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1.(a) Please indicate the primary classification of your facility/testing site. (Check one

primary classification.)

Primary Type of U.S. Testing Site

Hospital 83 (72%)
Health Dept 16 (14%)
Independent 5 (4%)
Physician office 4 (3%)
STD clinic 2 (2%)
Community based
organization 2(2%)
HMO || 1 (1%)
Family planning center | 1 (1%)
Drug treatment center || 1 (1%)
(N=116)
Other {1 (1%)
10 20 30 40 50 60 70 80 90 100
Number of Testing Sites
Primary Type of Non-U.S. Testing Site
HIV Counseling . _
and Testing Site 2 (9%) (N=23)
0 1 2 3 4 5 6 7 8 9

Number of Testing Sites



Combinations of Secondary Hospital Testing Sites

40

Central Lab Only - 3

Central Lab and 1 or more 18

(Admissions, Blood Bank,
ER, Ward, Labor/Delivery) - 5

I:I U.S. Testing
Sites, n=65

Non-U.S. Testing
Sites, n=9

Blood Bank Only |3

3
Other 1

Labor/Delivery Only :I 1

(N=74)

0 5 10 15 20 25 30 35 40 45
Number of Laboratories

1.(b) Who PRIMARILY funds your testing site? (Check only ONE BEST answer)

Private, non-profit | 46 (40%)
3 (11%)™*
. | 26 (23%)
County, City or other gov't 6 (22%)
Private, f fit 13 (11%)
rivate, for profi 2 (7%)
I:I U.S. Testing
12 (10%) Sites, n=115
State funded
Non-U.S. Testing
Sites, n=27
Federal, other than CDC .
Percentages based on
# of U.S. facilities
5 (4%) ** Percentages based on
CDC funded e 4o # of Non-U.S. facilities
5 (4%)
Other 8 (300/0) (N=142)
0 10 20 30 40 50

Number of Testing Sites




Number of Responses

2.(a) Does your facility currently perform HIV rapid testing?

Number of Facilities (%)
Response (n=150)
Yes 130 (87%)
No 20 (13%)

(b) Does your facility intend to begin performing HIV rapid testing? (Choose only one.)

Number of Facilities (%)
Response (n=20)
Within 6 months 10 (50%)
Within 12 months 1 (5%)
Yes, unsure when 5 (25%)
No 4 (20%)

3.(a) For what purpose(s) do you offer HIV rapid testing? (Check all that apply.)

120

100 1

80 1

60 1

40

20 1

99

Post-exposure
treatment

Voluntary HIV
testing

Initial screen Testing

pregnant
women

N=251 total responses
n=134 testing sites

Other

18

ER screening




3.(b) How long has your facility performed HIV rapid testing? (Please round off to the nearest

Number of Responses

whole number.)

30 4
(n=94)
- [] Non-U.S. (n=14)
Bl us. (n=80)

20

15

Number of Testing Sites

10

4 12 20 28 36 44 52 60
Number of Months

(c) Of all HIV testing performed in your facility over the past year, what percentage were
performed using HIV rapid test kits? (Please round off to the nearest whole percentage.)

60

(n=124)
Non-US

iy B us

<12 12 24 36 48 60 72 84 100
Percentage of HIV tests that were rapid HIV tests



3.(d) How many client/patient specimens were tested using HIV rapid tests in your facility during the
most recent representative month?

- | 39
o4 |

5.9 |14

10-19 | 22

20.26 Fe

30-39

I:I U.S. Testing
Sites, n=106

Non-U.S. Testing
Sites, n=25

40-49

50-59

60-69

70-79

Number of Client/Patient Specimens

100-199

200-299

(N=131)
> 299
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Number of Facilities

(e) How many HIV rapid tests performed on client/patient specimens in your facility were initially
reactive (preliminary positive) during the most recent representative month? (Please round off
to the nearest whole number.)

| 81
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o> 34
- U.S. Testing
E I:I Sites, n=104
S 510 Non-U.S. Testing
k3] Sites, n=22
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s 11-20
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> 21-50-5

>50 - 3 (N=126)
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4.(a) Does your facility provide anonymous HIV rapid testing?
(b) Does your facility have procedures for protecting the confidentiality of HIV results?

