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Background. In 2001, the criteria for blood donor eligibility in Italy were modified by a ministerial 

decree from a permanent deferral for "men who have sex with men" to an individual risk assessment of 

sexual behaviours. The aim of this study was to evaluate the impact of this change in donor screening 

criteria on the human immunodeficiency virus epidemic among blood donors in Italy.  

Materials and methods. We used the data obtained from the Italian blood donor epidemiological 

surveillance system. We compared data collected in 2009 and 2010, when the individual risk assessment 

policy was applied, with data collected in 1999 when permanent deferral was applied for men who 

have sex with men based on a declaration of sexual orientation. We evaluated the change over time 

in the relative proportion of HIV antibody-positive donors who likely acquired the infection from 

men who have sex with men vs heterosexual sexual exposure; the relative risk was calculated using 

1999 as the reference year.

Results. In all 3 years, the majority of HIV antibody-positive donors reported sexual exposure 

as a risk factor for HIV infection; this proportion increased over time, although not statistically 

significantly. Heterosexuals always accounted for at least 40% of all HIV antibody-positive cases. 

The rate of HIV antibody-positive donors increased similarly in men who have sex with men and 

heterosexuals; specifically, the rate of HIV antibody-positive cases per 100,000 donors was more than 

2-fold higher among men who have sex with men in 2009-2010 than in 1999 (2009-2010 vs 1999, 

RR =2.8; P =0.06), and that among heterosexuals was 1.5 fold higher (P =0.18). 

Discussion. When comparing the period before (1999) and after (2009-2010), the implementation 

of the individual risk assesment policy in 2001, no significant increase in the proportion of men who 

have sex with men compared to heterosexuals was observed among HIV antibody-positive blood 

donors, suggesting that the change in donor deferral policy did not lead to a disproportionate increase 

of HIV-seropositive men who have sex with men.

Keywords: blood donors, HIV infection, sexual behaviour, MSM, heterosexual.
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Introduction
In Italy, the human immunodeficiency virus (HIV) 

epidemic started in 1982 and the incidence of new HIV 
diagnoses peaked in 1987 (26 new cases per 100,000 
residents); it then decreased until 1998 and remained 
stable at about six new HIV cases per 100,000 residents 
per year. In the last two decades, a marked decrease in 
the proportion of injecting drug users has been observed 
among new HIV diagnoses (54.3% in 1991, 4.7% in 
2011), whereas the proportion of infections caused by 
sexual contacts has increased (heterosexuals 18.1% 
in 1991, 45.6% in 2011; men who have sex with men 
[MSM] 10.7% in 1991, 33.2% in 2011)1,2.

In 1991, a decree of the Ministry of Health3 updated 
procedures and criteria for blood donor selection in 
Italy. In accordance with this decree, candidate donors 
were asked to fill in a specific history questionnaire in 
order to collect any relevant information about their 
clinical conditions and behaviours putting them at risk 
of being carriers of transfusion-transmissible infections. 
Candidate blood donors were then interviewed face-
to-face by a specifically trained physician, who was 
in charge of deciding the subjects' eligibility to donate 
blood, according to the selection criteria defined by law. 
The donor health history questionnaire included specific 
questions concerning sexual behaviour. In particular, all 
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male donors were asked if they were homosexual; any 
male who declared having ever had sex with other men 
was systematically permanently deferred. Heterosexuals 
reporting casual sexual contact with persons whose 
serostatus was unknown or positive for syphilis and/or 
HIV and/or hepatitis B virus (HBV) and/or hepatitis C 
virus (HCV) were permanently deferred3. 

In 2001, a new decree of the Ministry of Health4 
changed the previous provisions. A new policy was 
introduced based on an individual risk assessment 
(IRA) of candidate donors with regards to at-risk sexual 
behaviour. Again, by law, only specifically trained 
physicians - no other healthcare professionals - were 
allowed to evaluate blood donors and formally issue 
the eligibility judgment for each candidate donor. The 
policy envisaged that the deferral of a blood donor 
could not be based on the donor's sexual orientation, 
but had to be based on the assessment of individual 
declared/detected at-risk behaviour, regardless of donor's 
sexual orientation. Therefore, MSM donors were no 
longer permanently deferred because of their sexual 
orientation. Since then, the donor selection procedure 
has been implemented nationwide in accordance with the 
requirements settled by the national decree, and the IRA 
of sexual risk behaviours was applied to all blood donors, 
both males and females, heterosexuals and MSM.

