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Preamble

X

Itis entirely defensible to impase a time-based ban on dohating blood for transfusion after
sexual encounters that carry a risk of becoming infected with transfusion-transmissible
disease. The length of time of that deferral period must be sufficient to address any risk o
patients receiving blood.

1t cannot be shown that the lifalong ban was ever necessary for prevention of HIV
transmission by blaod transfusion. Such data as are available indicate that It can be reduced
1o a shorter ban without increasing the rlsk of HIV transmission by transtusion.

& HIV transmission teok place in Ireland fram MSM prior to testing; a one year ban in Iretand
at that time would have likely been effective, or at least as effective as a lifelong ban —if a
similar infectlon were to arise again in the future a one year ban would likely perform
equally well as a lifelong one.

< This In turn raises the question as to what the mechanism of current blood safety from

emerging disease risk associated with sexual activity really Is; understanding that mechanism

in detail may be a more impartant step than anything else, and relying on an unnecessary or

ineffective measure may be counterproductive.

1 Introduction

In January 2015 the |BTS presented a paper to the Minister of Health that outiined the optiens for a
change in the lifelong ban on blood donation fram men whe have sex with men {MSM) {Appendix 1}
This in turn was in reply to a request fram the preceding minister to review the policy. In April 2016
the I1BTS conducted an international colloguium an the MSh blocd ban to progress the matter
(Appendix 2). Key individuals %‘rum 7 countries {Australia, Canada, France, Germany, Spain, United
¥ingdom & United Statas} who have changed or are changing the ban fram a lifetime one to a
shorter deferral period, or a policy that avoids any specific questions about sex hetween MSM,
presented the rationale behind their changes In pelicy, and the experience to date in their
communities following a change of policy. {Appendix 3 gives links to the supporting literature from
countries where farmal processes to review the policy were conducted.} At the oytset of the
canference, the |BTS looked far countries to present and participate where the policy of z liftelong
ban had not been changed, and where it was understood that this not changing was a recently-
defined policy decision based on some systematic analysis, Germany was Invited on that hasis.
Howaver we were informed just prior te the conference that the German blood authorities were in

the process of review with a view to a change. This was the hasis on which they participated. In




addition delegates from Italy and New Zealand were invited, but were ynable to atiend; the New
Zealand Blood Service generously shared detalled deta on thelr experience following a change from

a 10 year ban to a five year ban in 2008. Data from Italy were available in the published literature.

Beginnlng in 1983 the IBTS took measuras to defer MSM fram donating blood. This reflected much
of Western opinion around that time — HIv was far more evident among gay men at that time, and
was known to be transmitted by transfusion from gay men. The early measures consisted of
information leaflats, and did not include efther specific questions or donor Interviews, and did not
specify that men who have had oral ar anal sex with ather men, ever, even once, even with a
condom should not donate, as subseguently became the explicit policy. HIV was also known In the
19805 to be transmitted through sex with sex workers, and men whe had sex with female sex
workers were also banned from donating btood, though for one year only. The efficacy of the ban
has never bean seriously questioned — there was clear evidence of a reduction in transmissions of
HIV from blood transfuslans in 5an Francisce after the ban was introduced [1], and thisis generally
accepted as evidence that it was necessary and effective. Whether a lifelong han was more effectlve
than a shorter deferral pericd has never been formally tested, and in any event any evidence thata
lifetime ban was effective before testing was available could not easily be exirapolated to the
situation after the advent of testing. A precautionary approach might dictate that the policy of a
lifetime deferral for MSM is not broken now and therefore notin need of belng fixed —the ban s in
place, the incidence of HIV In the denar population is very low, there is na problem. It will never be
nossible to apply com parisons in precautionary weight, and any suggestion that the ban In place now
might #amage future blood supplles and future patlents cannot be used to argue for removing the
ban on a precautionary basis. Nevertheless introducing or maintaining a measure intended to reduce
risk to sorme, that resulis in increased risk to athers may be unethlcal and would require additional
measures to protect those others, as well as evidence that the original measure Is essential for the

purposes Intended,
An argument for remaving or replacing the ban must be based on

1. Fvidence that its removal does not worsen the reason it was introduced for — L. evidence
that a shorter ban is as effective as a fifelong one in addressing the risk of HIV transmission.

2. Evidence that removing or replacing the ban does nat otherwise expose patients to other
risks that they would not otherwise he exposed to.

3. Acompelling reason for changing the ban - i.e. the potential realizable gain should outweigh

the residual uncertainty.




This last point is of a different order 1o the two above:

fis possible ta argue that the evidence in favour of a shorter ban is as strong as that

infavour of a lenger one;

tt is possible to argue from the available evidence that a lifelong ban on M5 was.
never essential and is inadequate and ineffective on Tts awn to address future risk. If
a Iifelc}\g han were necessary on probahilistic mleroblological grounds, then a similar
lifelong ban would be necessary for men who havée sex with sex workers, wamen
whp have sex with men who have sex with sex workers, women wha have sex with
IS, and so forth; without these additians an MSM lifelong ban cannot be effective
on its own. & wilil not sclve the problem 1t sets out to solve, and cannet be shown to
prevent It. It might have a chance of delaying spread of an emerging infection
threugh blood transfusion in Ireland — however it would be impossible to put any
firm figure on such a possibility, particularly since treland would probably be one of
wery few countries with a lifetime ban. reland does deploy an effective measure
against the spread of emerging unknown transfusion-transmissible \nfedWEns: the
non-acceptance of donations fram Individuals who have themselves been
transfused. This policy addresses emerging risk from any source. Though It cannot
be used in justification for removing any other strategy that would likely be
affective, it does mitigate the risk around emerging infections. This is nal a widely
used strategy - France intraduced it in 1997 1o offset the risk of transfusion

transmitted vCJD, followed by ourselves, and later the UK and the Netherlands.

