
communication we present some information about drug registrations.  The objectives 
were to study the total number of applications received over one year, the number 
registered and rejected, the types of registrations, the number of essential drugs and new 
chemicals and to classify them according to organ systems.  The data were collected by 
perusing the records maintained at the CDDA and interviewing the staff there.  The 
period of study covers one year from 01.01.1998 to 31.12.1998. During this period a total 
of 705 applications were received,  Of this 460 were registered.  Of the remaining 245 
applications, 185 were rejected and decisions are pending on the others.  Of the 460  
registered, 267 were full registrations (valid for 5  years) and the remaining 193 
provisonal registrations (valid for 1 year ) .  Out of the 705 applications, 261 (37%) were 
for essential drugs.  There were 47 applications for new chemicals.  The most number fo 
applications,  183 (26%), were for antimicrobials.  Other categories included 11.5% for 
Central Nervous System,  11.1% for Blood & Nutrition, 7.6 % for Cardiovascular System,  
7.1% Endocrine and 6.5% for the Respiratory System.  Reasons for rejection included 
incomplete documentation, unproven efficacy and safety,  quality failure, and problems 
about product information and stability.  The above information gives some basics idea 
about the drug registrations done in Sri Lanka.  
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Speciation of Cryptosporidium oocysts isolated from goats by Polymerase Chain 
Reaction (PCR) 
 
Cryptosportidium parvum  is an enteric protozoan parasite responsible for diarrhoea in 
children, neonates of animals and immunodeficient hosts.  In Sri Lanka, Cryptosporidium 
oocysts have been demonstrated in the faeces of diarrhoeic children.  Recently, we 
reported the presence of Cryptosporidium  oocysts in the faeces of goats from the dry, 
intermediate and wet zones.  In the present study these oocysts have been speciated 
using Polymearase Chain Reaction (PCR). 
 
A total of thirty Cryptosporidium positive faecal  sample form the three zones (10from 
each zone ) were used in this study.  Smears stained with modified Ziehl Neelsin were 
subjected to micrometry were subjected to micrometry where the size of 10 oocysts in 
each slide was ascertained.  The average size of the oocysts was 5.0   x 4.5 mm. 
 
PCR identified 15 samples (dry zone-8; intermediate zone –7) as Cryptosporidium parvum 
.None of the samples from the wet zone were positive on PCR.  A negative result in the 
wet zone may be due to occurrence of other species of Cryptosporidium, which cannot be 
differentiated by microscopy and micrometry. 
 
The presence of an overwhelming number of isolates (75%; 15/20) of C.parvum in the 
dry and intermediate zones indicates the wide occurrence of the zoonotic species of the 
organism among goats and that the goat is a potential animal reservoir for human 
infection.  Future investigations are needed to identify the genotype of C.parvum in 
humans as type 1 circulates only in humans whereas type 2 inffects both animals and 



humans.  Such studies will give more information regarding the exact source for the 
Cryptosporitiuminfection in susceptible humans. 
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A preliminary study on TP53 tumour suppressor gene mutations in breast cancer 
patients of Sri Lanka 
 
TP53 tumour suppressor gene is the most frequently found mutated gene and accounts 
for more than 50% of sporadic and inherited cancers.  Worldwide TP53 mutations 
account for approximately 30% of breast cancer.  Germa line mutations of the TP 53 gene 
is associated with Li-Fraumeni Syndrome, that leads to the development of breast cancer 
and other neoplasms.  Furthermore, somatic mutations of theTP53 mutations enables 
early detection and effective treatment of breast cancer. The presence of a TP 53 gene 
mutation is by far the signal most predictive indicator for recurrence and death.  
Therefore an attempt has been made to identify both somatic and genetic mutations of 
the TP53 gene hot spot mutations in the Sri Lankan breast cancer patients. 
 
Presence of mutations for TP53 gene was studied in highly conserved regions of exon 5, 
6, 7 and 8 wher e90% of acquired mutations have been reported.  We have analyzed 
blood and breast tissue DNA obtained from breast cancer patients before commencing 
treatment using PCR and DNA sequencing. 
 
Of the 15 patients studied to date mutations in the TP 53 gene were seen in 6 patients.  4 
patients showed somatic mutations with a single nucleotide mutation in their tissue 
DNA at codon 249 in exon 7, resulting from G to T transversion(n=2) or total G deletions 
(n=20.  germline mutations were observed in 2  patients with total G deletion at the last 
base of the codon 249.  The prevalence of codon 249 mutation for breast cancer has been 
reported to be only 0.3% worldwide and is the 5th most frequent mutation for breast 
cancer. 
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Preliminary study on BRCA1 mutation analysis of Sri Lankan breast cancer patients 
There has been a sudden increase in the number of patients diagnosed with breast 
cancer even in developing countries such as Sri Lanka in the recent past.  Two breast 
cancer susceptibility genes: BRCA 1 and BRCA2 have been cloned previously.  Inherited 
mutations in one or both of these genes are known to confer a predisposition to breast 
and ovarian cancer.  Due to the large sizes of these two genes, it is not feasible to analyze 
large number of samples for all possible BRCA 1 and BRCA 2 mutations to determine 
population prevalence.  Therefore the detection of mutations in these genes have to be 
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