In 2005, a further decree of the Ministry of Health5, 
transposing Directive 2004/33/EC6, confirmed the 
2001 IRA policy. Before donation every blood donor 
fills in a questionnaire including questions regarding 
his/her sexual behaviour and (whenever applicable) 
his/her partner's sexual behaviour. The donor is then 
interviewed face-to-face in a private and confidential 
location by a specifically trained physician for further 
investigation and confirmation of risk exposures, and 
for other items concerning the donor's eligibility. The 
policy introduced a distinction between "risk" and "high 
risk" sexual behaviour to be individually assessed in 
each blood donor, both male and female, regardless of 
sexual orientation. "Risk" sexual behaviour includes: 
having a new sexual partner whose sexual behaviour 
is unknown, having ever had one occasional sexual 
relationship with a person whose sexual behaviour 
is unknown, having had casual sex with an HIV- 
and/or HBV- and/or HCV-infected partner. A blood 
donor, whether MSM or heterosexual, having engaged 
in any of these behaviours is deferred for 4 months 
from the exposing event. "High risk" behaviour is 
intended as a behaviour exposing the donor to a high 
risk of acquiring transfusion-transmissible infections 
and includes: usual/recurrent (occurring repeatedly) sex 
with more than one heterosexual or MSM partner whose 
sexual behaviour is unknown, receiving or exchanging 
sex for money, use of injecting drugs, usual/recurrent 

sex with a partner positive for syphilis and/or HIV and/
or HBV and/or HCV. A blood donor, whether MSM or 
heterosexual, having engaged in any of these behaviours 
is permanently deferred. The physician in charge of 
blood donor selection is responsible for adjudicating 
either "risk" or "high risk" behaviour. 

Hence, sexual orientation per se is not and cannot be 
considered a criterion for deferral. In the pre-donation 
questionnaires adopted in 1999, 2001 and 2005, the 
specific type of sexual intercourse (oral, anal, etc.) was not 
assessed, and "safe sex", implying the use of condom, was 
not considered a reason for reducing any deferral period. 

MSM status as such is not considered a high risk 
behaviour. If a male blood donor declares having sex 
with men, the physician responsible for donor eligibility 
shall include the donor in one of the following risk 
levels, based on his sexual behaviour: (i) not at risk 
(eligible), (ii) at risk (4-month deferral), (iii) at high risk 
(permanent deferral).

The controversies that emerged at an international 
level associated with deferral of MSM and IRA of donors7 

have prompted the present analysis, whose objective is 
to evaluate the impact of the changing donor screening 
criteria from permanent deferral for an MSM sexual 
orientation to an IRA of sexual behaviours in Italy, as 
regards the HIV epidemic among blood donors in Italy.

Materials and methods
Blood donor surveillance system

We used data obtained from the Italian blood donor 
surveillance system, which was started in 1989 by the 
National Institute of Health8, coordinated since 2007 by 
the National Blood Centre9, and managed by the National 
Blood Centre since 2009 by web-based technology 
through the National Blood Information System 
(SISTRA)10. Between 1999 and 2006, blood donors 
surveillance data were collected on a voluntary basis; 
in 1999 the rate of participation of Blood Transfusion 
Centres was 66.3%. In 2007, according to the national 
Decree of 9 November 2007, n. 20711, that transposed 
the European Directive 2005/61/EC12, the surveillance 
of transfusion-transmissible infections became part 
of the Italian national haemovigilance system13 and 
the participation of Blood Transfusion Centres was 
mandatory, thus complying with European and national 
legislative provisions. In 2009 and 2010 the rate of 
participating Blood Transfusion Centres was 100%14. 

The surveillance system of transfusion-transmissible 
infections collected information on HCV-, HIV-, HBV- 
and syphilis-seropositive blood donors/donations. 
The notification of seropositive cases included the 
identification of the notifying Blood Transfusion Centre, 
anonymous identification of seropositive blood donor; 
methods used for screening and confirmatory testing, 
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results of tests, risk factors and at-risk behaviours in the 
donor's history. All Blood Transfusion Centres in Italy 
use the same definitions for classifying risk factors and 
at-risk behaviours.

Definitions of repeat and first-time/lapsed donors
Blood donors were classified as repeat donors or 

first-time/lapsed donors. Repeat donors included persons 
who donate blood and have donated blood at least once 
in the previous 24 months. First-time/lapsed donors 
included persons who donate blood without evidence 
of previous blood donations, persons who donate blood 
and have donated blood more than 24 months before15, 
and persons (candidate donors) who are preliminarily 
tested for infectious diseases prior to a postponed first 
donation. 

Donor eligibility and testing
A specifically trained physician investigated risk 

factors in both the pre-donation questionnaire and face-
to-face pre-donation interview, and judged the eligibility 
of each donor. A donor who reported no at-risk behaviour 
(according to the selection criteria issued in 1991 and 
2001), or denied having engaged in at-risk behaviour, was 
allowed to donate blood. Blood donors were screened 
for HIV using CE-marked screening assays, and all 
seropositive samples were confirmed by Western Blot. 
In 2008, HIV screening by Nucleic Acid Amplification 
Technology (NAT) became mandatory16; in order to 
enable a comparison of results before and after 2008, 
NAT-only-positive blood donors were excluded from 
analysis.

