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1. Introduction

In November 2008, the Department of Health announced a call for project proposals
to reduce undiagnosed HIV in high prevalence groups in the UK. The objectives of
this initiative were to:

1. Identify patients with undiagnosed HIV and reduce late presentations of HIV
infection which significantly increase the patient’s risk of serious illness or death

2. Facilitate access to appropriate healthcare

3. Reduce onward transmission of HIV infection using risk-reduction strategies
including the promotion of safer sex, access to post-exposure prophylaxis, and
reduction of infectivity secondary to the use of antiretroviral therapy.

The Centre for HIV and Sexual Health (as part of NHS Sheffield), in collaboration
with the Departments of Genitourinary Medicine and Virology at Sheffield Teaching
Hospitals NHS Foundation Trust were successful in a joint bid to the Department of
Health to run a pilot project aimed at reducing undiagnosed HIV among men who
have sex with men (MSM). Building on their previous successful work together
(Formby, 2006; Formby, Hirst and Willis, 2009), Sheffield Hallam University (SHU)
were commissioned to conduct the evaluation of this project.

The Time 2 Test pilot was a community HIV testing scheme based on the use of
home sampling kits. The project ran mid-June to mid-September 2009 and involved a
collaboration of three teams from the Centre for HIV and Sexual Health (CHIV), the
Department of Genito-Urinary Medicine (GUM) at the Royal Hallamshire Hospital in
Sheffield, and the Department of Virology at the Northern General Hospital in
Sheffield.

The evaluation aims were to:

1. Document the ‘setting-up’ and processes involved in the pilot (with a view to
informing future proposals/delivery)

2. Document the publicity, media relations, and associated responses relating to the
pilot

3. Inform an examination of ‘take-up’ of testing kits through documenting the type
and range of dissemination strategies

4. Record the numbers of: pilot queries, kits distributed, kits returned, men attending
for test results, and/or making any follow-up health related enquiries (and any
additional data that might be gleaned from Google analytics)

5. Evaluate views and experiences of the pilot through a participant survey and staff
consultation.

The report proceeds with the following chapters:

Methodology

Time 2 Test pilot process (concerning evaluation aims one to four)
Evaluation results (relating to evaluation aim five)

Conclusions and recommendations.



2. Evaluation methodology

This evaluation was conducted on a limited budget, which constrained the scope of
the evaluation process. The resultant evaluation constituted three strands, which are
summarised and described in further detail below.

Strand 1: The collation and secondary data analysis of pilot documentation through
meeting minutes, relevant media materials, website information (Google analytics),
standardised participant monitoring procedures, etc. This strand was supported by
the pilot delivery team.

Strand 2: A short (anonymous) self-completion survey of pilot participants, distributed
as part of the sampling kit and returned to Sheffield Hallam University via GUM.

Strand 3: A series of telephone interviews with key pilot staff to explore perceptions
of the pilot's main strengths and weaknesses, in order to inform future service
development/delivery.

Strand 1 (addressing evaluation aims 1 - 4)

This strand forms the basis of the next chapter (Time 2 Test pilot process),
documenting the development and conduct of the pilot project through the provision
of information from the pilot team. This included researchers' analysis of team emails
and meeting minutes, relevant press cuttings and pilot marketing, Google analytics
and further web based information, and other documentation provided by team
members.

Strand 2 (addressing evaluation aim 5)

This survey was developed by the pilot project team (with input from the evaluation
team). Due to concern about (potentially low) completion rates, the decision was
made to keep the survey very short and easy to complete, and that it would be
included as a half sheet of the patient information sheet and enclosed in the sampling
kit (see Appendix 1). The evaluation team wrote a flyer explaining the evaluation half
of the patient information sheet, which was also contained in the sampling kit (see
Appendix 2). A process for passing on the resultant surveys, and other data, to the
evaluation team, while protecting the confidentiality of test participants, was agreed.
This was as follows: on receipt of the completed patient information and survey
sheet, GUM annotated the surveys with information about previous GUM service
access history, removed the personal data half from the patient information sheet to
preserve confidentiality, and forwarded the (anonymous) completed survey half to the
evaluation team.

In total, 60 samples were received by virology (discussed further in Chapter three), of
which 59 were tested, as one had failed to include the patient information sheet so
could not be included (as essential patient details were unknown, thus preventing
processing). Of the 59 who completed the patient information sheet, each also
completed the evaluation survey half, equating to a 100% response rate. As a small
number of the surveys proved to be duplicates, the evaluation results are based on
54 completed responses from men participating in the pilot.

Initially, it was thought that an ID code would be used on the patient information
sheet, which matched the sample return, so that the evaluators could track the
location/source of the returned kit. However, a decision was taken not to continue
with this suggestion to reassure men of greater confidentiality/anonymity.



Strand 3 (addressing evaluation aim 5)

This strand was designed to be a small qualitative follow-up on the survey results,
aiming to gather staff perspectives on the pilot. There was an attempt to also include
participants in follow-up interviews but no men volunteered to be involved in this
exercise. As a result, the pilot team were asked to agree nominated staff members to
take part in telephone or face-to-face interviews, with representation from: the Centre
for HIV and Sexual Health, GUM, Virology, and CHIV’s outreach team. Four of these
interviews took place in November 2009 and lasted approximately thirty minutes
each (see Appendix 3 for shared questions used).

At the end of the data collection phase, all results (documentation, survey, and
interview data) were collated, synthesised and analysed thematically. The results are
presented in this report. Unfortunately, due to financial restraints on the evaluation,
no non-participants were able to be involved in the consultation process. Similarly, to
protect the anonymity of participants, the evaluation did not allow for follow-up with
men who requested the kit but did not return a sample.



3. Time 2 Test pilot process
Pilot development and implementation

In December 2008, CHIV in collaboration with the Departments of Genitourinary
Medicine and Virology at Sheffield Teaching Hospitals NHS Foundation Trust were
successful in a joint bid to the Department of Health (DH) to run a pilot project aimed
at reducing undiagnosed HIV among men who have sex with men (MSM) in
Sheffield. Founded on a multi-disciplinary team collaboration within NHS Sheffield
and Sheffield Teaching Hospitals NHS Foundation Trust, the Time 2 Test pilot was
based on the use of home sampling kits, hence becoming the only scheme of its kind
in the UK. The short duration of the pilot allowed only for an initial feasibility and
acceptability study, which may inform future larger scale work.