Nevertheless it will olways be very difficult or impossible to show that removing
the lifelong ban or replacing it wif make patient safety better, so that the reason
for removing it, even if there are no sound reasons for keeping i, lies outside the
strict realm of putient safety, at least n regard to safety of current recipients of

blood transfusian.

For this reason while this paper discusses the uncertainty or risk In removing or

replacing the ban, and what the future benefits to the misslon of the IBTS might be,
it must be left to some valid societal process to decide an the balance betwesn the
guantum of residual uncertainty and the value to the lrish peaple. The Board of the

IBTS may constitute such a process — [t is clearly appointed In the peopie’s name,




and Is accountable under the democratic process, and may be empowered to actas

agovernmental agency In the averall public interest,

2. Is there evidence that removing the ban does not worsen the reason it was
introduced for — i.e. is there evidence that a sharter ban is as effective as a lifelong one in

addressing the risk of HIV transmission? . i

In strict terms, no, there is no direct evidence that thisis the case; instead evidence can be
presented that changing the ban from a long ane to a shorter one did not result in an increased risk

af HIV transmission from blood transfusion. Data are available from four countries where the

lifetime ban {a ten year abstinence ban in the case of New Zealand) introduced during the 19805 was
subsequently changed to a sharter ban - one year in Australia, and the United Kingdom, 5 years In
Canada and New Zealand. Between them, the four countries presented data on detected infectious
disease markers in donors from a total of approximately 10,000,000 donations from befare the
period the change was made compared to a similar number of denations from the period after the
change was made, As shown in Table 1 below there was no increase in the number of infectious

marker-positive donations in any of these countries before and after the ban was altered.

Table 1 (from 5. Marley, Select Statistics, Exeter, UK.}
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It can he concluded that these countries have not seen evidence to date that changing the ban has
increased the exposure to undetectable window period risk for HIV infectlon from blood transfusion
for their patients. In the UK there 1s a decrease in overall incidence of infectious disease markers In
male donors that exceeds the p< 0.05 threshold; whether thls decrease can be attributed to the
change in deferral policy cannot be determined, but it 1s encouraging that the observed change was
in the direction of decreased incidence of disease. Nevertheless it cannot be conduded from these
¢fata that a similar benlgn ar even heneficial resukt wauld occur in Ireland if we were to do the same.
That would be carga cult thinking {2]: deing what locks to be the same as others and expecting
similar results without really understanding the cause and effect refationship. However the data do
allow us to conclude that changing the han can resultin benlgn outcomes in similar cultures of blood
transfuslon and societal tolerance and mores to our own, and that we cannot easily defend
continuing the ban on the basis that it would be dangerous to ift it —we have no data indicating that

to be the case,

Instead the data can reasenably be interpreted as indicating that if we remove the Ilfelong ban and
replace It with a shorter abstinence ban we could expect to see no difference in HIV risk. This is
provided that we do 5o with care to communicate our intentions and raticnale, with an effective
mechanism to capture data that would tndicate an unintended change for the worse in terms of
disease risk, and provided we ensure that the measure could be reversed if necessary. {See Sections

883}

The ohserved effect of modulating the ban in the four countries above suggests that a lif2long ban
does not per se provide a significant degree of iransfusion safety over and above other measures
currently In place. This relies on a broadly untested assumption, that the risk of an undetectable
window petiod infectian Is propertionate to the rate of detection of infection in the donor
population. There are several reasons why this assumption may not be true, and since it is the
cornerstone of argument in favour of lifting the ban {there is ne ohservable increase in detectable
HIV infectians, therefore thare is no llkely increase in risk of undetectable window period infections)

it is important ta explore it.

At Tt simplest, the assumption that the windaow periad risk s proportionate to the detectable
dizease marker rate implies that a donor is as likely to prasent on any given day after they are
infected as on any other, so that shartening the window perlod by improved (more sensitive} testing
reduces the risk in proportion ta the proportion by which the window period has been reduced.
Haowever it is entirely possible that the likelihood that an infected donor will donate on any glven

day in any given blood transfusion culture is not randem, so that they may be more ar less likely to




danate in the presence of very recent infection than on other occasions [3]. Nor is it pessible to
determine whether donors are more or less tikely to donate closer to risk activity, new or in the
future. Mor is it possible to determine in advance whether or what seemingly unrelated cultural
change might affect that. For example a misconception that the Blood Transfusion Service testing
was cheaper, less intrusive and more sensitive {or quicker — both for access and results) than that
available elsewhere, might drive at-risk newly infected donors to the BTS as a testing service. That
this effect is real is certainly consistent with the Spanish data discussed in Sectlon 6. 1t 15 also
possible that this might dispropartionately affect heterosesual danors in apparently secure
monogamous relationships who sought anonymity and discretion. The net effect of this may be thay
shortening the windaw period from shart intervals to very short intervals may have an exaggerated
effect on safety, and that overall infectlon marker incidence or prevakence rates in donors do not
extrapolate linearly to residual risk. NAT-only positive rates may be a closer estimate io the risk
demographic. This would suggest that the data around infectious disease marker rates before and
after changing the ban are of limited value ~ they do not map the real risk underlying undetectable
Infectious dizease markers, which lies elsewhere — the likellhood that & donor who engages In
activity that puts him or her at risk of getting a transfusion transmissible infection —in the present
case HIV —will present ta donate biood very close to the time of infection. This by definitlan Is
detectable only in finding positive markers in previsus donors presenting again. Cne effect of this
{Figure 1} is that by far the biggest driver of residual risk is the degree of voluntariness in blood
donation — since the lifetime ban does not of itself affect that, changlng it would not be expacted to
gither. Only it it had an effect on voluntariness wauld It affect HIV risk, provided that there was a

clear understanding of r\sk'a:tivity, and reasenable deferral periods in place and understaod.