Post-donation interview
Confi rmed HIV ant ibody-posi t ive  blood 

donors were admitted to a non-standardised 
post-donation interview performed by a trained physician, 
in order to investigate in-depth at-risk behaviours of the 
donor and of his/her sexual partner throughout life and 
particularly in the 4 months prior to donation. The post-
donation interview also included questions concerning 
other risk factors such as use of injecting drugs, surgical 
treatments, tattooing, acupuncture and travel to HIV 
endemic areas. Data divided by gender were available 
only for 2009 and 2010. The face-to-face interview 
was conducted in a confidential and private setting to 
favour truthful answers from the donors and to reduce 
underreporting of socially stigmatising behaviours, 
including male-with-male sex. The results of the post-
donation interview were available for 1999, 2009 and 
2010. We, therefore, compared data collected in 2009 
and 2010 (when the IRA policy was applied) with data 
collected in 1999 (when permanent deferral based on a 
declaration of MSM sexual orientation was applied)17. 

Exposure categories 
We used information collected in the post-donation 

interview to classify HIV antibody-positive donors in 
four exposure categories: MSM, heterosexual, other 
and not determined. MSM were defined as men, both 
homosexual and bisexual, who declared having or 
having had sex with men (regardless of the partner's HIV 
serostatus) at least once in their lifetime. Heterosexuals 
included persons who declared having or having had 
sexual contacts at risk with persons of the opposite 
gender (regardless of the partner's HIV serostatus). The 
group defined as "Other" refers to donors who reported 
risk factors other than sexual risk behaviour. Donors who 
reported no risk factors for HIV infection were included 
in the group "Not determined". This classification was 
used since 1991.

Statistical analysis
The incidence of HIV infection among blood donors 

was defined as the number of HIV antibody-positive 
repeat donors divided by the total number of repeat 
donors by year. Repeat donors were counted once in 
each calendar year during which they donated, even 
if they made more than one donation. The prevalence 
of HIV infection among blood donors was defined as 
the number of HIV antibody-positive first-time/lapsed 
donors divided by the total number of first-time/lapsed 
donors by year. NAT-only-positive donors were excluded 
from the calculation of both incidence and prevalence.

The proportion of HIV antibody-positive MSM 
among blood donors was calculated using the number 
of HIV antibody-positive MSM as the numerator and 
the number of male blood donors as the denominator 
(per 100,000). The proportion of HIV antibody-positive 
heterosexuals among blood donors was calculated using 
the number of HIV-seropositive heterosexuals as the 
numerator and the number of all blood donors as the 
denominator (per 100,000). To evaluate the difference 
over time of the proportion of HIV antibody-positive 
MSM and the proportion of HIV antibody-positive 
heterosexuals, the relative risk (RR) was calculated 
using 1999 as the reference year.

We compared the proportion of HIV antibody-positive 
blood donors by year using the Chi-square test and the 
test of comparison between proportions. Results were 
considered statistically significant when P <0.05. The 
statistical analysis was conducted using SPSS 20.0 (IBM, 
Chicago, Illinois, USA). 

Results
HIV incidence and prevalence
HIV incidence showed a non-statistically significant 
increase in 2009-2010 compared to 1999 (3.9 vs 
3.0; P =0.23), whereas HIV prevalence showed a 
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slight, non-statistically significant decrease in 2009 
compared to 1999 (15.5 vs 16.1; P =0.89) and in 
2010 compared to 1999 (12.3 vs 16.1; P =0.35). HIV 
incidence in 2009-2010 was 3-fold higher among male 
repeat donors than among female repeat donors (4.8 
per 100,000 male repeat donors vs 1.6 per 100,000 
female repeat donors, respectively; P =0.00), while 
HIV prevalence was 2-fold higher among male donors 
than among female donors (16.7 per 100,000 male 
first-time/lapsed donors vs 8.5 per 100,000 female 
first-time/lapsed donors; P =0.00) (Table I). HIV 
incidence and prevalence were calculated excluding 
NAT-only-positive blood donors from the analysis; 
when NAT-only-positive donors were included among 
repeat donors (3 repeat donors in 2009, none in 2010), 
the incidence in 2009-2010 was 4.0 per 100,000 
repeat donors. Among first-time/lapsed donors, no 
NAT-only-positive donors were found in 2009-2010. 

Post-donation interview
All of the 218 donors confirmed as being HIV antibody-

positive in 2009-2010 underwent the post-donation 
interview. More than one-third (35.5%) of these donors 

reported a sexual exposure at risk more than 4 months prior 
to donation, 28.5% reported no risk exposure, and 36.0% 
admitted to having engaged in risk sexual behaviours in the 
4 months prior to donation. Among these last, the reasons 
for not reporting these sexual behaviours at the pre-donation 
questionnaire and medical interview were as follows: (i) not 
considering those sexual contacts at risk, (ii) underestimating 
the actual risk of that behaviour, (iii) thinking that the pre-
donation serological screening would detect any infection. 
The proportion of those who admitted to having engaged in 
sexual risk behaviours in the 4 months prior to donation was 
similar among MSM (52.8%) and heterosexuals (50.0%) 
(P =0.94); interestingly, this proportion was significantly 
higher among repeat donors than among first-time/lapsed 
donors (64.1% vs 36.4%; P =0.005).