Five full pilot team meetings were held during and leading up to the pilot scheme (in
March, April, June, July and October 2009), with additional (smaller) sub-team
meetings where necessary. These meetings included representation from CHIV,
GUM, SHU, Virology, and NHS Sheffield's Communications department. They
allowed for the discussion and agreement of a variety of issues, including:

e kit contents and instructions;

e kit instruction testing/pre-piloting and sample validation (see ‘Pre-pilot test
usability checking’ and ‘Laboratory validation’ below)

kit distribution;

postal / laboratory processing;

results management, and

evaluation feedback form distribution and processing.

Advice was sought, for example, on sourcing the most user-friendly saliva swab Kkit,
and the most secure form of postal return. Staff from the local Chlamydia Screening
Programme were contacted with regard to the latter, based on their experience of a
successful postal Chlamydia screening service in Sheffield. A plastic return tube for
the sample was agreed as necessary to combat postal damages. An accompanying
step-by-step instruction sheet was designed in collaboration with the pilot team.

Another issue raised in feedback from the South Yorkshire Syphilis Outbreak
network/meeting was the suggestion that syphilis testing should be offered alongside
HIV within the same pilot project. However, the Time 2 Test team agreed that there
was not the remit, funding, or capacity for syphilis testing within the DH HIV pilot.
Moreover, any syphilis testing pilot should not be confused with the current HIV
testing pilot. Nevertheless, the discussion raised the possibility of joint testing home
sampling schemes, in the future.

The process for the patient information sheet was also agreed upon at team
meetings:

1. Sheet is returned to Virology (by pilot participant), along with saliva sample

2. Sheet forwarded to GUM by Virology with test result (any test delays notified to
GUM to then notify the participant)

3. GUM add any previous or subsequent (GUM) service access history (using
patient details) then remove the ‘contacts’ half and forward on anonymous
evaluation half to SHU.



Care pathways for participants with reactive tests

A key outcome specified by the Department of Health for these projects relates to the
development of robust patient care pathways for any individuals identified as having
reactive HIV tests and for those subsequently confirmed as having HIV infection.

A reactive test may be due to HIV infection or may be due to a false positive. This
has the potential for great psychological distress.

All of the test results were processed by GUM. A pathway of care was agreed where
all patients with reactive results would be contacted by a health adviser and
encouraged to attend GUM within 48 hours of GUM receipt of the test result. At this
first visit confirmatory testing, advice and counselling would be provided, and patients
confirmed to be infected with HIV would be offered appropriate HIV specialist care.

Written by Dr Christine Bowman and Gill Bell, GUM Dept, Royal Hallamshire Hospital




Pre-pilot test ‘usability’ checking

Before offering the tests to participants for home self sampling we needed to ensure
that the kits were user friendly with clear instructions and an easy to collect sampling
method.

Patients attending GUM in both Sheffield and Rotherham were asked if they wished
to try out the new sampling kit and give informal verbal feedback on its ease of use.
All of the patients were either intending to have a routine blood test for HIV as part of
that clinic attendance or were known HIV positive patients attending for their routine
care.

Those who were willing to participate were given the written instructions and kit and
were observed taking the swab but not given any additional verbal instructions on its
use. A total of 73 samples (38 from Known HIV positive patients) were collected and
forwarded to the lab.

The kits proved easy to use though many of the users did not rub the swab on the
gum for the recommended time.

Written by Dr Christine Bowman and Dr Anna Pryce, GUM Dept, Royal Hallamshire
Hospital




Laboratory validation

Prior to the introduction of any new laboratory test, it is essential that the accuracy of
the test is verified. This laboratory validation involves testing samples from patients
who are known to have the disease, so that we can ensure the new test produces the
same results as standard tests. In order to validate HIV testing on oral fluid samples
at our laboratory, oral fluid samples were collected using the Oracol collection device
from patients who were known to be HIV positive or negative at GUM.

73 samples were collected from patients: 38 from known HIV-positive patients; 35
from HIV-negative patients. The samples were processed and stored at -200C upon
receipt at the laboratory. The 73 samples were then tested for HIV using 2 Enzyme
Immunoassay (EIA) tests which are commercially manufactured and known to
accurately detect both HIV antibodies and HIV antigen (parts of the HIV virus) in
blood samples. These 2 tests were:

e Vironostika HIV Uniform 1l Ag/Ab — manufactured by Biomerieux

e Detect-HIV (v4) — manufactured by Adaltis.

The results of testing showed that the sensitivity of both tests was 100%, and
specificity was 97% and 91% respectively (see below).

Vironostika HIV Uniform Il | Detect-HIV (v4) (Adaltis)

Ag/Ab (Biomerieux)
Sensitivity (95% 100% (88.6—100%) 100% (88.6—100%)
confidence intervals)
Specificity (95% 97.1% (83.4-99.9%) 91.4% (75.8-97.8%)
confidence intervals)

To ensure that the oral fluid samples had been taken correctly and contained a
sufficient amount of IgG antibody, all 73 samples were tested for total IgG antibody.
Total IgG was detectable (i.e. >3.71mg/L) in 72 of the 73 oral fluid samples. The
average total IgG concentration was 34.7mg/L (range <3.71mg/L to 142mg/L). There
did not appear to be any correlation between the total IgG concentration in the
sample and the HIV EIA test results. In fact, the 2 patients with total 1gG levels
<5mg/l in oral fluid samples were both HIV-positive and both yielded positive results
in the two HIV EIAs.

Since the patient oral fluid samples were to be posted to the laboratory, it became
apparent that it was also important to determine whether reliable results would still be
obtained if the sample was delayed in reaching the laboratory. A further 20 samples
were therefore obtained from patients known to have HIV infection from the GUM
department. These 20 samples were then incubated for 7 days at room temperature
(25-300C) prior to being processed for testing. All 20 samples still tested strongly
positive by the Vironostika HIV test.

Summary: On the basis of these results the use of the Vironostika and Adaltis HIV
antigen/antibody tests to diagnose HIV infection from oral fluid samples was
validated. We were therefore able to proceed with processing samples from patients
in whom the HIV status was unknown.