Sp while the accumulated data from the four countries above are encouraging, they may be missing
any reat effect, and they cannot be extrapolated te say that we would see the same effect, since they

may well simply show that the fifefong ban or otherwise was not important, gnd ihat the change was

simply not accompanted by a change in the dearee of voluntariness in the donation process in those,
countries. By the same token, if we do rot change the donor demagraphics In a similar way we
should expect to see the same effect. However if we wish to measure any effect of changing the ban
on safety, measuring incident or prevalent 5Tl infections will unlikely be sufficlently sensitive.
Instead a set of surrogate markers and testable supports for valuntariness (and perhaps associated

non-compliance) needs to be developed and deployed.
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Figure 1, There are approximately 2,000,000 people in Ireland who coild come to donate blood, Of these

only approximately 100,000 (1 in 20] come Ih any given year, B0% pass the screening process, 204 do nat.

We have a very good estimate of the HIV status of thase who pass the sereening process — they are tested
for infections. Less than 1 in 100,000 are positive for HIV. We do not know the HIV status of those who
come ta donate but who do not progress beyond the screening process. [t1s likely to be similar to the rate
in those who pass throtgh te donation, hut we do not know that with any useful degree of certainty. The
vast majarity of reduction in prevalence of HIV in the population whe donate compared to those whao da
it 0eEUIrs outsite the IBTS: people who put thernselves at Hsk of HIV do not come to donate at IBTS
£acilities to any significant extent at present {in sharp contrast to Spaln for example), The effectiveness of
screening cut at the [BTS those who do attend (as opposed to testing) and turning them away before a

donatlon s taken is not known and may be low or very low {35 it clearly is elsewhere}. Thus the

effortivaness of sereening in achicving the aim of reducing the risk of HIV transmission may be low or very
low. Instead the cultural mechanism by which people with HIV, and by inference people with behaviaur

that puts themm at risk of HIY, although largely unstudied and perhaps poorly understeod, is likely very



efferilve i reducing the number of people who test positive for HIY and may provide a significant degree
of security agalnst test-undetectahle very recent Infection. A person who deliberstely comes to donate for
non-altruistic purposes tan easily pass through the cultural and screening filters; only testing has
reasanable chance of detecting the activity, Future work should focus on understanding and protecting this

offective barrier rather than on trying to Improve the in-clinic screening process.

3. Emerging infections

Blood transfusion provides a microbiological niche that can greatly favour the spread of a dlass of
infections where the disease is unfamiliar or unknown to date, and the incubation period is long in
both donors and recipients. HIV, hepatitis B, hepatitis C, vCID, HTLVI/I| comprise these diseases o
date over the 70 or s¢ years of modern transfusion systems. Among these only HIV was addressed
by a ban on MSM denating blood, so that a ifeiong ban on MSM donating was not intended,
designed arvalidated to address the threat of unknewn infections in the future, though it might
address some. Blood transfusion services need to develop and deploy other strategles to reduce the

possibility of emerging Infections [4].

The MSM ban can be justified as a defence against emerging sexually transmitted diseases that fit
inta the category above — unfamiliar or unknown, no avallable test or surrogate marker, and a lang
infectious periad that is unaccompanied by detectable illness or infection, It Is justifiable to use
defence measures that are at best only partially effective, but to achieve the intended effect of
future blood safety they have to be accompanied by other means at our disposal to reduce the
uncartainty zround emerging infections. 5o that if the ban is explichly addressing emerging
infactions, then a similar ban would need to be applied to women who have sex with MSM, and to
people who have sex in exchange for money or drugs, and to people who have sex with people who
have sex with sex workers, on the bas’s of current knowledge, and in the absence of rigorous
analysis of the cantribution of each category to the emerging risk, it could alsp be argued that similar
deferral should apply to people with exposure to multiple heterosexual partners within a time
period - banning one and not the other will blunt the effect of an MSM deferra on preventing
emerging infections, While MSI, particutarly younger men, may be more promiscucus as a class,
there are 30 times more heterosexuals in the community. And it is impossibie to axclude sexual risk
entirely —we know that donors present with unsuspected posltive markers, albeit rarely, fram
regular partners. fwe accept a degree of uncertainty in one setting it is difficult to justify rejecting
the same order of uncertainty in another. So given that we accept donations after one year for

women having sex with MSN, or donars having sex in exchange fer money or drugs, then Itls




inconsistent to hase a different pollcy for MSK on the same considerations of emerging infactlon
risk. Similatly, since we are actlng In the light of uncertainty 2round unknown transfusion-
transmissible infections, the actions taken in respanse to rates of transmission in M5M communities
of known disease must be consistent with the actlons taken in heterosexual communities if they are
o be effective in achieving their aim. We already accept a level of uncertainty on behalf of patients;
changing the ban on M5M may not materially affect that level of uncertainty, In condlusion, using a
lifelong ban on MSM Is Inconsistent to the approach to the other risks of sex worker exposure or
female exposure to sex with MSM, unsupported by data, and disproportionate to other measures

taken to address the same fear,

what therefore is the deferral based on if net HIV, and if it is not grounded ina consistent approach
to microbicloglcal threats? It appears to be, at its simplest, a fear that what happened in the late
15705 and early 1980s could happen again, and we had better not remove the measure that helped
reduce the spread of infection then. This is not an Irratlonal fear - it would be naive to think that a
new Infection or mutant HIY strain could not arise In the same way, and an effective ban on M5
from donating for a very lang period of time after their MSM event might reduce its spread by bload
transfusion to some degree, though clearly not fully. Asexually transmitted infection spreads much
faster in the MSM community, with complex dynamics [5]. While there are thirty imes more
heterosexuzl people, withln the heterosexual cammunity the risk is not homageneously spread, so
that the risk for casual ar apparently low risk heterosexual sex is a minor part

{http:/ v, hipsc. 18/ A-ZfHIVSTis/HEY andAIDS/SurveillanceReparts} of the overalt heterosexual risk —
the rest being from sex abroad, or sex as ar with sex workers. Mevertheless while the risk from
heterosexual encounters is not insignificant, MSh eomprise a substantial proportion of the patential

visk of spread of a new sexually transmitted infection in Ireland.

