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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.
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4. In the last y ear, has y our l aborat ory  perf ormed TLI for  HIV-inf ected  
patient s?
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Primary  Classif icat ion of MPEP TLI Testing Laborat ories
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5.(a) If the la boratory  type show n on your mail ing la bel (l ocated on page one) i s 
BLOO D BANK, please fur ther  descri be your TLI test ing la boratory  (Check 
all  that ap ply w ithin your B lood  Ban k labo ratory clas sification .):

5.(b) If the la boratory  type show n on your mail ing la bel (l ocated on page one) i s 
HOSPITAL, please fur ther  descri be your TLI test ing la boratory  (Check all  
that ap ply w ithin your H osp ital labora tory class ification.):
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5.(c) If the la bo rato ry type s ho wn o n you r m ailing  labe l (loca ted  on  pag e on e) is
HEALTH DE PARTME NT, please fur ther  descri be your TLI testing labo ratory
(Check all  that apply w ithin your Health D epartm ent laborato ry
class ification.):

5.(d) If the la bo rato ry type s ho wn o n you r m ailing  labe l (loca ted  on  pag e on e) is
INDEPENDENT, please fur ther  descri be your TLI test ing la boratory  (Check
all  that ap ply w ithin your In dep end ent lab orato ry classificatio n.):





18       CDC M odel Performance Evaluation Program

 May 2001 TLI Survey

12.(c) When your laboratory tests TLI specimens that are collected off-site, where

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

all that apply.)

12.(e) At what temperature are TLI specimens transported to your laboratory? 

(Check all that apply.)
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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.)
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19. Does your laboratory perform TLI using a flow cytometry instrument?

20.(a) How many flow cytometer operators actually performed TLI in your

laboratory over the last 12 months?
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20.(b) Do any of your laboratory's flow cytometer operators routinely perform TLI

on more than one flow cytometer?

20.(c) Have your flow cytometer operators received training on each of the

instruments that they are required to operate?
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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?

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.)