140

120

100

80

60 (46%)

60 A

Number of Facilities

40

20 1

Yes

128 (98%) (N=131)

71 (54%)

3 (2%)

No ‘ Yes No

Anonymous Testing? Protect Confidentiality?

5. What test kit(s) do you currently use for HIV rapid testing? (Check all that apply.)

OraQuick Rapid HIV-1 Ab

MedMira Reveal

Abbott Determine HIV-1/2

Abbott/Murex SUDS HIV-1

Other

Fujirebio Serodia HIV

Trinity Biotech Uni-Gold HIV
(recombinant)

Trinity Biotech Capillus

BioRad Multi-spot HIV-1/HIV-2

Trinity Biotech Uni-Gold HIV
(peptide)

Genelabs Diagnostics HIV-Spot
Efoora HIV Rapid Test
Chembio Hema-Strip HIV-1/2

57

- U.S. Testing
Sites, n=108

Non-U.S. Testing
Sites, n=26

(N=180 Responses)

10 20 30 40 50 60
Number of Testing Sites

70



Number of Responses

Number of Responses

5. (Continued
( ) Type of U.S. Facilities by Test Kits
45
| 40
40 CIOther
35 1 ] Abbott/Murex SUDS HIV-1
132 :
Bl Abbott Determine HIV-1/2
30 7
O MedMira Reveal
25 [0 OraQuick Rapid HIV-1 Ab
20 (N=126 Responses; n=108 Facilities)
157 14
12
10
7
5 5
2 ’—3—‘ 2
L ‘_\ ! | ! 1
Blood Bank Hospital Health Department Independent Other
Type of Non-U.S. Facilities by Test Kits
B Chembio Hema-Strip HIV-1/2
| Bl Efoora HIV Rapid Test
9 [ Genelabs Diagnostics HIV-Spot
I Trinity Biotech Uni-Gold HIV (peptide)
8 3 BioRad Multi-spot HIV-1/HIV-2
3 Trinity Biotech Capillus
7 - 7 Il Trinity Biotech Uni-Gold HIV (recombinant)
[ Fujirebio Serodia HIV
6 1 Other
6 0 Abbott/Murex SUDS HIV-1
B Abbott Determine HIV-1/2
5] E MedMira Reveal
O OraQuick Rapid HIV-1 Ab
4 4 (N=54 Responses; n=26 Facilities) =
3 3 3 3
5 222 2
. 111 ’l‘ 1111 1j1 1 ’l‘ ’l‘i ’l‘ Hl‘
0 Blood Bank Hospital Health Department Independent Other
6. What sample type do you currently use for HIV rapid testing? (Check all that apply.)

51 (32%)

18 (11%)

1 (1%)

N=159 Responses

[l Serum/Plasma

B Whole blood, finger-stick
[JWhole blood, venous

M Oral fluid (cheek swab)

89 (56%)




Percentage of Testing Sites

7.(a) Where are specimens collected and HIV rapid testing performed? (Choose only one.)

60%

50% 1

40% A

30% 1

20%

10% 1

0% -

(N=130)

Collection and testing Collection both off-site and Collection offsite and Collection off-site and

on-site

on-site and testing on-site

testing on-site testing off-site

7.(a) Specimen collection site and testing site by lab type

45

40

35 1

N N w
o o o
. . .

Number of Testing Sites
o
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Collection and testing

37

10

on-site

41

(N=130)

B Blood Bank

O Hospital

B Health Department
OIndependent

O Other

Collection both off-site
and on-site and testing
on-site

Collection offsite and Collection off-site and
testing on-site testing off-site



7.(b) If you perform HIV rapid testing on specimens collected off-site, please indicate where they are
collected. (Check all that apply.)

Hospital Off-site coIIection* | 33

Physician office 117
Other 18
Independent Laboratory 18

STD Clinic 18

Community based
organization

Family planning center ] 6
Health Department [ 5

HIV Counseling 5
Drug use treatment center [T 5

Blood/plasma donor
center 5

Mobile Unit 1 4
Correctional Facility [ 4
Medical Examiner/Coroner [0 3
Nursing Home |13
Military [ 2 (N=126 Responses)
HMO /12