Therefore the fear that if a new infection arase that was sexually transmitted it would be more likely
1o be transmitted among MSM is ratlonal; what remains to be shown is whether the fear that
removing the lifelong ban and replacing it with a shorter one {of one year in this instance} s well

founded.
That it may not he well founded is based on two observatlons:

1. The deferval propesed is for MSM who have been abstinent for one year. Assuming that
the issue of campliance can be meaningfully addressed {see Section 8}, this means that
M5M qualifying to donate are not engaging in at risk sex, and are unlikely to be at a

similar risk, or to have been at a simllar risk as high risk sexually actlve people in the

n




recent past [6]. The prior rate of spread of an emerging infectien in this group of MSM is
unknown, but Itis reasenable to suppose that it would not be the same as in some
currently hon-abstinent men. .

2. what happened in ireland in the 19705 and 1980s was not the same as what happened
I the USA; if the fear is that what happened in the USA could happen here, then that is
adifferent thing, and is based on no evidence that it happened in the past. What
happened i1 Ireland s that there was one known HIV transmission by blood transfusion,
which ocaurred before testing was introduced, This may have been prevented by a one
year deferral period, though we do not have evidence one way or the other. In the
meantime, the disease had already been apparant in the USA for several years, and,
lven that this was before PCR and AT, a test would very likely have been developed
and deployed here by the time that individual presented If translated to the current
tlme. So that what happened In Irefand in the 1980s does not provide support for

maintaining a ane year ban,

In concluslan It is reasonable to be concarned that a new infection of the class of HIV could arise and
spread silently and preferentially amang MSM in the future; however the view that a lifelong
donation ban for MSM In Ireland in would be necessary te provide protection in the future from
what happened In the past s not supparted by the events of the past. A one year deferral would

likely have been just as effective on the evidence availatie.

4. Is there a reason to change in any event?

A State may impose restrictions on its citizens by class of Individuals or at an individual level without
reaching their rights under certain circumstances. Such clrcumstances may pertain in the case of
the gay blood denatlon han. While blood donatien Is not itself a right, the ban has been judged to
infringe the rights of Indlviduals not to be discriminated against on the grounds of sexual orientation,
so that there is an anus on the State to demonstrate that the restriction on gay men is proportionate

to the benefit sought [7].

The effect that the ban must be propertionate tg |s threefold - the danger being addressed, its

effectiveness in addressing that danger and the discrimination caused,

Given the welght of legal opinion £7,8] behind the view that the ban must be justified by compelling

evidence that It provides an increased levef of security for patients, then failure to demanstrate that
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there is a risk to patients from changing it to something else warrants its removal. In other words the
onus is on the Blood Transfusion Service to justify its continuation with sufficient data, or evidence
of serious risk fram residual uncertzinties. Whether that weight of lagal judgement empowers the
IBTS to act an Its own to remove the ban, should it fail to demonstrate to its awn satisfaction that
there is a rsk to patients from changlng it, remains to be decidad, given that in any event removing
the ban could never be shown definltively to improve the care and safety of patients under its

burden of care.

For example it is easy to show that the approach used by the Spanlish [9] has exposed patients to an
increased risk of HIV transmlssion fram bload transfusions, and that such an approach applied in
{refand might have the same effect. Therefore not doing the same In Irefand as is done in Spain, in
the absance of large advances In blood safety technelogies or changes in epidemiology of infectious

diseases, can he justified on available evidence.

In contrast, the changes In practice in several ather countries, where a discriminatory policy remains
in place although 2 lifetime ban has been removed, have not been accompanied by manifest
changes In HIV risk, so that not following this practice in Iretand would require evidence that blood
transfusion practice, societal values and culture, or disease epidemlology 1s demenstrably different

In Ireland fram those countrles where such changes have been made,

ireland has a different perception of and telerance for risk than other countries, and a different scale
of redress for transfusion transmitted diseases. This needs to be taken into account in addressing
the tolerance for residual risk and uncertainty. On the other hand, the question posed is not
whether Ireland shauld strike out on its own to change to ban, but rather whether it can justify not
changing it 1 the light of the experience of other countries that have already done so. In that regard,
if it is conciuded that there is not sufficlent evidence available now to Justify 2 policy change in
regard to MSM danations, then there is surely a requirement to state what leve! of evidence would
be necessary [n Ireland before the ban can be removed. (See Sectian 7, A Question of Science. ) If
that cahnot he stated, then the default position is that the ban wiil never b‘;_ removed, and that

posltion cannot be justified.

Any risk invohved in changing the current palicy is horne by patients actually recetving transfusions.

The benefits to patients and others are hypothetical and general and displaced into the future.

These benefits ara:




Animproved pereeption among younger people, the essential blood donors of the
future, that the IBTS is not discriminating unduly agzinst MSK, and that it Is not
being overly conservative and increasingly irrelevant te them, thereby perhaps
helping to ensure the bloed supply into the future;

areduced likalihood of malign intent, where someone takes such offence at the
attitude of the IBTS that they give a blood donation as an act of protest, deliberately
withholding informatlon araund disease risk. This has happened in Ireland and
elsewhere in the recent past, but whether changing to a ane vear ban would be
enough to prevent It happening again in the future remains conjeciural;

improved self-image and societal image in young gay men that might reduce the
turden of psychological stress. Given recent evidence of higher rates of self-harm
amang young gay men than their heterosexual paers [10], this may be an important
Issue, but there are no data available to support the suggestion, and it may be )

perceived as lying outside the direct mandate of the IBTS.

