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Oral fluid based HIV testing: 

The global perspective

� First commercial oral fluid based � First commercial oral fluid based 

kits available from 2004

� Only FDA licensed product: Orasure

Oraquick Advance® (POCT)

� Oral fluid based HIV testing has 

been used in several settings, been used in several settings, 

particularly in non-specialist, 

community and other settings

� Highly acceptable to patients
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Oral fluid based testing: local perspective

� Orasure® has been used in specialist settings in the UK 

Expansion of HIV testing to non-specialist settings in light � Expansion of HIV testing to non-specialist settings in light 
of UK National Guidelines 2008

� HINTS Study – prospective study of routine HIV testing in 
non-specialist settings in high prevalence areas

� Operational barriers identified to use of POCT, in 
addition to staff and governance barriersaddition to staff and governance barriers

� AIM: Develop method of oral fluid field sampling with 
laboratory based testing 



Initial phase

� Bio-Rad Genscreen Ultra HIV Ag-Ab test on Best 2000 

platformplatform

� Manufacturer performance: 99.95% specific on serum

� HPA validation: 100% sensitive at 3/12

__________________________________________

� In-house validation of whole saliva tested against reference 

sample: sample: 

� n=140 (120 known positives; 20 having contemporaneous 

serology) 100% agreement

� Method rolled forward for use in pilot program



Initial phase (2)

� Labour intensive – manual aliquotting

and processingand processing

� Long turnaround time 

� Sample process time 4 

hours; 

� Batching: mean 

collection to result time -

8 days

� Initial sample collection – whole saliva Initial sample collection – whole saliva 

in sterile containers

� Moved to Oracol+ device (Malvern 

Medicals PLC, UK)

� Higher quality samples with fewer 

re-tests



Initial phase (3)

� 3721 tests undertaken� 3721 tests undertaken

� 11 reactive results

� 4 true positives

� Specificity: 99.81%

� PPV: 36%

� Prevalence of HIV in sample = 0.11%



Acceptability of HIV Testing Methods (n=1003)

“I would be happy providing the following 

sample for an HIV test”

Agree (%)

Blood test with result in one week 89%

Fingerprick blood test with immediate 

result
90%

Saliva (spitting) with result in one week 96%*

Mouth swab (like brushing teeth) with 

result in one week
95%*

*p<0.001



Automation: Validation on Abbott Architect

� AIM: � AIM: 
� To ascertain whether automation of oral fluid testing was possible 

using the 4th generation test on the fully automated Abbott Architect 

platform

� METHODS: 
� Oral fluid collected from 143 patients (56 known HIV+ volunteers and 

87 others having contemporaneous HIV serology)

� Oracol+ collection device



Validation on Abbott Architect: Results

Control Assay Bio-Rad Genscreen

Ultra HIV Ag-Ab test 

(manual handling on 

Abbott Architect 4th

Generation Assay

(automated)(manual handling on 

Best 2000 platform) 

(automated)

Sample type Serum Oral fluid Oral fluid

Assay result Reactive Negative Reactive Negative Reactive Negative

Known HIV-positive 

(n=56) 

56 0 56 0 56 0Known HIV-positive 

(n=56) 

56 0 56 0 56 0

Unknown HIV status 

accepting standard 

of care HIV test

(n=87)

1 86 1 86 1 86



Interpretation

� Laboratory testing of oral fluid requires less � Laboratory testing of oral fluid requires less 

training of field staff

� Highly acceptable to patients 

� Automation is feasible, reducing laboratory 

workload



Ongoing shop floor experience

� Use of testing in HEDsUP NW London program � Use of testing in HEDsUP NW London program 

(Abstract PS1/O1)

� Full time use of Abbott Architect since 10/2011

� 430 tests to date

� Minimum volumes a problem: 11.6% insufficient 

raterate

� 97.7% on Architect; 2.3% on BioRad

� Three reactives to date



For further information:

� Talk to us at Poster PS6/O1� Talk to us at Poster PS6/O1

� Email: michaelrayment@nhs.net