Exposure categories 
Table II shows the distribution of HIV antibody-

positive blood donors by year and exposure category 
in 1999, 2009 and 2010. In 1999, the coverage of 
the surveillance system for transfusion-transmissible 
infections was lower and the proportion of donors 
reporting risk factors other than sexual exposure was 

Table I - Incidence and prevalence of HIV infection among blood donors by year.

Year  Repeat donors First-Time/Lapsed donors°

N. of donors N. of HIV 
Ab-positive 

donors

Incidence per 
100,000 donors 

N. of donors N. of HIV 
Ab-positive 

donors

Prevalence per 
100,000 donors

1999* Total    775,357 23 3.0    93,034 15 16.1

2009

Male 1,017,941 48 4.7 237,540 44 18.5

Female   407,850  9 2.2 131,105 13    9.9

Total 1,425,791 57 4.0 368,645 57 15.5

2010

Male 1,026,675 51 5.0 258,206 39 15.1

Female    414,675   4 1.0 140,908 10    7.1

Total 1,441,350 55 3.8  399,114 49 12.3

Legend  °includes candidate donors preliminarily tested for infectious markers prior to a postponed donation; *data by gender not available.

Table II -  Distribution of HIV antibody (Ab)-positive blood donors, by year and exposure category.

Years N. of blood 
donors°

TTI 
surveillance 

system coverage

N. of HIV
Ab-positive 

blood donors

Exposure category

MSM
N. (%)

Heterosexuals 
N. (%)

Other
N. (%)

Not determined 
N. (%)

1999* Total 868,391 66.3% 38 4  (10.5%) 15 (39.5%) 10 (26.3%) 9 (23.7%)

2009

Male 1,255,481 92 24 (26.1%) 32 (34.8%) 5 (5.4%) 31 (33.7%)

Female 538,955 22 0 (0.0%) 14 (63.6%) 0 (0.0%) 8 (36.4%)

Total 1,794,436 100.0% 114 24 (21.1%) 46 (40.4%) 5 (4.4%) 39 (34.2%)

2010

Male 1,284,881 90 23 (25.6%) 43 (47.8%) 5 (5.6%) 19 (21.0%)

Female 555,583 14 0 (0.0%) 5 (35.7%) 2 (14.3%) 7 (50.0%)

Total 1,840,464 100.0% 104 23 (22.1%) 48 (46.2%) 7 (6.7%) 26 (25.0%)

Legend  °includes candidate donors preliminarily tested for infectious markers prior to a postponed donation; *data by gender not available;                                      
TTI: transfusion-transmissible infections.
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higher than in 2009-2010 (Table II). In all 3 years, the 
majority of HIV antibody-positive donors reported 
sexual exposure as a risk factor for HIV infection 
and this proportion increased over time, though not 
significantly (Chi square for trend =0.78, P =0.38). 
Among HIV antibody-positive donors, heterosexuals 
always accounted for at least 40% of all cases, and the 
proportion of those who reported no determined risk 
factor for HIV infection was greater than 20% in all 3 
years. When stratifying HIV antibody-positive donors 
by gender for 2009 and 2010, heterosexuals constituted 
the most frequent exposure category both for male and 
female donors (Table II). The proportions of MSM and 
heterosexuals increased over time; in particular, the rate 
of HIV antibody-positive MSM per 100,000 male donors 
was more than 2-fold higher in 2009-2010 than in 1999 
(2009-2010 vs 1999, RR =2.8; P =0.06), and that of 
heterosexuals among all donors was 1.5-fold higher in 
2009-2010 than in 1999 (2009-2010 vs 1999, RR = 1.5; 
P =0.18) (Table III). However, these differences were not 
statistically significant (P >0.05). When analysing only 
the HIV antibody-positive blood donors who reported 
a sexual exposure, the proportion of MSM increased 
over time (21.1% in 1999, 34.3% in 2009, and 32.4% in 
2010; Chi square for trend =0.20; P =0.66), whereas that 
of heterosexuals decreased over time (78.9% in 1999, 
65.7% in 2009, and 67.6% in 2010; Chi square for trend 
=0.07; P =0.79). Also in this case the differences were 
not statistically significant (test of comparison between 
proportions: P >0.05).

Discussion
Our results show that HIV incidence among repeat 

donors did not substantially change in 2009 and 2010 
compared to 1999, reflecting the stable incidence of new 
HIV diagnoses reported at national level between 1999 
and 20101,2, whereas HIV prevalence among first-time/
lapsed donors decreased over time. However, when 
compared with data recently reported by other European 
countries18,19, HIV incidence and prevalence reported 
among blood donors in Italy are higher compared to 
other Western European countries. This finding appears 
not to be attributable to a higher HIV circulation in Italy, 

as shown by data reported to the ECDC20 that indicate a 
similar incidence of new HIV diagnoses in the majority 
of Western European countries, including Italy.