Written by Prof. Goura Kudesia and Dr Helena Ellam, Virology, Northern General
Hospital




Following the pre-pilot, it was estimated that the test process would take
approximately five minutes to complete.

A local PR agency, DIVA, was contracted to design/produce: a logo for use in all
publicity, the pilot web page, and a promotional banner. The Centre for HIV and
Sexual Health also produced an information postcard for distribution to appropriate
venues and agencies in Sheffield. An accompanying ‘flash banner’ to use in
promoting the pilot on a number of relevant service and commercial websites was
also produced.

The finalised kit contained:

e saliva swab:;

plastic tube for postal return of swab;

unique identifier label for attaching to the plastic tube;

kit instruction sheet (with photographs to identify what items were enclosed, and
how they should be used);

evaluation flyer (see Appendix 2);

stamped return envelope;

patient information sheet, and

further information on the pilot, confidentiality, and sexual health promotion /
follow-up.

A training session was then arranged with the Centre for HIV and Sexual Health's
outreach team (five members of staff), to provide information on: scheme
background, ways of engaging with men about the pilot, and how the kits should be
administered. Each worker was also issued with a supply of packs that they could
distribute at various community locations in the city.

Time 2 Test was launched on 15" June 2009 with the support of Sheffield City
Council (Sexual Health Champion) Councillor, Clive Skelton (who was photographed
with the promotional banner). This pro-active promotional approach was maintained
during the pilot, for example with the outreach workers’ presence at relevant
community events, including Sheffield Pride (wearing specially designed t-shirts) on
20™ June 2009 (where one of the evaluators was also present for any questions)®.
Similarly, in collaboration with SHOUT! (a health and community centre for gay and
bisexual men), a promotional quiz night took place over the summer in one of the
city’s gay venues, which was focussed on HIV awareness and promoted the pilot
scheme.

Following the launch, kits were available to men through the following routes:

e Gay Sheffield website order form (for postal distribution);

¢ from the Shout Centre (also advertised on their website);

e from the (Bronx) sauna for gay and bisexual men in Sheffield (who actively
supported the scheme);

e during outreach sessions in public sex environments and other appropriate
locations, and

e via paper order forms for postal distribution (available from a variety of
locations/outreach workers).

It was decided that kits would not be available on the commercial gay scene (i.e.
pubs/clubs) due to the possibility of alcohol/drug consumption and the impact this
may have on decision-making re HIV testing.

! Outreach workers also attended Doncaster Pride.
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A ‘Latest News’ item on the Centre for HIV and Sexual Health’'s website advertised
the pilot scheme, and additional promotion and marketing took place on an ongoing
basis:

e on the local commercial gay scene;

e in Exposed magazine (in June, July, and August editions), and

¢ in Vue cinema magazine (July and August editions).

SHU supported pilot information distribution through arranging internal staff and
student union publicity. Wider press coverage was also secured through:

The Sheffield Star;

The Yorkshire Post;

The Pink Paper;

The National Aids Manual;

Medical News Today;

Radio Hallam, and

Radio Sheffield.

Unfortunately, the high-profile coverage of local swine flu cases over the summer
over-shadowed some of this press, locally.

In preparation for the pilot launch, a seven day ‘countdown’ ran on the Gay Sheffield
website, and a poll was added asking men ‘If you were thinking about having an HIV
test, what would be your preferred place to get tested?’. The results are presented
below:

e Home sampling by post - 52%

GUM clinic - 34%

GP - 5%

Don’t mind - 4%

Rather not have an HIV test - 4%

Community centre e.g. SHOUT! - 2%.

At the end of the pilot, a poll was also taken asking men ‘With Time 2 Test ending,
would you appreciate a continued HIV testing distribution scheme?’. As at 2.30pm on
19.11.09 (with votes cast from 1.10.09), the results were as follows:

e Yes-92%

e Undecided - 8%

e No - 0%.

Google analytics set up on the Gay Sheffield website can also be examined for more
information on access to the Time 2 Test web page. The site was viewed 493 times,
by 356 unique viewers, meaning that there were a number of repeat views. The vast
majority of views (close to 200) were in the first week of July, which could coincide
with publicity elsewhere, for example in the form of press coverage, or attendance at
a community event. The average length of time on the page was just over one minute
(varying from under a minute, to approximately 14 minutes). The table below shows
the web page access route, and number of unique views.

12



Access route Page views Unique views
Direct 187 130
Fitlads.net 165 132
Dempseys-sheffield.com 49 33
Bronxsauna-sheffield.co.uk 38 21
Shoutinsheffield.co.uk 17 17
Google 12 11
Mrsite.co.uk 11 3
Clubxes-sheffield.com 9 6
Dannybreeze.com 3 2
Apps.facebook.com 2 1
Total 493 356

The Time 2 Test page specifically had 34 unique views.
Three minor issues were identified during the pilot operation:

1. A technical error led to a small delay in activating initial website kit orders. Though
this was soon rectified, it might have lost a number of participants at the start who did
not attempt to re-order a kit when the first did not arrive (though a message on the
website made it clear to return visitors that this was required).

2. Early on in the pilot, a small number of samples were delayed in getting to the
laboratory, which meant messages had to be sent to some participants advising
repeat samples were required to guarantee accuracy of results. Further validation
testing (see above), however, suggested that test results would be accurate for
samples tested within seven days, so repeat sample messages were no longer
issued for this reason (and further delays were not experienced in any case)?.

3. A number of requests for kits were received from outside Sheffield, which raised
issues about continuity of care (if appropriate) following result dissemination. After
discussion, it was decided that packs could be distributed within South Yorkshire
(e.g. Barnsley, Doncaster, Rotherham) because of professional links through the
South Yorkshire HIV Network, but not outside this region®. This was then made clear
on the website, and through outreach workers where necessary (with signposting to
relevant HIV testing elsewhere). The fact that requests were received from as far
away as Birmingham, Bournemouth, Lancashire, and Manchester, nevertheless,
suggests both the success of pilot promotion, and the desire amongst some men for
home sampling schemes elsewhere.

Pilot results
The following information describes kit distribution activities, with the ‘Patient

samples’ section below outlining the test results and additional laboratory
information.

