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EXECUT IVE  SUMMARY       

This report presents a summary of presentations made by resource persons and the feedback received 

from participants during the panel discussion. The workshop was organized by the Coordinating 

Secretariat for Science, Technology & Innovation (COSTI) with the aim of (1) making the regulators, 

aware of the difficulties faced by the public and private sectors in relation to imports and exports of 

biological sample, consumables and equipment; (2) initiate a dialogue among the regulators and industry 

to find viable solution for an expedited clearance and approval process. 

A total of 58 participants representing both public and private sector attended the workshop. 

Participants included the cross section of regulators, industry personnel, scientists, academia, senior 

officials of ministries, policy makers. The workshop was graced by, Prof. Tissa Vitarana Hon. Senior 

Minister for Scientific Affairs as the chief guest.  

This report underlines key recommendations extracted from the meeting and will sensitize the regulators 

and policy makers to lead follow up actions, to enable the process of imports and exports for research 

and services to follow up in a smooth manner. 
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MEET ING  AGENDA  

Roundtable meeting on Issues Related to Imports/Exports of Biological Samples, Consumables and 
Equipment 

9 April 2014, SLIDA 
 

09.00 – 09.05  Welcome 
Dr Sarath Abayawardana, Programme Director COSTI 

 
09.05 – 09.20  Address by the Chief Guest 
   Prof. Tissa Vittarana, Hon. Senior Minister for Scientific Affairs 
 
09.20 – 09.40  The Context : Issue we need to Address  

Prof. Sirimali Fernando, Chief Executive Officer COSTI 
 
09.40 – 09.50  Private sector experience : A New Business Startup 
   Prof.  Vajira Dissanayake, Credence Genomics 
 
09.50 – 10.00  Private sector experience: Equipment and Consumables  
   Mr A Thavaraj, P&T Trading Pvt. Ltd. 
 
10.00 – 10.30  
 
  
 

Moderator : Dr Sarath Abayawardana, Programme Director COSTI 
10.30 – 11.00  Sri Lanka Customs on Chemicals, Biological Samples and Equipment Importation 

Sri Lanka Customs 
Mr J A D A Perera, Deputy Director Sri Lanka Customs 

 
11.00 – 11.30  CDDA Procedures on regulation of Medical Devices including Test Kits 
   Dr Hemantha Beneragama, Director CDDA 
 
11.30 – 12.30  Discussion with Stakeholders 

Panelists  :  Prof. Ajith de Alwis,COSTI 
Dr Hemantha Beneragama, CDDA 
Mr J A D A Perera, Sri Lanka Custom 
Prof. Vajira Dissanayake, Credence Genomics    

 
12.30 – 12.45  Way Forward, Conclusions and Vote of Thanks 

Prof. Ajith de Alwis, Project Director COSTI 
 

12.45 – 01.30 
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OBJECT IVES  OF  THE  ME ET ING  

The meeting was organized with the objectives of: 

 

 Make aware the relevant authorities on the problems faced by the scientists of the public and 

private sectors when handling the imported goods 

 

 Develop plans and programmes to assist the authorities to improve the subject knowledge of 

relevant staff 

 

 Develop an efficient mechanism to clear the imported consumables, equipment and biological 
samples while adequately safe guarding adherence to relevant rules and regulations 
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PRESENTATIONS  AT -  A-  GLANCE  

The roundtable discussion commenced with the welcome address and introduction of the Coordinating 

Secretariat for Science, Technology and Innovation (COSTI) mandate and functions by Dr Sarath 

Abayawardana, Programme Director, COSTI. 

 

Prof. Tissa Vittarana, Hon. Senior Minister for Scientific Affairs 

The Hon. Senior Minister in his address to the audience highlighted the importance of hi-tech sector and 

industrialization in a country’s economic growth. The senior minister compared South Korea’s and Sri 

Lanka’s economic performance and pointed out while both the countries started from the same level, 

Koreas’s GDP per Capita had reached many fold that of Sri Lanka’s. While Sri Lanka’s economic 

performance in recent years is impressive, it recorded an economic growth 7.3% last year; the hi-tech 

sector of the country remains very much underdeveloped. He further stated that the hi-tech sector can 

play a significant role in socioeconomic development which would help to eradicate poverty. In order to 

compete in the international market the hi-tech sector should incorporate cutting edge research and 

strengthen the local capacities. While the Minister acknowledged the need to have a strong regulatory 

environment he pointed that the regulations need to be revised and adopted to be conducive, promoting 

innovative research and development. 