The increasing proportion of HIV antibody-positive 
blood donors who acquired the infection through 
sexual contact confirms the growing proportion of 
newly diagnosed HIV cases attributable to sexual 
transmission (heterosexual and MSM contacts) in the 
general population at a national level. Indeed, according 
to data obtained from the Italian surveillance of newly 
diagnosed HIV infections, in 1999 MSM accounted 
for 16.0% and heterosexuals for 38.4% of new HIV 
diagnoses, whereas in 2010, MSM accounted for 40.3% 
and heterosexuals for 46.8% of new HIV diagnoses1,2. 
Similarly, the higher incidence and prevalence of HIV 
infection observed among male blood donors compared 
to females in 2009-2010 reflects the higher circulation 
of HIV among males compared to females in the general 
population. In Italy, since the beginning of the HIV 
epidemic the number of males with a newly diagnosed 
HIV infection has been at least twice that of females, and 
more than three times in several years, such as between 
2005 and 20112.

No significant impact of the IRA policy was observed 
on the distribution of HIV antibody-positive donors by 
exposure category: in fact, both MSM and heterosexual 
HIV antibody-positive blood donors increased in similar 
proportions between 1999 and 2009-2010.

The percentage of HIV antibody-positive blood 
donors who reported no risk factors for HIV infection 
was relevant in the three studied years (for both genders 
in 2009 and 2010) and higher than that reported at a 
national level by the HIV surveillance system2. Given 
that a considerable amount of these blood donors may 
have acquired the infection through sexual contacts, as 
shown in other studies conducted among persons with 
AIDS21, this result strengthens the role of unrecognised 
sexual risk behaviour in HIV transmission among blood 
donors. In Italy, data reported to the HIV surveillance 
system confirm the low perception of the risk of HIV 
acquisition through sexual contacts in that the highest 
proportion of "late presenters" (i.e., persons who 
discover that they are HIV-seropositive in an advanced 

Table III - Proportion of HIV antibody (Ab)-positive first-time/lapsed and repeat blood donors, by sexual exposure: comparison 
of 1999 vs 2009 and 2010 data.

Year

MSM Heterosexuals

N. of HIV Ab-positive 
donors per 100,000 donors

RR° (95% CI) P N. of HIV Ab-positive 
donors per 100,000 donors

RR° (95% CI) P

1999 (reference) 0.7 1 1.7 1

2009 1.9 2.9 (1.0-8.4) 0.06 2.6 1.5 (0.8-2.7) 0.23

2010 1.8 2.7 (0.9-7.8) 0.09 2.6 1.5 (0.8-2.7) 0.20

Legend  °RR: relative risk.
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stage of disease, several years after infection) is observed 
among newly-diagnosed HIV-positive heterosexuals2.

When comparing the period before (1999) and after 
(2009-2010) the implementation of the IRA policy 
in 2001, no significant increase in the proportion of 
MSM compared to heterosexuals was observed among 
HIV antibody-positive blood donors, suggesting that 
the change in donor deferral policy has not led to a 
disproportionate increase of HIV-seropositive MSM. 
Similar findings were reported in Lombardy (a region 
in northern Italy with about 10 million residents), for 
which annual data on HIV-seropositive blood donations 
between 1997 and 2005 showed no significant changes 
in the distribution of MSM and heterosexuals among 
HIV-seropositive blood donors before and after the 
implementation of the IRA policy22. 

In all 3 years studied, at least half of the HIV 
antibody-positive tests were among repeat donors: this 
finding highlights the relevant role of this subgroup in 
the circulation of HIV among blood donors and deflates 
the belief that repeat donors are optimally informed and 
aware about prevention measures against transfusion-
transmissible infections. Moreover, data obtained from 
the post-donation questionnaire suggest a low level 
of awareness about sexual behaviours at risk for HIV 
infection: of relevance, repeat donors more frequently 
denied having engaged in sexual risk contacts shortly prior 
to donation. These results show that repeat donors warrant 
a detailed pre-donation investigation and counselling 
should be as accurate as among first-time/lapsed donors. 
Importantly, the look-back policy for donors positive for 
transfusion-transmissible infections was introduced in 
Italy by law in 199023 and none of the recipients of blood 
products from previous donations of HIV-positive repeat 
donors were HIV infected. The last case of transfusion-
transmitted HIV-infection in Italy was reported in 200524. 

When considering HIV-infected donors who 
denied sexual behaviours at risk in the post-donation 
interview, we observed no differences between MSM 
and heterosexuals, suggesting that the attitude towards 
denying or not recognising sexual risk contacts in the 
pre-donation questionnaire and medical interview was 
independent of sexual orientation.

In Italy, a recent study conducted among MSM found 
a high prevalence of HIV (11.6%) and a high proportion 
of unprotected anal sex with a casual partner (43.9%) 
in this group25. Another study conducted in Italy among 
HIV-positive MSM showed that, even after having been 
diagnosed with HIV infection, a relevant proportion 
engaged in risk sexual contacts such as unprotected anal 
sex with an occasional partner (25.9%), or unprotected 
oral-genital sex with an occasional partner (56.6%)26. 