% In total, 6 of the 60 samples were advised to re-test for reasons of postal delay (of which 3
did so, equating to 50%).
® There was not significant take-up outside Sheffield, however.
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Source No. kits No. kits returned Total kits
distributed at pilot end distributed
19.6.09-28.9.09

Shout Centre 20 0 20
Outreach workers 45 (25 outreach, 26 (combined) 19 (combined)
and Bronx sauna 20 sauna)

Postal 87 N/A 87
Total 152 26 126

Kit distribution gradually reduced over the pilot lifetime (63 sent out in June, 54 in
July, 18 in August, and 17 in September). This might suggest two things for future
schemes: that promotion has to be evenly sustained throughout a pilot, but also that
the summer may not be the best time to run a project, when many people might be
on holiday (both potential participants, and service staff needed to promote the pilot).

Of the 126 Kits distributed in total, 60 were returned, equating to just under half. This
is a relatively high response rate, but did not reach the original kit return estimates
(though it was very difficult to estimate this beforehand, as this was the first HIV oral
home sampling pilot in the country).

14




Patient samples

60 oral fluid samples were received from patients during the period 24.6.2009 to
8.10.2009 (approximately a 15-week period). All 60 samples were received at the
laboratory by post, and processed immediately upon receipt of the samples. The oral
fluid samples were accompanied by a request form (completed by the patient) with
contact details. One sample did not have an accompanying request form and
therefore could not be processed because the required patient details were not
available.

In total, 59 samples were therefore screened for HIV using the Vironostika HIV
antigen/antibody assay. This test was performed weekly. The results are given
below:

Initial Vironostika result | Number of samples Percentage Outcome
Negative 59* 98% Authorised as
negative

Positive 0 0%
Not tested (no request 1 2% Unable to process
form)
Total 60 100%

*7 samples initially gave ‘equivocal’ result in the Vironostika EIA screening test.
These samples therefore underwent further testing by:

1. Repeat testing in Vironostika assay

2. Testing by the Adaltis HIV Ag/Ab assay.

All seven samples were negative on the repeat testing in both Vironistika and Adaltis
HIV assays and were therefore reported as negative.

All of the specimens were from male patients, with ages ranging from 17-59 years.
The mean age was 28.8 years, and the median age was 24 years. 75% of samples
were received from patients under 30 years of age (shown below).

Number of samples by age of client
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In total, over 50% of samples were received within the first month of the pilot, as
shown in the table and graph below.

Date of sample collection Number of samples Percentage
received
24/6/9 to 24/7/9 32 53%
24/7/9 to 24/8/9 10 17%
24/8/9 to 24/9/9 9 15%
24/9/9 to 8/10/9 9 15%
Total 60 100%

Receipt of oral fluid specimens in the laboratory by week

Number of
samples

Week commencing

Patients were encouraged to send specimens to the laboratory as soon as possible
after the date of collection. The average length of time for specimens to reach the
laboratory from date of collection was 1.89 days (with a range of 1-5 days). The date
of sample collection was not stated for five patients.

Number of days taken by samples to reach the laboratory
following collection

o1
m2
o3
o4
m5
OUnknown or N/A




Summary: Although the processing of oral fluid samples for HIV testing is more time
consuming than serum samples, the laboratory validation showed that testing of oral
fluid samples may be incorporated into the main workload of a Virology laboratory. 60
samples were received from patients, 59 of which were tested for HIV. All 59
samples tested negative for HIV by oral fluid/EIA testing.

Written by Prof. Goura Kudesia and Dr Helena Ellam, Virology, Northern General
Hospital




4. Evaluation results

Anecdotal feedback from pilot staff highlighted that the response to the scheme had
been largely positive amongst local men, with issues highlighted including the non-
invasive nature of the sampling (i.e. the use of saliva swabs without the involvement
of needles for ‘traditional’ blood testing). This could be seen as beneficial for those
who might be fearful of needles and/or wary of the ‘evidence’ of a HIV test following a
blood sample. Outreach workers suggested that men reacted positively to the
scheme in both local commercial gay venues, and known public sex environments.

The following chapter outlines both the patient survey results, and findings from a
consultation exercise with pilot project staff.

Survey data

The data presented below is drawn from the evaluation half of the patient information
sheet, and is therefore limited in scope as it is based on just eight questions. This is
supplemented with information from previous (GUM) service access history where
this information was available (for 21 of the 54 participants). The results below show
demographic information on the pilot participants), HIV testing and service access
history information, previous sexual experience data, and views on Time 2 Test
provision. For reference, where percentages add up to over 100 this is due to
rounding.

Pilot participants

The results presented below detail the demographic information relating to the men
who participated in Time 2 Test.

Sexuality of respondents

2%

26%
Gay man

2% Bisexual man

m Other - Heterosexual

In total, 72% of the 54 respondents identified themselves as gay men (see above).
The proportion of those identifying as bisexual (26%) is considerably higher than
those involved in our previous sexual health related research in Sheffield (see
Formby, Hirst and Willis, 2009), which may reflect a wider participation in the Time 2
Test pilot. This could reflect the possibility that bisexual men identify with the gay
commercial scene less (where many of our previous research participants were

18



drawn from), or that the discretion of the home sampling scheme appealed more to
them, but this is only speculation. Very small numbers reported their identity as

'Other' (heterosexual).

In view of the relatively high proportion of bisexual men in the sample, we have
analysed some other variables in relation to sexual identity (below), though the very
small numbers of 'Other’ did not warrant more detailed analysis.

Ethnicity of respondents

WHITE - British
MIXED - W/BI Caribbean
MIXED - Any other

= ASIAN - Indian

= ASIAN - Any other

= CHINESE

The chart above shows that the ethnic composition of the pilot/survey sample was
broadly similar to that of the local population (89% White British, 4% mixed heritage,
and 8% Asian/Chinese origins). Due to the small numbers concerned, no further

analysis by ethnicity was appropriate.

19



HIV testing and service access history

The results below relate to HIV testing and other service access history.

Previous HIV tests

| lYes -in lastyear

30% ]
)l IYes -inlast5 yrs
: a EYes - more than 5 yrs ago
31% / ENo - never

As shown above, the sample divides relatively evenly with regard to previous HIV
tests, with roughly equal numbers of those who had previously taken an HIV test in
the last year (30%), those who had one in the past five years (31%), and those who
had never had one (35%). The exception is those that tested more than five years
ago (4%). It is possible to speculate that those who had never had a HIV test, or
those for whom it was over five years ago, might not have had a test if it weren't for
this scheme (equating to 39% in total). There were no major differences in the
proportions of the sample who had had a previous HIV test between those who
identified themselves as gay and those who identified as bisexual (so no chart is
represented).

