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Parliamentary Series Number — 181
National Medicines Regulatory Authority

Submission of observations of the Hon. Minister in charge of the institutions and steps taken with regard to the
reports tabled by the Committee on Public Enterprises in terms of Standing Order No. 120(4)




Pai’liamentary Series No. 181

Institution-National Medicines Regulatory Authority

Directive/Recommendation of the Committee

the Standing Order No. 120(4)

1.2 Internal Audit ;

Takihg ‘ste“ps to promptly recruit an Internal Auditor for the

institution and to submit a report on this to the Committee within 1

month with copies to the Auditor General.

Action was taken by the National Medicines Regulatory Authority
t a formal interview and to grant an appointment letter to
ant who obtained the highest marks, on 2025.03.05
fter accepting the appointment she resigned on 2025.03.11
ersonal reason and thereafter, arrangements were made to
appointment to the applicant who obtained the second
arks, but he also mformed that he would not be able to
appointment.

, Ministry of Health and Mass Media has appointed an
his post on a acting basis.

per advertisement was published again for urgently
an Internal Auditor on the permanent basis and
ions have been received for the same. Accordingly, further

1.3 Cadre as at 26 January 2025

i. Discuss the problems in carrying out internal promotions within
the institution with the Department of Management Services and
take steps to prepare a correct methodology.

nt Servwes was held on 26.05.2025 in respect of'the issues
internal promotions, and during the discussion the issues
ified. Instructions have been given to prepare a suitable
methodo gy and proposal in this regard and submit it to the
Departme;pt of Management Services.
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ii. Prepare Schemes of Recruitment for the posts, for which
Schemes of Recruitment (SOR) have not been prepared so far and
submit them for necessary approvals and to submit a report on these
matters to the Committee within 1 month with copies to the Auditor
General. |

i.The scheme of recruitment for the post of Technical Officer (Civil)
has been submitted by the Ministry of Health to the Department of

iii. From among the posts approved for the National Medicines
Regulatory Authority, the scheme of recruitment for the posts of
Director l‘ﬁelonging to the Senior Managerial Service category, has
been submitted by the Ministry of Health to the Department of
Management Services for approval on 2025.03.13 and approval was
received for the same on 2025.05.02

tv. Approval has already been received for the schemes of recruitment

for other ﬁosts.

iii. Since the problem related to the recruitment of employees for
the posts in the primary category affects the entire public service, to
consider this matter and take

necessary steps to submit the necessary proposals to the government
to prepare an updated methodology for the recruitment of
employees for the posts in the primary category and to submit a
report on these matters to the Committee within 1 month with copies
“to the Auditor General, '

A recomﬁbendation received by the Department of Management
Services.
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02. Non-compliance with the provisions of the Act

(a) To make proposals to collect data on the need and quantity of
medicines and pharmaceutical products and to regulate the
availability of medicines in the country in accordance with sub-
section 14 (j) of the National Medicines Regulatory Authority Act,
No. 05 of 2015. ‘

It has alrcady been started to collect complete data on the quantity
and prices of all medicines cleared by the Sri Lanka Customs.

A large percentage of the medicines available in the country are
medicines, while the other medicines are locally
d. In addition to that, a small quantity of medicines is
donations. And, there are cases where some medicines
to Sri Lanka from other countries through illegal means.

i are imported and locally supplied to the public sector
imates made by the Medical Supplies Division. The types
ities of medicines available in the private sector depend on
iption and use of medicine imported and locally supplied.
oth these situations are beyond the control of the National
egulatory Authority. ' ‘

cases where there are no registered suppliers for some
r when registered suppliers do not submit tenders, a
such medicines will occur in the country. As suitable
measures to be taken in this regard, the State
ical Corporation can directly import such selected
o the country and manufacture those selected medicines
e the local manufacturers.

National Medicines Regulatory Authority has taken steps not to
charge a fee for registration of medicines imported to the country in
small quantities in order to encourage suppliers of such medicines.
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National Medicines Regulatory Authority has started conducting of
inspections to check whether medicines illegally brought to Sri Lanka
are being sold in pharmacies. For this purpose, 10 Assistant Drug
Inspectorsﬂ ave been recruited in the last month.

Data is ¢
System, b

ected through the Cusdec Number using the Asykuda
the quantity is not recorded.