 

Prof. Sirimali Fernando, Chief Executive Officer of COSTI and Scientific Advisor to the Senior Minister 

Prof. Fernando, in her address, highlighted the difficulties faced by the researchers in the country due to 

lengthy procurement procedures which severely limit research activities. She pointed out that while the 

developed countries maintain a firm regulatory environment they do not place much constrains on the 

researcher. Similarly while the Sri Lanka’s regulatory framework maintains its obligation towards public 

safety and national security should facilitate research and development. She also stressed out the need to 

revisit the HS codes through a national coding system to provide support for research reflecting ground 

reality.   

 

Prof. Vajira Dissanyaka, Head - Asiri Center for Genomics and Regenerative Medicine, Asiri Group 

of Hospitals,  Consultant - Credence Genomics and Human Genetics Unit, University of Colombo  
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Private sector experience: A new business start up, was presented by. Prof. Dissanayake and mentioned 

that the biotech industry faces difficulties with regard to imports and exports of biological consumables, 

samples and equipment. Despite the issue being highlighted in several fora, significant progress has not 

been achieved so far. He raised the complexity of the issue, as many parties such as administrators, 

scientists, doctors and patients get involved in a rapidly growing scientific world with new technology 

where local distributors’ playing a key role along with regulators such as the Customs and CDDA coming 

in to the picture. In this context time has become a limiting factor as these parties look on to their key 

areas as revenue, results and outputs and reports through various agents which will lead towards a rapid 

development of the country. Singapore is leading in medical industry and science as they have adopted 

the American FDA system with necessary amendments without reinventing the wheel as this system is 

developed with stringent regulatory mechanisms however supporting the research, innovations for 

development. As such it was mentioned that due consideration to be given to the perishable items brought 

for research as these need very specific conditions for storage for better performance where vitally Sri 

Lanka Customs has to play a proactive role, that has to be efficient, transparent, and provide a service in 

order to achieve the economical goals. 

Mr A Thavaraj, Managing Director P&T Trading Company Ltd. 

Mr Thavaraj mentioned that public sector procurement procedure to be revisited as due to procedural 

issues the suppliers face difficulties in delivering the items. Further he added those CDDA guidelines and 

the Sri Lanka Custom procedures to be made clear for the importers through awareness programmes and 

to have clarity on these procedures. He pointed out the importance of having a proper cold chain facility 

for perishable consumables at Sri Lanka Customs to safe gourde the product before delivery. It was also 

suggested that a hotline at CDDA and Sri Lanka Customs to be maintained for inquiries related to 

biomedical imports and exports.     

Mr J.A.D.A Perera, Deputy Director from Sri Lanka Customs 

Mr Perera emphasized that stakeholders involved in imports and exports should carefully review the rules 

and regulations of the process. The relevant chapter and section notes of the Customs Tariff 

(harmonization of HS codes) should be clearly studied by the stakeholders for their proper application. 

He further stressed that seeking prior approvals and following the procedures would eliminate 

unnecessary delays. Institutes engaged in research are privileged to tax exemption and rapid clearance 
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according to section 18, if they had obtained an approval and endorsement letter from their respective 

Secretary of the line ministry (Annex I).   

Dr Hemantha Beneragama, Cosmetics, Drugs and Devices Regulatory Authority (CDDA) 

Dr Beneragama rationalized the existence of the regulatory framework, providing examples from the 

biotech industry. He further provided a comprehensive description on the role of CDDA, the legislative 

framework and relevant rules and regulations associated with CDDA. His presentation also included 

definitions and explanation for some of the key concepts associated with medical devices. Dr 

Beneragama emphasized that all the media advertisement concerning to medical devices should be 

advertised following approval obtained from CDDA. Importation of medical devices should be carried 

out through authorized agents and cannot be directly imported by each and every institute, in order to 

maintain quality, safety and effectiveness.  
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PANEL  D ISCUSS ION  

The panel discussion was chaired by Prof. Ajith de Alwis, Project Director COSTI along with the panelists, 

Dr Hemantha Beneragama representing CDDA, Mr J A D A Perera representing Sri Lanka Customs and 

Prof. Vajira Dissanayake representing the private sector.     