Information about previous GUM access (in Sheffield), recorded as part of the
evaluation process, shows different results (see below). Though data may not be
entirely reliable if people gave false names (at GUM or as part of Time 2 Test), this
again suggests that Time 2 Test may have reached men that would not otherwise
have accessed GUM services locally. In addition, a small number of men participated
in Time 2 Test who were known to have refused HIV tests at GUM previously. The
figures for those accessing GUM in the last year or within the past five years (below)
are clearly smaller than those reporting previous HIV tests in the same period
(above), which could also suggest that some men access HIV testing services
elsewhere within or outside Sheffield.

20



Previous contact with GUM clinic

HYes -in lastyear
I'Yes -inlast5 yrs
#Yes - morethan 5 yrs ago

ENo - never

Most (61%) of this sample had no previous contact with Sheffield GUM clinic, despite
65% of the sample having a previous HIV test (as shown previously).

Though less than half of the sample (39%) had any previous contact with the GUM
clinic, so caution is advised, some correlation with previous HIV testing is visible
below. This is unsurprising, to some extent, with those who had never been to GUM
forming the largest group among those who had never had a HIV test. Those who
had a HIV test more than a year ago, were more likely to have had contact with the
clinic more than a year ago, and of those who had been to the clinic in the last year,
a higher proportion had had a HIV test in that year. Despite the comments earlier,
this would suggest that at least for some men, the local GUM clinic is an important
source of HIV testing.

21



Previous contact with GUM clinic, by previous HIV tests

Previous HIV test

« e « ST

Percentage of respondents

Though there is a need for caution in terms of sample size, the graph below shows
that of those that had been to the clinic before (39%), nearly half of these (15% of the
whole sample) identified themselves as bisexual (though gay men were more likely to
have been within the last year).

Previous contact with GUM, by sexuality

e
|
D omaw

Sexuality

Percentage of respondents

The graph below presents data on those men having unprotected sex with a new
partner in the last three months. Though relatively unsurprising, this shows that those
who did, were more likely to have had contact with the GUM clinic (just 15% never
having contact, and 24% in total having previous contact). Conversely, those who
had not had unprotected sex with a new partner in the last three months were less
likely to have had contact with GUM (with 44% having never).
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Previous contact with GUM clinic, by new partners in last 3 months
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Previous sexual experience

These results concern the previous sexual experience of pilot participants.

Had unprotected sex with a new partner in the last 3 months

Yes
No
m Don't wish to answer

39%

57%

Over half (57%) of this sample had not had unprotected sex with a new partner in the
preceding three months (see above). This broadly correlates with data about the
number of different sexual (unprotected sex) partners within the last year, with 28%
having no unprotected sex in the last year, and 31% having unprotected sex with just
one partner (see below). In total, 38% had had unprotected sex with two or more
different partners within the last twelve months (including 12% who had unprotected
sex with six or more different partners within the year).
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Number of different partners for unprotected sex in the last 12
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When looking at unprotected sex within the last three months (and maintaining
caution with the small sample size), the proportion of bisexual men who had
unprotected sex with a new partner was considerably higher than for the gay men in
the sample (see below). In other words, it could be said that few of the bisexual men
in the sample (8%) had not had unprotected sex with a new partner in this period
(whereas 52% of gay men in the sample had not).

Unprotected sex with a new partner in the last 3 months, by sexuality
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Numbers of different partners across the past year, however, show no particular
pattern in relation to sexuality (so no chart is provided), though again there is a
higher proportion of gay men with no or just one partner.

There appears to be some association between the number of different (unprotected
sex) partners in the last year and ever having a previous HIV test (see below). Of
those who have never had a HIV test, a higher proportion reported no unprotected
sex in the last year, or with just one partner (24%). On the other hand, the small
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number of men who had unprotected sex with six or more different partners in the
last year were distributed amongst those who had had: a test in the last year (6%), a
test in the past five years (2%), and never (4%).

Number of different partners for unprotected sex during the last 12
months, by previous HIV tests
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Views on Time 2 Test provision

Feedback on the pilot expressed as part of this survey was all positive: 100% said
that it was easy to use the testing kit, and 100% reported the instructions were easy
to follow. Most additional comments provided were also positive:

“This is a very good idea. | know friends who | will tell about this service and am sure
they'll use it. Thanks”

“Really good idea”
“Really good idea, much easier than the clinic and less embarrassing”
“Great way to test”
“Great investment”
Other comments included:
“Would home blood sampling be more reliable?”

“Quicker testing would make the service better and encourage more people to
participate”

“A test pack should be sent for a partner if required”
Interview findings
The findings analysed below are drawn from four telephone interviews with pilot staff

representatives. Though limited in scope, this stage of the evaluation nevertheless
highlights a number of issues and themes for reflection.
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Pilot aims and partnership

The pilot team involved a number of different roles and responsibilities, primarily

grouped around the following categories:

e CHIV/outreach — kit promotion and distribution; pilot coordination

e GUM — pre-pilot sample-kit usability and acceptability testing; results
management; development of robust pathways for reactive tests and positive
patients

e Virology — pre-pilot validation of sampling method and testing; laboratory testing;
results processing.