(b) Take urgent action to create a pricing formula for regulating the
prices of medicines considering regional prices, and submit a report
in this regard (including relevant proposals to make the public
aware the minimum prices recommended for medicines) to the
Committee with a copy to the Auditor General before 12 April
2025.

The pricing formula has been created and gazetted by now. The
injunction imposed has been removed.

(c)To take necessary actions to make guidelines for the evaluation
of other products such as perfumes and nutritional supplements as
soon as possible and to report the progress in this regard to the
Committee within 3 months with copies to the Auditor General.

;'§cuss1on held between the Mlmstry of Health and the

Medicines Regulatory Authority. Accordingly, the committee was
appointed under the chairmanship of the Director General of Health
Services and the first meeting of the committee was held on
01.08.2025. Accordingly, plans are being prepared for the evaluation
of other products such as perfumes and nutritional supplements

(d) Even though regulations were to be made to give effect to the
Good Manufacturing Practices guidelines and other applicable
guidelines setting out the procedures to be

Guidelines regarding the medical devices are being developed.
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followed, including the specified time limits for the conduct of
respective evaluations for medical devices and borderline products
in terms of sub-sections 72(4) and 93(4) of the Act, the Committee
observed that action had | ' |

not been taken accordingly and the Committee recommended that
intervention be taken in this regard.

The website has been updated to include the new regulatory
procedures applicable to borderline products. Action is being taken
to develop and publish the Guidelines.

(e)Even though permitted medical devices and borderline products
registered in terms of sub-sections 74(1) and 95(1) of the Act were
to be listed by the Minister from time to time, action had not been
taken accordingly.

To reconsider the issuance of the relevant gazette notification and
| take necessary action to publish the said lists expeditiously.

The regisfﬁ' ation process was expedited to overcome the serious
situation \Vthh arose due to the delay in issuing registrations by the
National {Medlcmes Regulatory Authority. So that, even though
publishingfE f'the gazettes, was delayed, the relevant gazettes will be
published within the next 3 months in accordance with sub-sections
74(1) and 95(1).

The list o;; egistered borderline products has been published on the

(f) Even though the Minister should have made regulations in terms
of sub-sections 83(6) and 102(6) of the Act, specifying the
procedures to be followed by the Medical Devices and Borderline
Products Evaluation Committees and the National Medicines
Quality - Assurance Laboratory in conducting such testing or
evaluation process, the time limits for such process, the manner in
which the Evaluation Committee to conduct its meetings and the
procedure to be followed at such meetings and the matters which
should be included in the reports to be submitted, the Committee
observed that action had not been taken accordingly and the
Committee recommended that the relevant work be completed.

the recommendations in respect of the Cabinet Paper No.
40/007 titled, Establishment of the National Medicines
Authority in the Building of No. 385, Suwasiripaya,
s been granted to allocate 01 billion Rupees from the
dicines Regulatory Authority Fund for the renovation of
ipaya b‘uilding and for the improvement of the facilities
lional Medicines Regulatory Authority’s laboratory.

The renm{étion work on the roof of the laboratory is currently in the
final stage.
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Necessary steps are being taken to appoint a representative with the
expertise relevant to the other renovation works. Discussions were
held with the Additional Secretary Procurement of the Ministry of
Health and it was decided that it would be more appropriate to
proceed according to the Design and Build method. Accordingly,
action is being taken to call quotations and to carry out further
procurement work in this regard.

(g) The instances where the refusal of registration of medical
devices and borderline products had not been notified to the public
| by the Orders published in the Gazette in terms of sections 84(2),
85, 103(2) and 104 of the Act and although the medicines registered
up to the year 2019 had been published in the Extraordinary Gazette
No. 2144/20 dated 09 October 2019 action had not been taken
accordingly thereafter.

Examining whether instances of registration and refusal of
registration have been published in the Gazette by the Orders for
notifying the public of such registration and refusal of registration.

Régistrat ns of medical devices and borderline products are
published on the website and attention is paid to the necessary action
to be takeﬁi in respect of rejections. :

3.1 System to automate the Procurement Data System (e-NMRA
automation)

L. To submit a report to the Committee within 01 month with copies
to the Auditor General regarding the measures to be taken in the
future in respect of this database, the issues encountered in selecting
the relevant institution and the measures taken to recover the
amount spent, if an institutional investigation has been conducted.