18

0 5 10 15 20 25 30 35
Number of Responses

* Specific Hospital Collection Sites (Check all that apply.)
2

3

N=72 Responses™**

W Surgery
OHospital Admissions
E Hospital Blood Bank

B Employee Health

Il Other Hospital Section
M Hospital Labor/Delivery
O Hospital Ward/Floor

O Hospital ER

OHosptial Central Lab

12

** This represents multiple responses from hospital participants



8. To detect HIV infection, do you currently perform a test in your facility other than an HIV rapid

test? (If yes, check all that apply.)
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10

40

30

20

7

Es

Blood Bank

23

48

U.S. (N=117 Responses, n=107 Facilities)
Non-U.S. (N=50 Responses, n=26 Facilities)

Hospital

Health Department

(N=167 Total Responses)

U.s. Non-U.S.
B No No
B e EIA
[lws [1ws
[ ira IFA
B other Other

3
1 1 %—‘ Wz
Independent Other

9. Has HIV rapid testing replaced some other method of HIV testing?

Number of Responses

120

100

80

60

40

20

18

111

(N=131)

2

| ——

Yes

No

Don't Know



10. Who performs HIV rapid testing in your facility on a regular basis? (Check all that apply.)

Med Technologist/Clinical
Lab Scientist

Medical Technician

Person with BS/BA in lab science
HIV counselor

Nurse

Person with Assoc Degree

Person with MS or PhD 7
in med/lab science

Other Medical Assistant 5
Disease Intervention Specialist |13
High School Grad |13
Physician |13
Volunteer with no formal med training |12
Volunteer with formal med training [12

Physician Assistant |12

[112
| 57
|35

10

10
s

N=259 Responses

0 20 40 60 80 100

Number of Responses

120

11. What type of training is required for personnel performing HIV rapid testing in your

facility/testing site? (Check all that apply)

120

101 (N=201 Responses, n=130 Facilities)
100 1
O US (N=163, n=108)
0 B Non-US (N=38, n=22)
0 80 .
(7]
c
o
o
()
&
o« 60
o
o
o
E 4] 38
b
21
20 1
\ 10 . 7 ; 7
3 1
In-House  Sample panel By kit Health Dept Other No training
evaluation manufacturer required



11. (Continued) Length of training by type of training

# of Responses

Training Type (N=190) Range Median
In-house 122 0-35 days 1
Sample Panel Evaluation 42 2-15 samples 5
By Kit Manufacturer 14 0-3 days 1
Health Department 12 1-15 days 1.5

12.(a) Is confirmatory testing performed (either in your facility or another facility) on initially reactive
(preliminary positive) HIV rapid tests?

Blood Bank Hospital Health Department | Independent | Other F::itlaitliZS
Yes 10 (8%) 77 (58%) 24 (18%) 10 (8%) 5(4%) | 126 (95%)
No * 4 (3%) 1(1%) 1(1%) 6 (5%)
Total 132

* All U.S. Laboratories, except 1




12.(b) What methods do you use for confirmatory testing following an initially reactive (preliminary
positive) HIV rapid test? (Check the one best answer listed below.)

EIA, then WB

Referred to
another facility

WB only

Other

2nd rapid test same
mfg, then WB

2nd rapid test same
mfg, then EIA

2nd rapid test only,
different mfg

EIA only

2nd rapid test only,
same mfg

EIA, then IFA

| 41
11
| 28
| 11
1
5
6
4 (N=116)
O US, n=94
(R 3 B Non-US, n=22
; 3
2
] 1
0 5 10 15 20 25 30 35 40

Number of Testing Sites

45

12.(c) What specimen type do you use to confirm initially reactive HIV rapid test results? (Check all

that apply.)

11 (8%)

2 (2%)

4 (3%)
4 (3%)

112 (84%)

(n=133 Responses)

B Serum/Plasma

Bl Whole blood, venous
OWhole blood, finger stick
E Oral fluid/saliva

E Dried blood spot




12. (d) Of the initially reactive (preliminary positive) HIV rapid test results for which a confirmatory
test was performed, what percentage did NOT confirm as positive?

60

59 (63%)
(n=93)
501

40

301

20

A\N
AN Y

101 9 (10%)

Number of Testing Sites

5 (6%) 5 (6%) 5 (6%)

4 (4%) 4 (4%)
4
2 (2% I I
2 a
0

<1% 1% >1%-5% >5% 16% 20%-25%  44%-50% 100%
Range of Reported Results

13. On average, how much time passes from collection of the specimen for HIV rapid testing at
your facility until results are reported (given) to the client/patient? (Check only one.)