However, our results support the contention that 
the change from permanent deferral of MSM based on 

sexual orientation to the IRA policy irrespective of sexual 
orientation has not led to an increase in the proportion of 
HIV antibody-positive MSM compared to heterosexuals. 
Although not directly comparable, a similar outcome 
was reported in Australia following the reduction of 
deferral from 5 years to 1 year for donors reporting 
male-with-male sex27. Moreover, Gallo et al.28 showed 
that a significant proportion of blood donors, irrespective 
of gender and sexual orientation, consider themselves 
not to be at risk. Finally, Vamvakas29 estimated that in 
the USA, reducing the MSM deferral from 5 years to 1 
year would entail a risk of transfusion-transmitting HIV, 
HBV, or HCV many more than 10 times smaller than the 
risk from transfusing pooled platelets; in addition, the 
risk of introducing 1 year deferral of MSM is smaller 
than the currently tolerated transfusion risk that exceeds 
the "as low as reasonably acceptable" (ALARA) level. 

The following limitations of this study need to be 
mentioned. The first one is the inadequate information 
on HIV incidence and prevalence among blood donors 
by exposure category before 1999 and between 2000 
and 2008, which would have allowed a more accurate 
comparison of changes that occurred before and after 
the implementation of the IRA policy in 2001. The 
second limitation is the lacking information on the 
post-donation questionnaire between 2000 and 2008, 
which would have allowed interpretation of the changes 
in the awareness of blood donors about risk behaviours 
for acquiring sexually transmitted infections, including 
HIV. The large proportion (about one-quarter) of HIV 
antibody-positive blood donors with not determined 
risk factors is the third limitation, in that the correct 
assignment of these persons to the proper exposure 
category might modify the results of the distribution of 
risk factors. Finally, our results may not be generalised 
to countries with different HIV epidemics, different 
awareness of sexual behaviours at risk, or different 
procedures in blood donor selection. The face-to-face 
interview conducted or at least systematically supervised 
by a specifically trained physician in a location that 
guarantees privacy and confidentiality is of paramount 
importance to issue a reliable individual judgment of 
eligibility for the candidate donor. 

The use of physicians to conduct individual donor 
risk assessment, as envisaged by Italian regulations, is 
not widespread although it is established in some other 
countries, such as France; in most countries pre-donation 
interviews are performed by nurses, counsellors or 
nursing assistants with no supervision or validation by 
a medical doctor. We deem that the "trust" nature of 
the "doctor-donor" relationship can have a significant 
influence on the truthfulness and reliability of the 
answers given by donors in the pre-donation assessment, 
beyond representing - in the view of the Italian regulators 
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and transfusion medicine community - a useful and 
"due" service to donors for best protection of their health. 
Notably, licensed physicians individually assessing 
blood donors' eligibility take the legal responsibility of 
establishing whether or not a donor is eligible case by 
case, under the national professional liability regulations. 
This is one of the reasons why Italian blood legislation, 
which has been in force for the last 20 years and quite 
recently confirmed, assumes that an accurate and reliable 
selection of blood donors can be guaranteed only by 
suitably trained physicians, given its potential impact 
on blood safety and relevant legal implications.

Conclusions 
In conclusion, our results show that the implementation 

of the IRA policy in 2001 did not significantly affect 
either the incidence or prevalence of HIV infection 
among blood donors or the distribution of MSM and 
heterosexuals among HIV antibody-positive blood 
donors. Before and after 2001, unprotected heterosexual 
contacts represented the main route of HIV acquisition 
not only among blood donors but also in the general 
population at a national level. The higher incidence and 
prevalence of HIV observed among blood donors in Italy 
compared to other Western European countries suggest 
an inadequate level of awareness of risk behaviours, 
especially among repeat blood donors, rather than 
a greater spread of HIV infection. Importantly, this 
is shown to be a common occurrence in the general 
population rather than a specific characteristic of blood 
donors. The low perception of the risk of acquiring 
HIV infection through sexual contact appears to be 
relevant in both heterosexuals and MSM, stressing 
the need for clearer, more explicit and homogeneous 
educational material on sexual risk behaviour to be 
offered nationwide to blood donors prior to donation, 
together with a standardised pre-donation questionnaire. 
Moreover, it is very important to standardise and 
systematically apply the post-donation interview so as 
to appropriately investigate at-risk factors occurring in 
confirmed HIV-positive blood donors; as a consequence, 
more detailed and reliable epidemiological data on the 
HIV epidemic among blood donors could be obtained, 
which should be used to provide further evidence on the 
relationship between specific risk behaviours (such as 
MSM contacts at risk) and blood safety.

The Authors declare no conflicts of interest.

References
1) Rezza G, Suligoi B, Pezzotti P, et al. Epidemiological changes 

in AIDS and HIV infection in Italy. Scand J Infect Dis 2003; 
Suppl 106: 1-6.

