Department of Rabies and Vaccine Quality Control

A — History
e Year started : 1909
e Evolution :

Dept of rabies diagnosis and research
e Established in 1918
e Rabies antibody testing by RFFIT as a special test was established in 1996
e PCR for rabies diagnosis commenced in 2006
Dept of vaccine quality control
e Technical evaluation of all vaccines (EPI and non EPI) for drug regulatory
authority-CDDA since 1996
e Appointed as the National Control Laboratory (NCL) for vaccines in 1998
e Key functions of NCL
- Lot release of vaccines since 2000
- Testing of vaccines in certain identified situations (potency, sterility,
innocuity) since 2002

e Heads of Department :

Department Name Period
Rabies Dr. A. Sathasivam 1962 — 1987
Vaccine Production Dr. Ariyawansa Jayasinghe 1975 - 1987
Rabies and Vaccines Dr. A. Sathasivam 1987 — 1995

Dr. Omala Wimalaratne 1996 to date

B — Services

® Services offered by the Dept of rabies diagnosis and research — It is the National Reference
Laboratory for rabies diagnosis in Sri Lanka.

Human rabies diagnosis — ante mortem & postmortem

Rabies diagnosis in animals — postmortem

Quiality assurance of decentralized rabies diagnostic laboratories

Assessment of rabies antibodies in serum and CSF in humans as a special test
Immunogenicity studies & rabies related research

Rabies post exposure specialized advice clinic

Teaching & training — medical (under graduate & post graduate) & paramedical staff

® Services offered by Dept of vaccine quality control — It is the National Control Laboratory
(NCL) for vaccines and sera for human use in Sri Lanka.

e Technical evaluation of all human vaccines for the drug regulatory authority before
licensing



e Lot release of government procured vaccines

e Quality testing of vaccines — Pre registration, newly registered vaccines, following
AEFI reporting, cold chain break down etc.

e Production of pharmaceuticals for laboratory use

e Specialized advice on vaccine related issues

e Teaching & training — undergraduate and post graduate medical officers and
paramedical staff in vaccinology

® Type and number of laboratories:
Rabies - Rabies diagnostic laboratory - Direct smear test for Negri bodies & Direct fluorescent

- Tissue culture laboratory

Vaccine QC - Two viral vaccine laboratories -
Two bacterial vaccine laboratories -

antibody test (FAT) done routinely

- Immunochromatography strip test, RT-PCR & Mouse

inoculation test (MIT) available

- Rabies antibody detection by Rapid fluorescent focus

inhibition test (RFFIT)

Viral vaccine quality testing
Bacterial vaccine quality testing

Laboratory for preparation of pharmaceuticals - Pyrogen free distilled water,

® Tests & Rates:

Sodium citrate, Normal saline for
laboratory use

Name of test Availability Rates
Rabies diagnosis:
*Detection of Negri bodies by Direct Available Free of charge
smear test
*Detection of rabies antigen by Available Free of charge

fluorescent test (FAT)

* Immunochromatography test (ICT)

*PCR for rabies diagnosis

*Mouse inoculation test for rabies
diagnosis

*Rabies antibody test using tissue
culture technique

Vaccine testing:
Tests for vaccine quality control
o Sterility test
e Innocuity test
e Potency test
e |dentity and Antigen
Concentration test
e Mouse Weight Gain Test

Available (Done when indicated)
Available (Done when indicated)
Available (Done when indicated)

Not a routine test. Only done
with recommendation by
virologist

Available as the National
Control Laboratory (according to
vaccine testing policy)

Free of charge
Free of charge
Free of charge

Free of charge

Free of charge




C — Staff of the Dept of Rabies & Vaccine QC:

Name Designation Academic Qualification & | Contact
Research Interests Information
Dr. Mrs. Omala Consultant MBBS, Dip Medical Tel No.
Wimalaratne Virologist/Vaccinologist | Microbiology, MD 2698660
Head of the Dept.
Dr. Mrs. S. Nanayakkara | Consultant MBBS, Dip Medical Tel No.
Microbiologist Microbiology, MD 2693532-4
Ext. 131
Dr. J.S. Ishie Medical Officer MBBS, DFM Tel No.
2693532-4
Ext. 131
Dr. S.M.R. Odayar Medical Officer MBBS, DFM Tel No.
2693532-4
Ext. 131
Dr. P. de A. Medical Officer MBBS, DFM Tel No.
Samarawickrama 2693532-4
Ext. 131
Mrs. K.A.D.N. Perera Research Officer BSc, MSc in Applied Tel No.
Microbiology 2693532-4
Ext. 131
Mr. P.K. Jayaweera Senior MLT Dip in Medical Laboratory | Tel No.
Technology 2693532-4
Ext. 146
Mr. S.K. Tennakoon MLT Dip in Medical Laboratory | Tel No.
Technology 2693532-4
Ext. 146
Mr. S.P.D. Karunanayake | MLT Dip in Medical Laboratory | Tel No.
Technology 2693532-4
Ext. 434
Ms. M.K.M. Damayanthi | MLT Dip in Medical Laboratory | Tel No.
Technology 2693532-4
Ext. 434

Three laboratory orderlies
and one labourer




D — Research & Publications

® On going research projects:

1. Evaluation of an immunochromatographic assay for the diagnosis of human rabies and its
application to facilitate the molecular epidemiology of rabies: A multi-centre study in Asian
countries.

2. Immunogenicity study to determine the persistence of rabies neutralizing antibodies in
previously immunized patients and their booster response following anti rabies vaccine( ARV)
for a subsequent exposure.

3. A comparison study for diagnosis of rabies in wild animals of Sri Lanka by
fluorescent antibody test (FAT) and rapid immunochromatographic test (RICT).
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