In that setting it can be argued that sin:e.the BTS has ne data to support a case that changing the

ban to @ one year one Isin the interest of the patients it serves, though it may clearly be in the

public interest, then any decision on removing or altering the ban could only he made In the public

interest, and so by the Gavernment, nat the transfusion service. So even thaugh

we cannot show that there |5 any increased Tisk of getting HIV from a blood transfusion

where the ban 1s changed to a one year ban,

there is reasonable evidence from similar countries that it is Hkely to be a safe thing to do,

no one could ever state for definite that it was completely safe ta change prior to the

change, and all that we will ever be able to say is that it is very unlikely that there would be a

worsening of the current extremely low risk of acquiring HIV from a blood transfusion in

it may not be compatible with the mandate of the IBTS to impose that change. However, we are able

to state that from the point of view of HW risk from transfuslon, the IBTS can safely remove the ban

without any increase in HIV transfusion transmitted risk, Insofar as any currently accepted

reasanable understanding of risk applies. Given Gavernment's approval that we are acting in their

name we may reasonably praceed to implement a change.
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In addition, since we are able to say that a lifelang ban as apposed to a one year ban was never
required in Ireland to prevent transmission of HY In ireland in the absence of testing, and that itis
difficult to see how it would be now, and that countries closer to the risk of another Hiv-Tike
emerging event happening in the future are using a one year ban, It becomes very difficult to justify
not moving to a one year ban on the basis of any previcusly demanstrated benefit of a lifelong ban.
In any event we tolerate uncertalnty from transmission of an emerging sexuzily obtained
transfusion-transmissible Infection with a one year ban on other categories of persons containing
individuals with similar risk to at-risk MSM actlvity, so that leaving a longer ban in place for M5Mis
at best incanslstent. The nat effect is that the IBTS would struggle to counter the weight of legal

opinion agalnst the lifelong ban.

5. The Spanish pesition and the ltalian data

[tata presented at the Conference described the Spanish experience to date. These data have alsp
been published [9,11]. Since 2005 the Spanish Ministry of Health has enforced removal of any
apparent discriminatory policy on deferring gay men, and instead relies on an assessment by a
physician at the time of denatien to determine whether the individual presenting to donate
constitutes a risk for undetected transmission of infection. The physician seeks to exclude those who
have occasianal sex with a new partner in the past vear, among other exclusions. [n 2005 there was
a window period transmissien fram a gay man by blosd transfusion, casting sertous daubt over the

robustness of the Spanish policy, or at least over its current implementation.

The Spanish data show that the proportion of donors whe are M5M with infection has risen steadily
in recent years, suggesting that there has been a cultural change around M5M and blood donation in
Spain, manifesting itself several years after the ban was removed. The prevaience of HIV in blocd
donors in Spain is an ordet of magnitude higher than in Iretand, and over half of cases are in repeat
donors, of which almost 90% are in males, Itis not clear how that change has arisen, or why, but itis
sbvious that the physician interview is completely ineffective at excluding at risk donors wha chose
not ta comply with the rules. Sezking a cheap, discreet and effective test has been implicated in the
high rate of attendance and associated dishonesty in at risk and Infected donors [12]. In the absence
of a definitive and exienslve study of donor habits and drivers in Spain and any likely difference in
treland, a move to an approach anything like the Spanish approach would be Impossible to justify on

the basis of there heing no increase [n HIV risk.




A report by the Italian Blood transfusion Services was published in 2013 [12]. The Italian Ministry of
Health decreed removal of the permanent deferrai of MSM in 2001, The lifelong ban was replaced
with an individual assessment of risk on each donar conducted by a trained physician. The published
report shows that the incidence of HIV pesitivity in repeat donors is very high at 5 per 100,000 In
males in 2010 {cempared to 1 per 100,000 in females). The rate was 3.8 per 100,000 in 1999, shartly
before the MSM rules were changed (this is a total rate, not divided by sex for 1999, and Is hkely not
very different from the 2010 rate overall). Data In the report indicate that the donar interview
process has a very low sensitivity In detecting at risk activity in danors, and shows that it does not
provide an effective harrler ta donation from individuals who do not comply with the rules. Donor
culture 1s possibly guite different among Italian danars — donor incentives, discrete access to testing

and general societal tolerance fer hamosexuallty may not be comparable to Ireland.

Whether there are other preconditions that if met at some time in the future would aliow the
Spanish or ltalian approach to be revisited is not coveread in this paper, but for example advances in
pathagen reduction technolagies, rapid pre-donation testing, and a major shift in ST| epldemiology,
and a much better understanding of why infected donors do or do not come to bload donation
clinics could cambine in the future to have this poasitien reopened. I is unlikely that minor changes in
donor screening technigues could be shown te improve the effectiveness of the Spanish and Ytalian
anproaches - in strict sclentific terms there is no evidence that any system of donor vetting adds any
practicable level of safety for sexuaily transmitted Infection risk to blood transfusien, over and above
the degree of voluntarism and compliance with the requirements, and the sensitivity of testing. Any
effect of minor variations on the methodology of donor vetting and screentng cannet be quantified

without evldence of effectiveness In the first place.

6. Compliance and the interview process,

As shown above the doner interview process may be ineffective as a barrier te prevent at risk donors
fram donating. While it may prevent some infected donors getting through fo donate, there are no
data to give any meaningful estimate of the proportion that is excluded at this point. In the absence
of that informatien it Is impossible to test the effect of different interventions on the effectiveness
of the donar screening process [13} The clear Implication is that in the absence of compllance with
the rules governing donot excluslon, the donor screening process is ineffective (while in the
presence of compliance it iz likely largely unnecessary). Several delegates at the conference

presented data describing compliance —the underlying assumption being that changes in
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compliance around changes in the ban would affect safety. Thisis a reasonable hypothesis that
should be rigorously tested — a beneficlal change in compliance should resultin a measurable
reduction in donor incidence or prevalence of disease markers. However there is no valldated test of -
compliance that could be used to test the hypothesis at present. In particular studies to date tend to
express compliance as a phenamenon applicable to all donors [14,15,16, 17], wheress it is only
meaningful when expressed as non-compliance in donors wha should have complied by self-deferral
on the basis of an answer 1o a definite question: i.e. of donors who should have answered yes to
guestion X how many answered no? It might be possible to determine meaningful levels of nan-
compliance and compare the effects of changes in donor deferrals, or communicatlan strategies on

those levels, but that has not been done to date [13].