Within this collaboration, there were a number of (interlinked and overlapping) stated
pilot aims, including:

1. Testing the efficacy of home oral sampling for HIV testing

2. Broadening opportunities for HIV testing locally

3. Raising awareness about options for HIV/STI sampling (including home
sampling) and testing within a wider (safer sex) educational outreach role

4. Providing information to encourage HIV testing

5. Reaching people at risk of HIV who hadn’t previously / don’t normally access HIV
testing services

6. Providing easy access for any newly identified HIV positive patients into
appropriate health care.

Pilot outcomes and results

For most interviewees, the pilot met their specific aims “definitely” and “absolutely”,
with only aim 5 (above) more difficult to prove, though evidence above suggests that
this was the case for at least some participants (based on data on previous GUM
access)®. Some staff interviewed described how the pilot provided a good opportunity
for brief intervention work to discuss wider sexual health attitudes, assumptions, and
behaviours, as well as highlighting guidance on the need for regular testing (through
GUM or other means). It was reported to be helpful to have a specific initiative to
promote in beginning discussions, rather than being limited to generalised
information about testing, service access, and so on. In particular, it was said to help
outreach workers challenge ‘I don't really want to know [my HIV status]’ beliefs
among some men, linked to emphasising the benefits of early diagnosis. This may
possibly have reached more isolated men (for example in public sex environments,
or through the website) than previous outreach work on the scene, evidenced by the
higher than anticipated numbers of bisexual men participating in Time 2 Test. The
pilot may also have helped to begin to ‘normalise’ HIV testing locally among the
target audience, and to reduce the stigma and taboo sometime surrounding the
issue. This in turn may make it easier or more likely for men to attend GUM services
in the future. The website particularly was highlighted as an important new way of
engaging with local men to encourage service / testing access (and maintaining
anonymity). Generally, the team were satisfied with the numbers of men requesting
kits, and the proportion of men who returned samples. This was attributed to the dual
approach of both outreach and online distribution (the outreach workers could point
men to the web address through the information card, or give out actual Kits if
requested, in appropriate settings).

Some issues connected to pilot delivery were identified within the interviews,
including capacity and training issues for Virology which, until this pilot, had not

* Aim 6 was impossible to evaluate in this pilot, as all test results were negative.
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previously processed HIV tests based on oral samples. Similarly, as patient samples
being sent direct to the laboratory is unusual, results had to be processed differently.
This involved staff collating the initial patient information sheets with the test results
(to send on to GUM). This was time consuming, and would potentially be impractical
on a much larger scale.

However, strengths of the pilot's implementation were also highlighted, including the
variety of publicising methods, the strength of local outreach presence, and the
increased targeted work with scene venues. A specific example was the strength of
participation from the sauna. It was initially expected to leave information cards there
(along with other scene venues) but following feedback from men using the sauna
(via the sauna’s manager) it was agreed that kits would be also left there which the
manager would be responsible for distributing on request.

A key strength on which everyone agreed was the success of the “fantastic”
collaboration, which was said to work “incredibly smoothly”. Though this partnership
was bigger than most team members were used to, this included the strength of team
communication, and meeting discussions, with CHIV as a central coordination point.
One interviewee commented that the strengthening of these relationships was not an
anticipated outcome of the pilot but they strongly believed it would helpfully inform
future collaborations. In particular, the insight gained from working with Virology was
said to be useful in thinking about future outreach testing related services.

Anecdotal feedback from pilot staff suggested that local men were happy with the
pilot and/or would have liked it to continue, concurring with evidence above. There
were, for example, reported to be very positive responses at Pride. Just “one or two”
men raised questions about other STIs within the same sample, and/or the accuracy
of oral samples, which outreach workers were able to answer. An interesting issue
which is difficult to explore (as there was no direct question on the survey) is whether
it was the oral or home element of the sample that had most appeal for men. Staff
opinion varied, with some emphasising the advantage of home sampling for men to
do it in their own time (but not have immediate results at home), with less
embarrassment not doing it in front of a health worker, and/or without being restricted
to service access times/venues. Others identified the advantage of oral sampling for
needle-phobic men. The consensus was that both factors were probably important,
aided by the ease of the instructions and sample process (evidenced previously).

Staff views generally identified the importance of oral home sampling within a
“portfolio” of local testing options, which compliment (and do not replace) existing
services such as GUM. Several issues were raised in addition to this. Some
interviewees stressed that oral sampling is still not quite as accurate as blood
sampling, and that blood sampling can more easily be used for other STI screening
as well. However, all agreed that oral home sampling is an important option for those
who might not otherwise access HIV testing. Most staff agreed that in an ideal world,
people would attend for full sexual health screening (e.g. at GUM) and be reviewed
by a specialist, but that a continued oral home sampling scheme would be beneficial,
within a national context of broadening HIV testing options, to increase
availability/up-take (and hopefully early diagnosis). This could also be expanded to
other ‘at risk’ groups (not just targeted at gay and bisexual men), and potentially
include other STI tests.

Regarding the results, there was some surprise expressed at the lack of HIV+
diagnoses. It was felt that this could relate to a generally good uptake of testing
options locally (and hence low undiagnosed numbers) and/or generally low HIV
status among local MSM GUM attendees (i.e. less unmet need for testing). There is
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some evidence to back this up in local data from the Health Protection Agency’'s
unlinked anonymous prevalence monitoring programme (UAPMP). These two factors
could relate to the strength of ongoing HIV prevention and sexual health promotion
activities in Sheffield. Alternatively, the low HIV+ rate could relate to not reaching
enough of those men who do not access services or testing. Whilst this may be true
to a certain extent, data presented above does show some evidence of higher
numbers of men taking part on Time 2 Test who had not previously accessed GUM
or HIV testing elsewhere (hence it was not just ‘the worried well’). One interviewee
stressed the importance of knowing one’s HIV status in any case.

A disadvantage of all of the returned samples testing negative for HIV antibodies,
was the fact that it did not allow for learning about any potential disadvantages of a
positive diagnosis through a postal scheme.

Wider positive outcomes identified by interviewees included Virology's increased
experience of working with oral samples for HIV testing, and the pilot informing a
future point-of-care testing pilot (with health advisors) in community settings.

Implications and issues for future delivery

Interviewees were asked to think about changes they would like to see should a
similar service be implemented in the future, and any recommendations they’'d make
to other services thinking about such a scheme.

Most interviewees said it would have been good if the pilot could have lasted a little
longer to build on the dissemination and publicising activities at key events such as
Freshers’ week (at two universities in Sheffield), or around the Christmas period.
Running over the summer period had advantages, such as Pride and other social
activities, and disadvantages, with the potential for men being away on holiday.

A future scheme could potentially add more collection points, such as Central Health
Clinic (a location in the city centre for sexual health advice and treatment) and
appropriate youth provision such as Fruitbowl (LGBT group), though care would need
to be taken not to discourage the use of existing on-site screening, or referral
pathways.