The stakeholders raised their queries and views which were discussed already and the issues rising which 

are summarized below.  

 

Key Issues Raised 

1. Difficulties in clearing the chemicals, consumables and reagents that are imported for conducting 

research.   

2. HS codes relevant to molecular biology, immunology and biomedical engineering related 

consumables and equipment lacks clarity. 

3. Difficulties in communicating with the relevant officer in charge in order to obtain information 

related to various Customs and CDDA clearance procedures and approval.  

4. Approval/licenses for medical devices and consumables related to research and services, consume 

longer time periods.  

5. The definition adopted under the CDDA act No 27 of 1980, to describe medical devices/ 

equipment lacks comprehension and thus certain accessories are not included in the definition as 

medical devices, failing them to qualify for tax exemptions or preferential treatment. In addition 

certain equipment categorized as medical devices do not deserve to be classified as such and 

thus do not require CDDA approval.  

6. Lack of expert personnel in the molecular and biomedical field available at CDDA and Sri Lanka 

Customs in order facilitate the review process.  

7. Lack of clarity over the relevant line ministry, for private sector engaged in research or service 

provision, to obtain tax exemptions and preferential treatment. 
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RECOMMENDAT IONS  AND WAY FORWARD  

Recommendations Way Forward 

1. Consider fast tracking clearing mechanism for 
research and services. 

Initiate a flexible clearing mechanism with Sri 
Lanka Customs to provide a conducive research 

environment for the researchers.   

2. Proposal to be forwarded to the General 
Treasury for establishing national subdivisions 
and expand the exemption list (Example, spare 

parts for equipment).  

A process to be initiated through Sri Lanka Customs 
to propose the required amendments recognizing 
the need to have separate national subdivision for 
research and in addition to revise the current codes 
use for molecular biology and biomedical 

consumables. 

3. Establish one stop shop including a hotline and 
an e-system that would serve as a facilitating 
unit, providing efficient services to the 

stakeholders. 

 

Assist the establishment of a hotline facility in 
consultation with Sri Lanka Customs and Sri Lanka 
Telecom. An e-system which will facilitate importers 
and exporters to make correct and proper 
documentation and track the status of commodities 

to be established at Sri Lanka Customs   

4. Support the establishment of necessary 
evaluation committees to expedite the CDDA 
approval/licensing process and facilitate the 
review process by providing nominations 

through the National Councils. 

 

CDDA approval/licenses are sought by Sri Lanka 
Customs in relation to devices and consumables. 
These approvals/licenses are granted via a review 
process conducted by professional bodies or 
recognized scientists in the field. However delays 
occur due to lack of expertise in the field or 
nonexistence of experts and therefore a 
Biomedical Engineering Committee to be 
established with in the CDDA and COSTI to assist in 

nominating reviewers through the National Councils. 

5. The definition for a medical device or 

equipment need to be revisited.  

 

Sri Lankan definition of a medical devise should 
seek alignment with Global Harmonization Task 
Force report. Explore global HS to update the Sri 
Lankan definition and there by recommendation to 

be made to revised the CDDA act No 27 of 1980. 

6. Explore possibilities to strengthen the technical 
capacity of CDDA and Sri Lanka Customs for 
an efficient service towards the customers. 
Especially for molecular biology and 

biomedical sciences. 

Awareness sessions to be organized for relevant 
officials on specific topics related to molecular 
biology and biomedical sciences. 
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7. Ministry of Industry and Commerce to serve as 
the focal line ministry for providing necessary 
approvals for tax exemptions and preferential 

treatment for institutes in the private sector. 

In collaboration with Export Development Board 
(EDB), the Ministry of Industry and Commerce will 
be persuaded to act as the focal 
ministry/approving body for tax exemptions and 
preferential treatment for the private sector to 

meet the requirements of Sri Lanka Customs   

8. A common application form to be developed to 
obtain recommendations through the relevant 
line ministry for tax exemption and speedy 
clearance in order to create a conducive 

research environment.  

COSTI in consultation with Si Lanka Customs and 
relevant stakeholders will facilitate the 
development of the common application form which 
will be used by the relevant line ministries 

/authorities to grant approval for certification. 

 

In order to follow up the above recommendations, it was decided to establish a working group. This 

committee will comprise the following institutes and personnel. 