In the absence of adequate data to give a more precise measura of non-compliance expressed as the
proportion of donors who should have been excluded on the basis of sexual risk but were not, we
can still assert on the basis of published studies on residuat rates of Infection in donors and on donor
campliance, that non-compllance exists to a substantial degree and poses & consideratle risk.

Increases

non-compllance to the levels apparent in Spain and Italy could be dangerous in terms of
HIV transmission by transfusion, and subseguently emerging Infection risk. It is essential that non-
comphlance |s continually monitored; considerable effort needs to be deployed to Improve the
precksion of measurement, However we must work with the level of precisian that we have, rather
than try to work with something else that might be similar and usefully correlated, butthat 1s not
calibrated against the parameter of interest. So that in stating that non-comptiance exists among
Irish doners at present we can and should take steps intended to measure and address it at the

same time. (Ses Section 8: Measuring voluntariness and non-compliance. ]

7. A Questioh of Sclence

{1). We are repeatedly asked to base the deferral policy on science. We cannot use science ta
predict the future other than In a probahilistic fashion that is prone te be of such limTted vse as to be
practically ineffective In deafing with complex situations where seemingly remote events can have
major effects [18], We could, and should, deploy an approach based on falsifiability and propose
hypotheses for testing, and then see whether they have been disproved, since they cannot be
proved, In that setting the starting hypaothesis becomes of key impartance: are we trying to show

thatit is unsafe to remove the ban, or safe to remove the han?
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Suppose we try to show that It Is unsafe to replace a Iifelong ban with 2 one year ban, Data from

other cauntries that shaw no tncrease in incidence of Infection would not disprove that hypothesis,
and it will always be arguable that we have not conducted an adequate test to disprave that it s
unsafe. If the hypothests cannot be tested, then any approach based on data analysis alone cannot
e considersd scientific by current paradigms of science: asking for a sclentlfic basis for removing the
ban in answer to the question is it unsafe, Is Invalid in refation to accepted scientific approaches: 1o

amaunt of practicable testing could show that it was not unsafe.

Similarly we could try to show that it was safe — then we could conceivably design tests to disprove
that it was safe. Under this appraach, it is evident that the Spanish experience has disproved a
hypothesis that their approach was safe, and can therefore be rejected. Anincrease in abserved
infections that was unlikely to be a chance observation or a random event would be ac_ceptakﬂe
evidence that the hypothesis was wrong. Looklng at the four-country data would be a reasonable
place to look, and in deing so we find that the hypothesis is not disproved in their case. We now
hawe to examine this evidence sevarely —was it a reasonable test: would it have detected the effect
we were looking for If it was there; does not finding it mean the test was inadequate or that it
wast’t there, or was the test a reasonable test of the hypothesis? In any event we do not yet have to
change the hypothess that reducing the ban is safe, and the worst that the questioning of the
evidence can do is leave the hypothesis intact while leaving it untested. S0 what tests would
disprove that it was safe, If not the type of eplderaiological data from the countries that have

changed? A list of possihle tests is shown In Table 3.

Tabie 3. Tests of the hypothesis that replacing the lifelong ban on MSh is safe - (tests that could
disprove that it was safe}.

1. Transmission of HIV or ather tested-for infection by a donation from an MSM; this would not
disprove the hypothesis as a single event — It could be argued that it coutd have happened
anyway, but it wauld be very suggestive that the change was ynsafe. This has not happened
in countries that have changed to a one year deferral to date, though it has been seen in the

Spanish model .

2. Achange ina marker that is validated to correlate with window period Infection risk—a

marker of test-seeking behaviour for example, or of protest donations,

3. A demonstrable increase in non-compliance among high risk individuals, that is individuals B

with recent at-risk sexual activity.
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Qnce again in the absence of evidence that could disprove the hypothesis we cannot apply
standard scientific approach - we are left with having to say that such evidence that we have is of
sufficiant strength and quality that we may proceed with caution, or not. That is a value judgement,
not a scientiflcally demonstrated principle, bui it may be the best we wll ever be able to do. Toinsist
on a science-based demonstration of indemonstrable levels of security s to Insist on inertia until
there is evidence that the ban is actually harmful {and in that case, to whom?). That too is a value
proposition, that may be soclally acceptable or not, but it Is the logical alternative to the
introduction of change. 5o that if we are not satisfled with current evidence of safety we are obliged
0 state what would constitute such evidence as would satisfy us, and then seek such evidence.
Alternative scientific approaches based on uncertainty and complexity discussed helow rather than
the fasiflabllity paradigm above do not atter this concluslan; they simply provide a sclentlfic basis for

dealing with the situation we find ourselves in.