2) Suligoi B, Camoni L, Boros S, et al. Aggiornamento delle 
nuove diagnosi di infezione da HIV e dei casi di AIDS in 

Italia al 31 dicembre 2011. Not Ist Super Sanità 2012; 25 
(10 Suppl 1): 3-47. Available at: http://www.iss.it/pres/prim/
cont.php?id=1302&lang=1&tipo=6. Accessed on 24/01/2013.

3) Decreto Ministeriale 15 gennaio 1991. Protocolli per 
l'accertamento della idoneità del donatore di sangue ed 
emoderivati. G.U. Serie Generale n. 20 del 24/01/1991. 
Available at: http://www.centronazionalesangue.it/content/
decreto-del-15-gennaio-1991. Accessed on 24/01/2013.

4) Decreto Ministeriale 26 gennaio 2001. Protocolli per 
l'accertamento della idoneità del donatore di sangue e di 
emocomponenti. G.U. Serie Generale n. 78 del 03/04/2001. 
Available at: http://www.centronazionalesangue.it/content/
decreto-26-gennaio-2001. Accessed on 24/01/2013.

5) Decreto Ministeriale 3 marzo 2005. Protocolli per 
l'accertamento della idoneità del donatore di sangue e di 
emocomponenti. G.U. Serie Generale n. 85 del 13/04/2005. 
Available at: http://www.centronazionalesangue.it/content/
decreto-3-marzo-2005. Accessed on 24/01/2013.

6) Commission Directive 2004/33/EC of 22 March 2004 
implementing Directive 2002/98/EC of the European 
Parliament and of the Council as regards certain technical 
requirements for blood and blood components. Official Journal 
of the European Union, L91, 30.3.2004. Available at: http://
www.centronazionalesangue.it/content/direttiva-200433ce-
della-commissione. Accessed on 24/01/2013.

7) Benjamin RJ, Bianco C, Goldman M, et al. Deferral of males 
who had sex with other males. Vox Sang 2011; 101: 339-67.

8) Decreto Ministeriale 15 gennaio 1988, n. 14. Disposizioni 
dirette ad escludere il rischio di infezioni da HIV, dettate 
anche in attuazione di quanto previsto dall'art. 5, comma 7, 
del Decreto Legge 30 ottobre 1987, n. 443, convertito con 
modificazioni, nella legge 29 dicembre 1987, n. 531, recante 
disposizioni urgenti in materia sanitaria. G.U. Serie Generale 
n. 20 del 26/01/1988. Available at: http://www.trovanorme.
salute.gov.it/dettaglioAtto.spring?id=15702&completo=false. 
Accessed on 24/01/2013.

9) Decreto Ministeriale 26 aprile 2007. Istituzione del Centro 
Nazionale Sangue. G.U. Serie Generale n. 145 del 25/06/2007. 
Available at: http://www.centronazionalesangue.it/content/
decreto-ministeriale-26-aprile-2007. Accessed on 24/01/2013.

10) Decreto Ministeriale 21 dicembre 2007. Nuova disciplina 
delle attività trasfusionali e della produzione nazionale di 
emoderivati. G.U. Serie Generale n. 13 del 16/01/2008. 
Available at: http://www.centronazionalesangue.it/content/
decreto-21-dicembre-2007. Accessed on 24/01/2013.

11) Decreto Legislativo 9 novembre 2007, n. 207. Attuazione 
della Direttiva 2006/61/CE per quanto riguarda la 
prescrizione in tema di rintracciabilità del sangue e degli 
emocomponenti destinati a trasfusioni e la notifica di effetti 
indesiderati e incidenti gravi. G.U. n. 261 del 9/11/2007, 
Supplemento ordinario n.228. Available at: http://www.
centronazionalesangue.it/content/decreto-legislativo-9-
novembre-2007-n208. Accessed on 24/01/2013.

12) Commission Directive 2005/61/EC of 30 September 2005 
implementing Directive 2002/98/EC of the European Parliament 
and of the Council as regards traceability requirements and 
notification of serious adverse reactions and events. Official 
Journal of the European Union, L256/32, 01.10.2005. Available 
at: http://www.centronazionalesangue.it/content/direttiva-
200561ce-della-commissione. Accessed on 24/01/2013.

13) Grazzini G, Pupella S. Setting up an implementation of the 
National Haemovigilance System in Italy. In: De Vries RRP, 
J-C Faber, editor. Haemovigilance: an Effective Tool for 
Improving Transfusion Safety. John Wiley and Sons Ltd; 
2012. p. 204-8. 

14) Vaglio S, Facco G, Piccinini V, et al. La sorveglianza delle 
malattie trasmissibili. Blood Transfus 2012; 10 (Suppl 1): 
RE39. 