Currently, investigations are being carried out by an Investigation
Officer regardmg the automation of the procurement data system (e-
NMRA aJtoma‘uon), and a letter seeking advice on taking the
necessary legal action to recover the amount spent has been submitted
to the Att ey General's Department. Accordingly, necessary actlon
will be taken based on the advice received.
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I1. To submit a report to the Committee with copies to the Auditor
General regarding the names of companies deleted from this data
base and the types of medicines requested by those companies.

The repor{; n the types of medicines requested by companies, which
were deleted from the e-NMRA database, has been forwarded to the

Secretary
General
CA/AQ/F

{of the Committee on Public Enterprises and the Auditor

through Annexure 08 of my reply report  No.
C02/COPE/NMRA/2025(1l) dated 12.06.2025.

1. To take action on the instructions of the Ministry of Digital
Economy regarding this database.

A letter has been sent to the Ministry of Digital Economy seeking

instructiot

s in this regard.

3.2 Revamping the Medicine Database -

I. To conduct a formal investigation into the officers who gave
institutional approval to make payments of Rs.4,774,752 after the
preparation of the Revamping the Medicine Database and submit an
interim _report w1thm 2 months with specific recommendatlons
(initiate the investigations within 01 month) to the Committee with
copies to the Auditor General.

II. To conduct an institutional investigation to recover the amount
spent on this database and to take necessary legal action.

An investigation is being conducted to cover the recommendation of

the Comm

tee on Public Enterprises regarding the revamping of the

medicines database.

III. To appoint a specific officer responsible for maintaining this
database.

The Infor

appointed
07.05.202:

mation Technology Officer (Assistant Director), who was
to the National Medicines Regulatory Authority on
5, will continue to work on maintaining this database.

IV. The Committee paid attention to the importance of integrating
all the institutions, namely the National Medicines Regulatory
Authority, the Medical Supplies Division and the State
Pharmaceuticals Corporation, into a single database, taking the
instructions of the Ministry of Digital Economy and obtaining

Followinéﬁthe request for a discussion with the Ministry of Digital

Economy

regarding the data system, consent has been given.

Accordingly, discussions will be held in due course, and necessary
actions will be taken.
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instructions from the Ministry on the future activities related to the
new database by the Chief Accounting Officer in coordination with
the Secretary of the Ministry of Digital Economy.

4.1 Issuance of Letters of Waiver of Registration (WOR)

I. To amend the Act/Regulations so that legal action can be taken
against registered suppliers who do not supply medicines to the
public sector during the procurement process, that is, those who
supply medicines only to the private sector, by registering with the
NMRA.

II. To amend the Act and make the necessary interventions to
control the drug mafia using the provisions for issuing WOR.

The issuarice of letters for all applications submitted for Waiver of
Registration (WOR) has now been concluded. Such letters are issued

~only with the approval of a committee comprising Medical Officers

and Drug Evaluation Officers, in a formal and transparent manner.
Only applications recommended by the Ministry of Health are
considered by the committee, and drafts are being prepared to amend
the Act.

III. Conducting investigations into substandard medicines and
taking necessary action against registered suppliers who import
such substandard medicines and blacklisting such suppliers.

Side effecis or allergic reactions caused by drugs are reported to the
SAFRAC Committee established at the National Medicines
Regulatory Authority. The committee, comprising specialist Medical
Officers and Drug Evaluation Officers, is currently investigating the
relevant incident. In cases where serious side effects are suspected,
the committee immediately informs the Medical Supply Division to
temporarily suspend the use of the drug and, if necessary, refers the
drug to the laboratory for further testing.

IV. To look for the possibility of constructing a laboratory to test all
drugs imported into the country using the funds of the Institute.

ity ~Assurance Laboratory is currently undergoing
renovatiori, with the roof renovation in its final stage. Rs. 1 billion
funds of the National Medicines Regulatory Authority have been
allocated for future procurement activities, with the approval of the
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Cabinet. In this regard, steps have been taken to obtain support from
the Asian Development Bank in the following areas:

» Contributing to the provision of consultancy services for the
reriovation of the laboratory.

iding specialized training opportunities related to the
es of the laboratory.

To enhance the laboratory’s testing capacity, agreements have been
reached to send drug samples to the ITI, SLSL.and SLINTEC
laboratories for testing. Samples are already being sent to ITI and

ting.

V. To submit a report to the Committee within 01 month, with
copies to the Auditor General including the actions taken on the
above matters. ‘

sts submitted to the National Medicines Regulatory
long with the recommendations of the Ministry of Health,
ocumented under the supervision of the Head of the
ision and submitted to the WOR Committee.