35%
40 (31%) (n=131)
30% 1
33 (25%)
‘g 25% 1
=
(o]
£
% 20%
2 23 (18%)
[T
(]
S 15%
8
c
[}]
5
a 10%] 11 (8%)
9 (7%)
7 (5%)
5% |
4(3% 4(3% l
0%

<1 hour 1 hour 2hours 2-3hours 4-8 hours 9-24 hours 2-3 days Other



14.(a) What is the typical reporting and referral procedure to the client/patient for an initially reactive
(preliminary positive) HIV rapid test? (Check all that apply.)

Report to physician 72

Report to client/ | 9
patient same day 3

Do not report; confirm | 31
prior to reporting

Other 15
(N=182 Responses)
Refer for counseling 13 (n=150 Facilities)
s
4

Report to health dept

Refer to other health
care provider

20 30 40 50 60 70 80

Number of Responses

o
-
o

(b) What is the typical reporting and referral procedure to the client/patient for a negative HIV
rapid test? (Check all that apply.)

Report to physician 81

Report to client/ 49
patient same day

Other 10

Refer to counseling center 8

(N=153 Responses)

(n=150 Facilities)

Do not report negative; 5
confirm prior to reporting

T T T T T T T T

0 10 20 30 40 50 60 70 80 90
Number of Responses



Number of Testing Sites

Number of Responses

14.(c) Does your facility/testing site provide onsite HIV counseling to clients/patients?

70

60 1

50 1

40 1

30 1

20 1

10 1

48% (N=130)
EYes
ONo
16%
13%
6%
0,
L N .
Blood Bank Hospital Health Department Independent Other

(d) At your facility/testing site, who provides client/patient consultation for initially reactive
(preliminary positive) HIV rapid testing results? (Check all that apply.)

80

70 1
60 1
50 1

40 1

72
38
35
] 29
14
1 1
I : I
2
, I

RN/LPN Nurse  Physician Psychologist Lab Tech Other

30

20

10

(N=216 Responses)

Physician  Counselor

o)
Practitioner Assistant Counseling/
Consultation

Person Providing Consultation Provided



15. What is the typical results reporting procedure(s) for the purposes of HIV surveillance?

(Check all that apply.)

Reported to state

Health Dept - 10

62

35
Reported to local Health Dept -
6
(N=201 Responses)
(n=150 Facilities)
Other .il 1 O us (N=173, n=123)
2 B Non-US (N=28, n=27)
8
Do not know FI
2
Reported to physician 52
B
. 5
No further reporting
2
0 10 20 30 40 50 60

16. How often does your facility/testing site run external controls (positive or negative controls

Number of Responses

not included in the test kit) when performing HIV rapid testing? (Check all that apply.)

70

When opening new lot

By each new operator

|47

Never

|38

Whenever new

|29

shipment arrives

When opening new box

At periodic Intervals

| 22

Daily | 20

Other [ 10
Weekly 5

With every shift change 5

Monthly 4

| 25

| 60

(N=265 Reponses, n=131 Facilities)

30 40
Number of Responses

50

60

70



16. (Continued)

Facilities Responding ‘Never’ to Question 16 by Lab Type

30
25
25
20 (N=38)
Eus
15 I Non-US
10
5 |
3 3
2 2 2
1 - [ ]
0 [
Blood Bank Hospital Health Department Independent Other

17. In which external HIV proficiency testing (PT) or performance evaluation (PE) program(s) does
your facility participate? (Check all that apply.)

Model Performance | 91
Evaluation Program 24

College of American | 69
Pathologists

Wisconsin State
Laboratory of Hygiene

Other
(N=234 Responses, n=132 Facilities)

[ us (N=191, n=107 Facilities)
I Non-US (N=43, n=25 Facilities

State Program

National Program

American Proficiency
Institute

American Association
of Bioanalysts

30 40 50 60 70 80 20 100

Number of Responses




Number of Facilities

18. Approximately how much does your facility charge to perform an HIV rapid test?
(Round off to nearest U.S. Dollar.)

30

25

20

15 1

10 1

24

No charge

7

(N=103)

I US (N=82)
H Non-US (N=21)

21
19
10
5
1 1

$1-84

$5-$10 $11-$20 $21-$50 $51-$100
Price Ranges for HIV rapid tests in U.S. Dollars

> $100






