results from a mailed questionnaire survey conducted by the Model Performance
Evaluation Program (MPEP) in May 2001 of laboratories in the United States performing T-lymphocyte
immunophenotyping (TLI) are presented in the following figures and tables. Of the 300 laboratories
receiving this survey (four enrolled laboratories chose not to receive the survey), 246 (82.0%) reported
results. The "N" numbers appearing in each figure or table reflect the total number of laboratories
responding to the specific question. For multiple response questions, the total number of responses
may exceed the actual number of laboratories responding to that specific question.

The map located on page 2 reflects the enrollment in the MPEP TLI program at the time this survey was
mailed, and may not reflect the current enrollment in this program.

The primary classification of all the laboratories in the MPEP TLI program at the time the survey was
mailed is shown in the top figure on page 4. The primary classification of only those laboratories
responding to the survey is shown in the bottom figure on the same page. The further classifications of
the responding laboratories are shown in the responses for questions 5(a)-5(e).

Please note that wording for questions 6 and 7, regarding the education and certification requirements
of the laboratory director and supervisor, reflect current regulatory requirements related to the Clinical
Laboratory Improvement Amendments of 1988 (CLIA ‘88), as published in CFR 42, Part 493.

The term "single-platform method" was defined to be those methods for obtaining absolute CD4"

T-cell counts using a single-instrument, for example, FACSCount or Imagn 2000, or laboratory test, for
example, TRAx CD4 or Manual CD4 Count kit. The term "multi-platform method" was defined to be
those methods that derive absolute CD4" T-cell counts by using the percent CD4" T-cells obtained from
a flow cytometer in combination with the absolute lymphocyte count obtained from a hematology
instrument.

Responses to question 8 reflect the amount of experience necessary to perform either single-platform
or multi-platform methods.

Question 27 requested information regarding the monoclonal antibody manufacturer associated with
reagents for each of the cell marker combinations routinely used for performing TLI. The first two pages
of results for this question, pages 37-38, show the reagents used for single-color, two-color, three-color,
and four-color tests. A summary of monoclonal antibody reagents used by participant laboratories is
shown on page 39. Pages 40 through 43 show the monoclonal antibody reagent panels used by the
participant laboratories.

Question 44 requested information regarding the price charged for TLI performed by single-platform or
multi-platform methods.

Responses to Question 45 reflect the external proficiency testing programs in which participant
laboratories are enrolled.

Questions 46 and 47 requested information regarding the surrogate-marker tests and the other tests for
HIV infection which are performed by participant laboratories.

CDC Model Performance Evaluation Program
May 2001 Survey



2

Oregon

2

43
California
L LY

(44

Hawaii

Nevada

Number of MPEP TLI Laboratories
In the United States and Territories

1 New Hampshire

0 Vermont

y 2 0 4
ontana N. Dakota Minnesota

‘\ 7 Massachusetts
29 A)
‘

/’

1 Rhode Island
3 Connecticut

0
0 S. Dakota 18 New Jersey
Wyoming 0 Delaware
2 11 Maryland
Nebraska 7 Dist. Columbia
3
Colorado 0
Kansas
2
4 2 Oklahoma
Arizona New Mexico

[ 1o
114
[ 5-10

24
jFL

I:l Puerto Rico 5

N = 304



4. In the last year, has your laboratory performed TLI for HIV-infected
patient s?

Yes

No

Do not know |1

N=244
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5.(a) If the laboratory type show n on your mail ing label (located on page one) i s
BLOO D BANK, please further describe your TLI testing laboratory (Check
all that ap ply w ithin your B lood Bank labo ratory clas sification .):

Community

Blood/Plasma center

Regional

Non-U.S. Red Cross

Privately owned

Hospital blood bank
P N=3
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5.(b) If the laboratory type show n on your mail ing label (located on page one) i s
HOSPITAL, please further describe your TLI testing laboratory (Check all
that ap ply w ithin your H osp ital labora tory class ification.):

Non-Profit

University

Privately owned
Community
Regional
Religious-associated
City

County

Veterans Affairs
State

Other

Military (Federal)
District

Federal Govt (non-military)

HMO/PPO owned & operated N=156
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5.(c) Ifthelaboratorytype s hown onyour mailing label (located on page one)is
HEALTH DEPARTMENT, please further describe your TLI testing labo ratory
(Check all that apply w ithin your Health D epartm ent laborato ry
class ification.):

State

County

City

National
Reference Lab
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5.(d) Ifthelaboratory type s hown on your mailing label (located on page one) is

INDEPENDENT, please further describe your TLI testing laboratory (Check
all that ap ply w ithin your In dep endent lab orato ry classificatio n.):

Reference laboratory

Other

Commercial

Commercial manufacturer
of reagents

Physician office

Pharmaceutical

N=39
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12.(c) When your laboratory tests TLI specimens that are collected off-site, where
are the specimens collected? (Check all that apply.)

Hospital 160

Private physician office

Outpatient health clinic

HIV-1 Counseling
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12.(d) How are the off-site TLI specimens delivered to your laboratory? (Check
all that apply.)

Courier 188

Express mail delivery

Pick up by
laboratory personnel

Delivered by
health care personnel

45

Inter-office mail @5

Delivered by patient i3

Regular U.S. mail §2 N=214
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12.(e) At what temperature are TLI specimens transported to your laboratory?
(Check all that apply.)

Room Temperature 212

2-10 °C 10

Do not know }1

N=214
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18. When did your laboratory begin performing TLI? (Please indicate month
and year only for those methods currently in use in your laboratory.)

Frequency of Laboratories Responding
50 4 N=209

1979- 1981- 1983- 1985- 1987- 1989- 1991- 1993- 1995- 1997- 1999- 2001
1980 1982 1984 1986 1988 1990 1992 1994 1996 1998 2000

Multi-Platform Methods
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19. Does your laboratory perform TLI using a flow cytometry instrument?

Yes
243 (99.2%)

2 (0.8%)

N=245

20.(a) How many flow cytometer operators actually performed TLI in your
laboratory over the last 12 months?

Frequency of Laboratories Responding
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20.(b) Do any of your laboratory's flow cytometer operators routinely perform TLI
on more than one flow cytometer?

No
176 (73.0%)

Yes
65 (27.0%)

N=241

20.(c) Have your flow cytometer operators received training on each of the
instruments that they are required to operate?

Yes
235 (100 %)

N=235
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22. Can multicolor analysis techniques (two or more markers tagged with
different color fluorochromes as a single test) be used to perform TLI on
any of the flow cytometry instruments you indicated?

Yes
240 (99.2%)

No
2 (0.8 %)

N=242

23. On average, how many hours is a specimen stored at your laboratory
before it is stained for TLI? (If the specimen is processed immediately
upon receipt, please indicate 0 hours, otherwise, round off to the nearest
whole number.)

Frequency of Laboratories Responding

140 4 N=232
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