441-448_162-12.indd   447441-448_162-12.indd   447 03/07/2013   14:32:2703/07/2013   14:32:27

All rights reserved - For personal use only 
No other uses without permission



© SIM
TI S

erv
izi

 Srl

448

Suligoi B et al

Blood Transfus 2013; 11: 441-8  DOI 10.2450/2013.0162-12

15) Decreto Ministeriale 18 giugno 1991. Indicazioni per 
l'istituzione del registro del sangue in ciascuna Regione e 
Provincia autonoma (integrato dal D.M. 5 Novembre 1996) 
Allegato A "Registro nazionale e regionale sangue e plasma" 
NOTE per la compilazione del questionario. G.U. Serie 
Generale n. 167 del 18 luglio 1991. Available at: http://
www.centronazionalesangue.it/content/decreto-del-18-
giugno-1991. Accessed on 24/01/2013.

16) Decreto Ministeriale 27 marzo 2008. Modificazioni all'allegato 
7 del decreto 3 marzo 2005, in materia di esami obbligatori 
ad ogni donazione di sangue e controlli periodici. G.U. Serie 
Generale n. 117 del 20 maggio 2008. Available at: http://www.
centronazionalesangue.it/content/decreto-27-marzo-2008. 
Accessed on 24/01/2013.

17) Orlando M, Gonzalez M, Catalano L, Hassan HJ. Donazioni 
di sangue in Italia: il sistema di sorveglianza-valutazione dei 
marcatori di HIV, epatite B e C, lue. Not Ist Super Sanità 
2002; 15: 3-10.

18) Van der Poel CL, Janssen MP, Behr-Gross M-E. Trends and 
Observations on the Collection, Testing and Use of Blood 
Components in Europe, 2001-2008 Report (in press).

19) Suligoi B, Raimondo M, Regine V, et al. Epidemiology of 
human immunodeficiency virus infection in blood donations 
in Europe and Italy. Blood Transfus 2010; 8: 178-85.

20) European Centre for Disease Prevention and Control/
WHO Regional Office for Europe. HIV/AIDS surveillance 
in Europe 2009. Stockholm: European Centre for Disease 
Prevention and Control; 2010. Available at: http://ec.europa.
eu/health/sti_prevention/docs/ecdc_hiv_aids_surveillance_in_
europe_2009_en.pdf. Accessed on 24/01/2013.

21) Colucci A, Balzano R, Camoni L et al. Characteristics and 
behaviors in a sample of patients unaware of their infection 
until AIDS diagnosis in Italy: a cross-sectional study. AIDS 
Care 2011; 23: 1067-75.

22) Velati C, Formiatti L, Baruffi L et al. The risk of HIV 
transmission by transfusion in Italy doesn't increase after the 
abolition of ban on blood donations from homosexual men.
Vox Sang 2007; 93 (Suppl 1): ABS02-4.

23) Decreto Ministeriale 27 dicembre 1990. Caratteristiche 
e modalità per la donazione del sangue ed emoderivati. 
G. U. n° 20 del 24/01/1991). Available at: http://
www.centronazionalesangue.i t /s i tes/default /f i les/
Decreto27dicembre90.pdf. Accessed on 03/04/2013.

24) Giampaolo A, Piccinini V, Catalano L, et al. Primo Programma 
di emovigilanza sulle reazioni avverse e gli errori trasfusionali 
in Italia: dati 2004-2005. Roma: Istituto Superiore di Sanità; 
2007. (Rapporti ISTISAN 07/22). Available at: http://www.
iss.it/binary/publ/cont/07-22.1189418036.pdf. Accessed on 
03/04/2013.

25) Mirandola M, Folch Toda C, Krampac I et al. HIV bio-
behavioural survey among men who have sex with men in 
Barcelona, Bratislava, Bucharest, Ljubljana, Prague and 
Verona, 2008-2009. Euro Surveill 2009; 14 (48): pii=19427.

26) Camoni L, Dal Conte I, Regine V et al. Sexual behaviour 
reported by a sample of Italian MSM before and after HIV 
diagnosis. Ann Ist Super Sanità 2011; 2: 214-9.

27) Seed CR, Kiely P, Law M, Keller AJ. No evidence of a 
significantly increased risk of transfusion-transmitted human 
immunodeficiency virus infection in Australia subsequent to 
implementing a 12-month deferral for men who have had sex 
with men. Transfusion 2010; 50: 2722-30.

28) Gallo P, Colucci A, Camoni L, et al. Social and behavioural 
characteristics of a sample of AIDS Help-Line users never 
tested for HIV in Italy. Eur J Public Health 2011; 21: 627-31.

29) Vamvakas EC. Relative risk of reducing the lifetime blood 
donation deferral for men who have had sex with men versus 
currently tolerated transfusion risks. Transfus Med Rev 2011; 
25: 47-60.

Arrived: 18 July 2012 - Revision accepted: 30 April 2013
Correspondence: Barbara Suligoi
Centro Operativo AIDS
Istituto Superiore di Sanità
Viale Regina Elena, 299
00161 Rome, Italy
e-mail: suligoi@iss.it

441-448_162-12.indd   448441-448_162-12.indd   448 03/07/2013   14:32:2703/07/2013   14:32:27

All rights reserved - For personal use only 
No other uses without permission




