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Porcilis PCV is an inactivated adjuvanted subunit vaccine developed as an aid in the
protection of pigs against the consequences of an infection with Porcine circovirus type
2 (PCV2), i.e. the post-weaning multisystemic wastmg syndrome (PMWS).
Wuus disease affecting the global swine industry.

Porcilis PCV is Wﬂg one viral protein of PCV2, the ORF2
(capsid) protein. The pruteiu 1s produced in a recombinant baculovirus
/insect m:]l sjrstem The ORF2 protein is mixed mgethmmul
DiluyackE - ad;uvant mcrusn] Dﬂuvac Forte is -

arst vaccination given from an age of
al. The volume of a single dose is 2

ml to be injected by the inframuscular route.
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QIE Terrestrial Manual 2008

INCREASE IN VIRULENCE TESTS

With live vaccines, there is concern that the organism might be shed from the host and transmitted to contact
animals, causing disease if it retains residual virulence or reverts o virulence, Therefore, all live vaccines should
he tested for virulence by means of passage studies. Vaccine organisms are propagated in wivo by inoculating a
group of target animals with master seed, in principle; this inoculation uses the natural route of infection for that
organism that is most likely to result in infection and reversion and, if possible, that represants a recommended
route of administration of the vaccine manufanturad from this master seed. The vaccine organism is recovered
from tissues or excretions and is used-dreety-tereedtale 3 furtther group of animals, and so on. After not less
than four passages, i.e. use of @ lotal of five gmupa of animalg)(mare for poultry prnr:luctsj the isolate must be
fully characterised, using the same procedures Used 10 characterise the master seed. Regulatory authorities
opinion varies in whether or not it is acceptable to propagate in vitro between passages organisms that otherwise
cannot be passaged five times because of their degree of aftenuation. The vaccine organism must refain an
acceptable level of attenuation after propagation in this way.
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SUMMARY

A trial was carried out to confirm the safety of TNSNGNIWONfor swine under field
conditions according to Ph. Eur. and EC guidelines (I[1/3362/92).

One hundred and sixty piglets on four commercial swine farms in Hungary were randomly
assigned to one of two groups: NG (T) or placebo control (C) in the ration 2:1. Ope:
hundred and six animals received a primary vaccination with HIENEEEEN and 54

received an injection with phosphate buffered saline (diluent for freeze-dried vaccines; group
C) at 3643 days of age, followed by a second vac?ination 14 days later.

The animals were observed for local and systemic reactions until 14 days after each
vaccination. The rectal temperature was taken before and after the vaccinations, and the weight
gain during the trial period was determined by measuring body weights one day before first
vaccination and the last day of observation (14 days after second vaccination).

To achieve blinding, staff unaware of the treatment of the animals (T or C) performed the
observations.

Mild local reactions were observed after both first and second vaccination with R
QR on farm 2 and 4 only. The reactions consisted mostly of a small (<2.5 cm) and not

painful local swelling. An increase in rectal temperature was observed at 2 hours after both

- vaccinations, mean 0.9 and 0.5 °C after first and second vaccination respectively. The

temperature returned to normal within 24 hours.

Some mild and transient loss of activity was observed in a few animals from both the [l
I :nd the control group on farm 4 at 2 hours and/or one day after first vaccination, most
probably, related to the increased rectal temperature and/or vaccination stress.

Minor or more severe signs of diseases (diarrhoea and/or respiratory symptoms) were
observed at various times on farm 2. Signs of suspected S. suis infection (shivering, bristling
and tremor) occurred on farm 4. Because of their nature and the time of observation, these
signs of disease on farms 2 and 4 were considered unrelated to vaccination.

Weight gain was not affected by the vaccination.
From the results of the present field trial. it is concluded that ISR is safe for

piglets of 5 weeks of age.
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R (Material)
J77% (Method)
2552 (Result)

= 2w (Discussion)
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Table 2

istopathologic lesions and antigen levels for PCV2 and PRRSV in different groups at 21 dpc

Group no. Histopathology score PCVZIantigen level — PRRSV antigen level
Lung Lymph node Lung Lymph node Lung Lymph node
1 05:053% 037:051° 7£500° 172605
2 2120642 062+074° 65544 20:687C 265+544° 45203
3 0874064 05053 1475+4.03° 55£129
4 275+0.7% 387+083% 44+529% 6182 405+369% 65+208
5 04+023° 045:042° 8:691° 22:1028° 165+438° 4=263
6 075:07° 212:064° 135:5° 435:860°
7 225+07% 05=053° 2775+:377° 85+264
8 287+064% 425:07% 53+424% 675+838% 4175:59% 751264
9 025+046° 025+046°

“Data are means + standard deviations. Dhe antigen level in the lung means the number of positive cells per unit area (0.95 mm?). The antigen
level in the Tymip £ means the number of positive cells per unit area (0.25 mm?)Brifferent letters (a, b, and ¢) indicate significant @

differences between groups.
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REtHHERET 772

BRI E A E 2 et 1A

B SR8 - t-test, ANOVAZE

B RFES T ¢ Chi-square test, Likehood Ratio Chi-
square test, Fisher exact test =5

p{E

B = (>0.05)

B o5 (<0.05)

B i =52 (<0.01)
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Thank you for Your Attention
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