Suggestions for other organisations included:

e be clear it is a home sampling, not home testing, scheme

e use heavy promotion through events, locations, and publications

e maintain a continued presence in outreach work, particularly at key times and
places (with a continual look for new opportunities)

e ensure close work with particularly key venues, and a willingness to be flexible to
suit their client’s needs and requests

e clear up-front information and explanation about the scheme to potential
participants (to allow for further word-of-mouth promotion).

Other issues to consider were raised, including the feasibility or scope for other
postal screening schemes for key STIs, such as Syphilis (or having a joint
HIV/Syphilis testing scheme). It was also stressed, however, that a composite STI
screening scheme may be more beneficial with a health worker. One person raised a
point about HIV testing schemes raising (unnecessary) HIV anxiety among some
men, which may be more easily dealt with through a service rather than a postal
scheme. Another also emphasised the need to remember the broader messages
about sexual health, not just HIV.
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5. Conclusions and recommendations

This evaluation has shown that the Time 2 Test pilot was successful in the
development, implementation, and delivery of an oral home sampling HIV testing
scheme in Sheffield (and subsequently South Yorkshire). A particular strength has
been in the level of close team collaboration across a variety of partners. The pilot
was also delivered within the original timescales set by the Department of Health.

As part of this pilot, the team have demonstrated three factors likely to be key in its
successful operation, through the broad dissemination of pilot information and Kit
distribution. These are:

1. Strong use of, and engagement with, a variety of print and online media
resources to publicise the pilot

2. Use of existing outreach workers to build on and strengthen relationships already
developed in the local scene and other appropriate venues (such as public sex
environments) as part of the pilot

3. The dual approach of utilising both online and physical resources for information
and kit dissemination.

Overall, there were just two technical/administrative issues during the pilot period,
which related to the web ordering system, and the delayed processing of test results
(see Chapter 3).

There is evidence of positive responses to the pilot from the target population (MSM),
drawn from four different sources: the anecdotal evidence provided by pilot staff, the
website poll results, participants’ responses to the feedback form, and the numbers
of requests for kits from outside South Yorkshire. These clearly demonstrate an
interest in oral home sampling for HIV testing.

Statistical data contained in Chapter 4 may also suggest that the pilot was successful
in reaching some ‘new’ men not (regularly) engaging with previous/existing sexual
health work, that is:

¢ the higher than expected numbers of bisexual men (26%)

e those men not having a HIV test within the last year (70%)

e men not having accessed Sheffield GUM within the last year (89%).

Weaknesses in the scope of the evaluation mean that it was not able to: involve non-
participants, follow-up men not returning kits, or talk in more detail to pilot
participants. Nevertheless, the pilot demonstrates the potential for future home
sampling in relation to HIV. This is key at a time when national policy seeks to
increase choice, availability, and take-up of testing. HIV diagnosis is key in two
respects: first, to reduce the numbers of late diagnoses (Health Protection Agency,
2009), in turn influencing rates of transmission, and second, to decrease the
numbers of men with HIV unknown status (Health Protection Agency, 2009; Hickson
et al, 2007). The Time 2 Test pilot has shown that increasing options for HIV testing
can be beneficial, and has reduced the numbers of unknown HIV status in South
Yorkshire (primarily Sheffield) by 59 over a three month period.

Wider outcomes include:

e strong possibilities for future collaborative work in Sheffield based on pilot
partnership working

¢ Virology's extended experience of oral samples for HIV testing
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thorough testing of the validation and efficacy of oral home sampling for HIV
testing (see Chapter 3)

expanded opportunities for wider educational/outreach work with local gay and
bisexual men during the pilot

useful information for future health promotion activities gleaned from Google
analytics as part of the evaluation

the potential for other forms of community screening, such as point-of-care
testing, and further outreach initiatives, informed by the pilot.

The pilot and evaluation have also helped raise a number of issues, which could be
usefully borne in mind for any future service developments. These include the fact
that home sampling schemes are often reliant on an efficient postal service (which
would not have been the case had the pilot still been operating during the national
postal strikes during 2009). In addition, it is worth noting that the effects of an HIV+
diagnosis via a home sampling scheme have not been explored within this pilot.

Recommendations

Arising from this report, a number of recommendations relevant to future service
development can be identified:

1.

2.

10.

Ensure there is a committed, multi-disciplinary, collaborative team in place at
project outset, in order to support meeting timescales and objectives

Consider the feasibility and/or need for other STI screening (particularly Syphilis)
through home sampling methods targeted at gay and bisexual men

Explore the potential for any future pilots/services to operate for a period longer
than three months. This should allow for all promotion routes and the interest
generated to have developed and fully materialised in the number of kit requests
and returns, which can take time (kit requests and returns continued after the
pilot end date as part of Time 2 Test which meant that funding restrictions did not
allow for these to be processed)

Before service implementation, careful consideration should be given to
laboratory capacity, for example regarding the speed of testing and result
authorisation

Careful consideration should also be given to the timing of any service pilot
period, or service launch date

Ensure widespread publicity as part of a service/pilot launch, and throughout its
lifetime; this should include media aimed at both gay-specific and non-gay
specific audiences

Where possible, utilise existing outreach staff, and/or any existing relationships
with relevant venues or organisations (e.g. on the local scene)

Try to maintain a high-profile for the service/pilot, for instance running specific
events tied to the project, and/or attending appropriate events (such as Prides)
with the purpose of project promotion and/or education. This should involve a
continual look for new publicity opportunities

Ensure clear information as part of the kit, suitable for people of all abilities, and
for those for whom English may not be a first language

Ensure clarity about whether the scheme is a home sampling or home testing
scheme.
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HIV Home Testing Scheme

Time 2 Test?

Instructions for taking a saliva sample for HIV testing.

You should not eat or drink for at least 30 minutes before taking the saliva sample.
You should also not chew gum before or whilst taking the sample.

The sampling kit includes the following items
Kit

1 — Sample tube
2 — Sponge stick

3 — Sticky label "
4 — Plastic container siotoaca uesTavce
5 —_Form

6 — Pre addressed envelope

Remove the tube (1) from the packet, open the tube and take out the pink
sponge stick (2)

Put the sponge into your mouth and firmly rub this
along your gums at the base of your teeth for at
least one minute — this will make sure that the
sponge is wet and has collected enough saliva.
Using a watch or clock to make sure that the sponge
is in your mouth for a minute might help you to time
this.