In conclusion the experience of the countries that have changed their position from a

lifelong or very long ban to a one year han can be interpreted as showing that as far as can

he determined, the change was not ved by d in surragate

markers for visk of HIV transmission, elbeit using morkers that gre not validated for
measuring real rasidued risk, Furthermore on the guesticn of scientific validity, since the
available data demonstraie that the hypothesis that changing to a ane year ban is sefe Is
net disproved as far as HIV is concerned, we can state that if there is any sacietal value in
modulating the ban - whether moral, legal, ethicat or otherwise, which there seems to be
{rom the EC! position, then on the basis of HIV risk there is not 3 scientifically valid reasen

to sustain it based on present knowledge,

{2}, what about & complexity based approach rather than a falsifiability one, which leaves an
uhsatisfactory degree of uncertainty? An alternatlve sclentific approach to the problem of emerging
Infections comes from complexity studies and robust design, applied In varicus disciplines,
particulatly in engineering. In this approach various strategies are deployed to offset both the
likelihaod and the effects of possible events. For example to reduce the effects of earthquakes one
does not build nuclear reactors near major fault lines, ar if one has to for whatever reason extra
defences are built in to reduce the Impact. The quantum of uncertalnty n 2 system 1s reduced ta the
mxtent possible, accepting that all risk cannot be removed, even after all practicable steps to remove

risk have been taken.
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Emerging Infaction risk in blood transfusion has key similarities to earthyuake risk — the necessary
precondltians exist in nature and cannet be removed [life, spontaneous mutations, massive diversity
in the microbiological ecosystam versus tectonlc plate movement]. Blaod transfusion practice is
similar to a geological fault line, a place where conditions exist that will result in events that are
predictable onty with degrees of precision that are impractical for rapid response, so that layers of
protection —surveillance, early warning, evacuation drills, bullding regulations and so on are required
if we are 1o live near the danger.area, which we must as lang as blood transfusions are required. This
is not a simile or metaphor — it s & rational approach te learning how others faced with similar

prablems and dangers develop systematic zpproaches to deal with those dangers.,

In the setting that no one effective strategy exists that provides an adecyuate level of safety we
deplay many other strategles to try to balster our defences: have we reason to suppose {given that
we can't have prior certainty) that a one year ban wili be as effective as a lifelong ban In the setting
of other necessary defences? In other words does a lifelong ban add value over and above a cne

year ban to the layers of defences already In place or otherwlise available tous?

This Is a ey argument - it has heen demanstrated above that a one year ban cannot be shown to be
more effective than a lifetime one far RIV risk; in addition 1t cannot bie shown that & hifelong ban
would have heen more effective than a one year ban if deployed in Ireland at the time that HIV
transmission taok place from transfusion in Ireland prior to testing, (This of course is not true for HIY
transmissian In Ireland from manufactured biood products transmisslons in the 19805, but the prior
conditians from that time na longer exist for such ta be a materlal consideration in lreland now.) 1
we cannot reasonably shew that a Ifelang ban adds to a robust defence against infection then there
can be ho reason o sustain it. Since we do nat have any data that show that a lifglong ban was
effective in the past In ireland, can we show any possible benefit fram it as part of alayered defence
strategy 1o counter emerging infections in the future? The elements of a layered defence strategy

can be Inferred from publlc health or military approaches to emerging or present threats:

+  Surveillance

+  Early warning system

«  Barriers ta entry ftravel restrictions for identified hoslle agents/infectious agents or vectors

« Rapidly deplovable additional effective measures for identified hastile agents/infectious
agents or vectors

a  Effective engagement measures with present hostile agents/infected individuals

«  Personal proiection
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»  Cellularity of defences —when one layer or set of defences is rendered ineffective the whole
defence system does not fail

& Cantainment of hostite agents/infectiaus agents that have penetrated outer layers of
defence

= Damage limitation

* Casualty treatment measures

+ Contingency, escape, rescue, fallover

+ Txercising & testing al! of the above

A ban on certain risk donors fits Into the Jayers at several points:

e Barriers to entry /travel restrictions for identified hostile agents/infectious agents or vectors,

+ effective engagement measures with present hostile agents/infected indlviduals,

»  and containment of hostile agents/infectlaus agents or individuals that have penetrated
outer layers of defence.

« Inaddition the strategy following changing the ban should ensure that we have rapldiy
deployable additional effective measures for Identified hostile agents/infectians agents or
vectars — In effect being able to extend the deferral scope or perind to other people or for
other periods in the light of new relsvant information. We shauld be prepared to

reintroduce any measure required, however terporarlly.

It is feasible to address the guestion of additional safety provided by a lifelong versus a one year ban
in terms of the question: dees a lifelong ban rather than a one year ban add strength to the above

defensive measures, in the setting of a comprehensive layered defence appreach?

Itis always possibla to add to defences, but measures become Increasingly burdensome in terms of
freedoms foregone or return on effort — road traffic accldents can be avoided by staying at home,
hicycle accidents by never tycling, foed poisoning by never eating anything eaoled by others, the
San Andreas fault by avolding California, so that & question of degree will inevitably arise at some
point. In addition rewly added defensive measures may have the unintended effect of weakening
othar, perhaps more effective ones, and canhot be assumed to be useful withaut some supportive

evidence of overall improvement in the deslred outcome.,
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Suppase a gay man gets infected with a new, unknown infectlan? Is it plausible that the risk of that
infection reaching a patient requiring blood transfusion is reduced by a lifelung ban comparedtoa

one year ban in Ireland?

In the first instance all other defences stay intact — In other wards the lifelong han does not
inadvertently weaken any other, more effective layer that a year-long ban would not: this is the
ratlanzle behind wondering if a mare acceptable, shorter ban would reduce overall nan-compliance.
Mo firm conclusions can be drawn on the compliance guestion at present, so we tan assume all

other defences are intact for the time being,

1 this a reatly plausible threat in itself? Daes such an agent exist in our ecosystem? has it aver?—as
discussed above it has not existed In the past— that a new agent arises that infects gay men in
Ireland wha would donate within one year of sex with another man that was not manifest elsewhere
in the world that would have given us time to deploy other means to protect ourselves: in other
words we would have known for HIV that a new disease was threatening before it reached the
donor pool with a one year stand-stil] period. So that while 2 lifelong ban would add additional
security it would have been redundant up till now, is likely to be more redundant in the future, and
may threaten the effectiveness of ather, likely more effective layers of defence, thaugh that remalng
to be shown. Mevertheless, provided the other measures remain intact, then a lifelong ban on MSM
is unlikely ta contribute a useful measure of defence i;1 a layered defence approach, and an
unintended effzct on other measures needs to be explored. This positian can be bolstered If
necessary by re-mtroduction of a longer deferral peried should evidence appear elsewhere that a
new relevant infection was emerging, though It would still have to apply equally to at-risk
heterasexual behaviour ie be effective. In the meantime compliance studies should add to the

effectiveness of current barriers to disease entry.