1. Sri Lanka Customs 

2. Cosmetics, Drugs and Devices Regulatory Authority (CDDA) 

3. Sri Lanka Medical Devices Association 

4. Association of Private Hospitals and Nursing Homes 

5. General Treasury 

6. Ministry of Industries and Commerce 

7. Coordinating Secretariat for Science , Technology and Innovation 

8. Experts in the field  

a. Prof. Vajira Dissanayake 

b. Dr. Shiroma Handunnetti 
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A N N E X  I  :  CU S T O M  T A RR I F  
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A N N E X  I I  :  R E S O U R C E  P E R S O N S  

Prof. Sirimali Fernando 
Chief Executive Officer, COSTI 
 
 
Prof. Ajith de Alwis 
Project Director, COSTI 
 
 
Dr Sarath Abayawardana  
Programme Director, COSTI 
 
 
Prof. Vajira Dissanayake 
Credence Genomics 
 
 
Mr A Thavaraj 
P&T Trading Pvt. Ltd 

 

Mr J A D A Perera 
Deputy Director Sri Lanka Customs 
 
 
Dr Hemantha Beneragama 
Director CDDA 
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A N N E X  I I I  :  D E T A I L S  O F  P A R T I C I P A NT S  

No Name  Institute  

1 Prof. Athula Perera University of Peradeniya 

2 Ms Renuka Jayasundara Analytic instruments  

3 Mr Dilranjan Jacob Analytic instruments  

4 Mr Hasitha Hettiarachchi Analytic instruments  

5 Mr Chaminda Perera Analytic instruments  

6 Mr Nisansala Ariyaratna Analytic instruments  

7 Dr Hemantha Beneragama  CDDRA 

8 Mr Udaya Karunaratne CDDRA 

9 Mr Hemasiri Gunathilaka CDDRA 

10 Prof. Vajira Dissanayake University of Colombo 

11 Mr Mr Nipuna Jayathilake Credence Genomics 

12 Dr Vaz Santosh Gnanam Credence Genomics 

13 Mrs Sujatha Weerakoon EDB 

14 Ms Dayani Wegapitiya EDB 

15 Mr C. Amarasinghe EDB 

16 Mr Sanjeewa Rathnasekara EDB 

17 Dr Dharshan de Silva Genetech  

18 Mr P.K.G.Ranjith Hemsons 

19 Mr Ranga Senavirathna Hemsons 

20 Mr Achala Shiran Hemsons 

21 Dr. Shiroma Handunnetti IBMBB, University of Colombo 

22 Dr Thilan Wickramarachchi  Microbiotech  

23 Mr P.D.K. Fernando Microbiotech 

24 Mr Ajith Silva Ministry of Environment  

25 Ms R.H.M.P. Abeykoon Ministry of Environment  

26 Ms Iresha Rajapaksha Ministry of Environment  

27 Ms Himali  Ministry of Environment  

28 Dr Thakar Nawaloka 

29 Mr Thewaraj P & T trading 

30 Mr Samantha Gunesekara Sri Lanka Customs 

31 Mr J.A.D.A Perera Sri Lanka Customs 

32 Ms Priyanthi Vijerani Sri Lanka Customs 

33 A.M.K.B.Athapattu Sri Lanka Customs 
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34 Dr Susil Silva VRI 

35 DrS.S. Iddawaldeniya VRI 

36 Ms Rohini Hewawasam BOI 

37 Mr Kasun Mihiranga Nawaloka 

38 Mr Lalith Perera CRI 

39 Mr B. Dinuk Delmage 

40 Mr D. Vidula Delmage 

41 Mr U.A.U.D. Thilak BOI 

42 Dr J.A. Sumith Registrar of Pesticide  

43 Prof. Sirimali Fernando COSTI 

44 Prof. Ajith de Alwis COSTI 

45 Dr Sarath Abayawardana COSTI 

46 Dr Noble Jayasuriya COSTI 

47 Dr Aziz M Mubarak COSTI 

48 Dr Geetha Abeysinghe COSTI 

49 Mr Damith Chandrasekara COSTI 

50 Dr Kumudini Gunasekera COSTI 

51 Dr Sachie Panawala COSTI 

52 Dr Fathima Zahra COSTI 

53 Mrs Amali Ranasinghe COSTI 

54 Mr Pulendran Tharmendra COSTI 

55 Ms Maheeni Samarakoon COSTI 
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