Put the sponge (2) back into the tube (1) and put the top on

Complete the small sticky label (3) with your first name, last name and date
of birth and stick this onto the tube (1) making sure that it is positioned so
that it can be read. Please note that the lab will not be able to test the sample
if the label complete with these details is not stuck on the tube.




Open the plastic container (4) and put the tube
(1) inside and put the top on. In order to secure
the top onto the plastic container you will need
to press both ends in as in the diagram.

Complete the form (5) making sure that you complete all the boxes. You
will see that the form has two halves:-

e On the left hand half is essential information that we need in order for
your sample to be tested. Make sure that you indicate all the ways in
which we can contact you with your results.

e The right hand half is optional, but this information will greatly help us to
evaluate this scheme and hopefully help us to build a case to continue
to offer this service in Sheffield. The optional half of the form will be
separated from the essential half, which the testing lab keeps, so the
evaluators will not know your personal details.

o All the information you give will be treated confidentially
Put the container (containing your saliva sample) and the completed form

into the pre-addressed envelope (the one marked biological substance) (6)
and seal the envelope

Post the envelope in a post box, on the same day that you took the
sample. Avoid posting the envelope at the weekend.

You should receive the result of your test within 2 weeks. If you haven’t heard from us by
then, you could call the GUM Clinic at the Hallamshire Hospital on 0114 276 6928 and ask to
speak with a health adviser.

Timg Fest Check List
Have you:-
] Taken a saliva sample for at least one minute
Completed the sticky label and stuck this onto the sample tube (1)

Placed the sample tube inside the plastic container (4)

Completed the form (5)

O O o d

Put the sample and completed form into the addressed envelope (the one marked biological
substance)



This is essential information that we need in order for the test to be completed

This is optional information — it will help us to evaluate the project

PATIENT DETAILS

Surname

Forename

Date of Birth

Postcode

Date sample taken

Time sample taken

am /pm

For laboratory use only

Requester Code:
SALHIV
Location Code:
SALHIV

Test Code: SALHIV

CONTACT DETAILS

Tel No:

a) By telephone

Please indicate ALL the ways we could use to contact you with your results?

ip NnumBer 0001

b) By text

Mobile No:

Is it OK to leave a message?

Yes

No

c) By letter

Address

All information given will be treated confidentially.

ETHNICITY

WHITE
British
Irish
Any other white
background
MIXED
White and black Caribbean
White and black African
White and Asian
Any other mixed
background
ASIAN or ASIAN BRITISH
Indian
Pakistani
Bangladeshi
Any other Asian
background
BLACK or BLACK BRITISH
Caribbean
African
Any other black
background
OTHER ETHNIC GROUPS
Chinese
Any other Ethnic group

Have you ever had an HIV test?
Please tick all that apply

Yes - in the last year

Yes - in the past 5 years

Yes - it was more than 5
years ago

No - | have never had an
HIV test

Have you had unprotected sex
with a new person in the last 3
months?

Yes
No
| don’t wish to answer

How many different people have
vou had unprotected sex with in
the last 12 months?

Please state approximate number

Are you:

A gay man
A bisexual man
Other - please specify

FEEDBACK
Did you find it easy to use the
testing kit?

Yes No

Were the instructions easy to
follow?

Yes No
Any other comments?
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Appendix 3: Evaluation flyer
TIME 2 TEST EVALUATION

Sheffield Hallam University (Eleanor Formby and Julia Hirst) are evaluating
Sheffield’s Time 2 Test project.

As part of this, we'd like to know your views and experiences of using the testing
service. So, we'd really appreciate it, if you could complete the ‘optional’ half of the
patient form supplied with this kit. Your responses will feed into the continuation
and/or development of services like this.

The optional (right) half of the form will be separated from the essential (left) half,
which the testing lab keeps, so we will not know your name. The lab will then forward
the evaluation half of the form to us. All responses will be kept confidential and you
won’t be identifiable.

If you have any questions or concerns about the evaluation please contact:

Eleanor Formby, Sheffield Hallam University

Tel: 0114 225 6065 or 0787 526 9054

Email: e.formby@shu.ac.uk

Thank you very much for your time!
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Appendix 4: Interview questions

EVALUATION OF TIME 2 TEST PILOT: STAFF CONSULTATION QUESTIONS
Introduction
As part of the Time 2 Test evaluation, we'd like to consult with a small number of
people involved in the project to get an insight on their perspectives and experiences
of being part of the pilot. These will be included in our evaluation report, but views will
be reported anonymously.

The interview will last around 30-60 minutes. If it's OK with you, I'd like to record it to
help me when | come to write it up. Is that OK?

Any questions?
Questions

1. To start with, can you just give me a bit of background about your job and
organisation, and the role within the pilot?

(Were you involved from the start?
How did you get involved?)
2. Inyour view, what was the main aim of the pilot?

(Were there any specific target groups within gay and bisexual men / men who
have sex with men?)

3. In your opinion, did it meet that aim?
(How do you know / what's that based on?)
4. What is your impression of how it was received among men in Sheffield?
5. Do you think the pilot met a need or gap in current service delivery?
(How / in what way?
Does this type of service need to continue in your opinion?
How come / for what reason?
Would you expand or limit its remit at all?)

6. I'd like to now explore what in your view worked well as part of the pilot in relation
to the following areas:

- overall

- the dissemination and distribution of the kits

- the kit itself, including the instructions contained within it
- the returns and results processing procedures

- the results dissemination process, and any follow-up

- the pilot team, and collaboration generally

- the monitoring of the pilot
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- anything else?

7. And what, if anything, didn’t work so well in terms of:

- overall

- the dissemination and distribution of the kits

- the kit itself, including the instructions contained within it

- the returns and results processing procedures

- the results dissemination process, and any follow-up

- the pilot team and collaboration generally

- the monitoring of the pilot

- anything else?

8. If it was continuing, and you were able, what changes would you make?
9. Were there any specific issues raised for you as part of the pilot?
10. Did you have any concerns about any aspects of the pilot?

11. Are there any general recommendations you'd make to anyone else thinking
about beginning to run a similar scheme?

12. Do you think this pilot will lead to any service developments in the future?
(What would you like to see happen?)
13. Any other comments?

Thank for time
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