In conelusion a complexity-based approach does not provide evidence to support a lifelong ban over
a one year ban; however It does identify certain necessary conditions ta ensure that a o.ne year ban
remains effective- additional surveillance, sentinel testing, robust communication and ensured buy-
in {with measured and monitored effectiveness), testing of barriers, and ensuring that a different
strategy can be quickly and effectively deployed if circumstances change. Most Importantly, the
complexity-based approach clearly paints up the effectiveness of voluntariness on bloed safety, that
the lack of coercion or any cther observable Incentive other than altruism and avoidance of selfish
motivation is the major contributor to blood safety I Ireland from untestable infectious agents.
Quantification and validation of this defence requires considerable work in the future, and should be

the focus of high grade academic investigation,
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8. Measurlng voluntariness and non-compllance

Studies to date on compliance in blood transfusion have tended to measure overall compliance
vather than focus on non-compliance, and have tended 1o use popuiaiion surveys prone ta sampling
error and low rates of return. The assessment that respondents are proportionate to non-

respandents is an untestable proposition for any such study.

Mon-compliance Is likely to be closely assaciated with voluntariness, lack of incentivisation, and
absence of test seeking behaviour among other factors such as self-assessment of risk exposure
[6,19]. This should be testable by develaplng and validating a value for each of these. There will
certainly be a degree of imprecision. Non-campliant donors are unlikely to disclose this directly all or
much of the time, but with effort and time it should be possible to achieve & useful degree of
guantitation using multiple paraliel approaches. The valug of this is that it should be passible to
validate the statements that voluntariness is proportionate to non-compliance, and that non-
compliance Is proportionate te risk of both very early infection and emerging infection transmissian.
In adidltion degrees of non-compliance may exist — test seeking for example is likely to be a riskler

farm of non-compliance than protest.

To address this ! recommend that the IBTS commission or conduct a detailed study into non-
compliance In association with a leading academic unit with expertise in this area. This need not
delay Implementation of the mave 10 a one vear ban, but should he considered a stand-alene
parallel addition te transfusion safety — for example covert test seeking behaviour may be currently
more likely to oceur among heterosexuals who have had risky recent sexual encounters outside an
apparently monogamous partnership, or subtle farms of coercion may currently exist among families

or parthiets that compromise the degree of voluntariness.

9, Future directions — what happens after the lifelong ban Is changed? Why not meve to a

sharter deferrat period now?

The decision ta move from a lifelang ban to a sharter one can be done onits cwn merits or as part of
3 larger plan ta move to a different place In the future, as advocated for seriously by some [20]. This

paper has only addressed a move to a ohe year ban o its own mi

. Mewvertheless implementation
and communlcation of this change will require clear statements around future possibilities and
plans, and why a shorter deferral has not been proposed at this time. However at this point the

Board should not, in my vlew. make a yes or no decision o a one year bar based on the question of
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where it may lead to in the future; other countries have been able to move to a one year ban

without any firm commitment to future directions of travel,

It is possible that a ban of l2ss than ane year, and a visibly more equable one, could be safely
introduced for HIV risk in some future state, pravided non-compliance and other vectors of reaf risk
are identified and positively addressed. However it will be difficult to show that a sharter deferral
perlad for at-risk sexual behaviour will give protection against emerging infections, so that a
different approach, or at least a reviewed approach to accepting uacertainty, will be essentlal.
stratifying risk within identifiable categories of MSM, as s done for heterosexuals, may be & useful
area to explore. Blood services elsewhere are actively engaged with this question, and a satisfactory
course may become apparent in time. For example, studies may shaw that rastricting deferral to one
year after penetrative anal sex for elther sex may provide a reasonable balance between non-
compliance and infection risk, or that a longar deferral period of 3 or 5 years after any sexualty
trensmitted disease in a donor would provide measurabtle levels of protection against any emerging
transfuslon-transinissible, sexually-transmitted infection. Indeed introducing such a deferral for all -
danors around the same time as a move to a one year deferral may be justifled, at least as an

interim measure.

10. The Mechanism of changing the ban. Timelines and actions.

Adetalled plan of communication and a timeline for implementation of the change will be required
&s a dedision to change the policy or not to change it is made. This will be developed by the time of

the Board meeting in June, depending on the outcome of the Medical Advisory Commitiee,
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12, ‘Appendix 1

M5 and Bloed denation in Ireland. Options for future policy. Paper presented to the Minister of

health, fanuary 2015 (will be provided separately).

13, Appendix 2

The programme for the Conference at the RCPI (will be provided separately),
i3, Appendix 3.

Links to policy documents from countries where the MSM deferral policy has been the subject of

formal review, (The hyperlinks have been removed in the PBF document.}
http:/fwww.fda.gov/down cads/BiologicsBloodVaccines/GuldanceCompitanceRegulatoryinfarmatio
n/Guidance/Bloocd/UCMAA6580, pdf

http:/fwwaw.bloodrulesreview.com.au/files/upload/blood_review_report_may_2012_electronlc_ver
slon. pdf .

http:fwww. nzblood.co.nz/assets/Mews/Final-report-to-NZBS-behavioural-donor-deferral-criteria-
review. pdf

https:/fwiww. blasd.ca/sites fdefault/files/blood/msm/appendlx-report-on-donor-selection-criterla-
relating-to-men-who-have-sex-with-men_-. pdf

https:/fwww gov.ukfgovernment/publications/donor-sefection-criteria-review
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