Regulatory Authority is not responsible for the
safety, and quality of drugs imported under a WOR
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0 Sending he relevant copies to the concerned institutions by post.-
0 Maintaining documents related to the issuance of WORs in a
systematic manner.

4.2 (a) Importing medicines into the country without quality testing
using the special pathway method

[. To summon the former CEO and former Board members of the
institution before the Committee to inquire into the facts regarding
this issue. (Those officers were summoned before the Committee
on 26.03.2025 and inquired into the facts)

(Those ofticers were ‘s‘umrhoned before the Committee on
26.03.2025 and inquired into the facts)

II. To submit a detailed report to the Committee within 01 month
with copies to the Auditor General, including information on the
officers responsible for the damage caused by the entry of
substandard medicines into the country due to the granting of
permission for the import of medicines through a special procedure
excluding the normal procedure for issuing WOR.

Waiver of registration process is now carried out solely on the
recommendations of a committee comprising Medical Officers and

‘Drug Evaluation Officers. Only applications recommended by the

Ministry of Health are considered by the committee.

As per the recommendations of the Auditor General, this process is
now conducted through an independent and impartial committee. The
Chief Exer utive Officer will not issue WOR letters without the
committee’s approval. | ‘ ‘

n the import of substandard drugs into the country using
athway method has been forwarded to the Secretary of
the Commiittee on Public Enterprises and to the Auditor General
through ~ Annexure 02 of my reply report No.
CA/AQ/FCC02/COPE/NMRA/2025(11), dated 22.07.2025.
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| (b) The Committee drew close attention to the fact that the
Au‘thorityihad issued 38 registration exemption certificates to a
company called Savorite for the import of 38 drug items submitted
through unsolicited proposals in December 2022, but the National

| Medicines Regulatory Authority had not conducted evaluations of

the relevant drugs and therefore the Authority was not responsible
for the quality, safety, and efficacy of the relevant drugs and the
responsibility should be assumed by the Director of the Medical
Supplies Division.

I.. Submitting information about the local representative of the
relevant institution to the Committee with copies to the Auditor
General.

No information about the local representative has been recorded.

II. To conduct an investigation into the total damage caused by the
importation of 323 medicines and submit a report to the Committee
within 01 month with copies to the Auditor General.

An investigation is being conducted.

I11. Considering of relevant i‘ssues to overcome the weaknesses of
the Act.

ing the relevant issues o overcome the weaknesses of the
Act, the section stating that there is no liability for production,

06. Import of Medicines and Devices

I. That there was a severe shortage of medicines in the cbuntry by
the time this Cabinet Paper was prepared, that it was included in the
data base of the Medical Supplies Division and submission of
‘documents to the Committee within 1 month to prove it.

22.07.2025.

Committee's recommendation, has been forwarded to the Secretary
of the Con ittee on Public Enterprises of the Committee on Public
Accounts and to the Auditor General through Annexure 01 of my
reply report No. CA/AQ/FCC02/COPE/NMRA/2025(1II), dated
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II. To present a report to the committee within a period of one
month, containing information relevant to the confirmation of
factual accuracy of the Cabinet memorandum, along with details of
the officer who furnished information relevant to the preparation of
the cabinet memorandum and the officer who formulated the
cabinet memorandum.

The Cabinet Memorandum was prepared by the then State Ministry
of Production, Supply, and Regulation of Pharmaceuticals and
forwarded to the Ministry of Health for submission to the Cabinet for
approval. In this process, it should be accompanied by the format
titled 'Format for Submission of Cabinet Memorandum to the
Cabinet.' The format, so submitted, has been forwarded to the
Secretary of the Committee on Public Enterprises and to the Auditor
General through Annexure 02 of my reply report No.
CA/AQ/FCCO02/COPE/NMRA/2025(1), submitted on 22.07.2025.

08.Import of Medicines through Special Pathway

Submitting the letter sent to the Secretary to the Ministry by the
Chief Executive Officer through his official E-mail account, to the
Committee within a period of 02 weeks.

In the process of importing medicines through the Special Pathway
system, the letter sent by the Chief Executive Officer of the National
Medicines Regulatory Authority to the Secretary of the Ministry
using his official email address, has been forwarded to the Secretary
of the Committee on Public Enterprises and to the Auditor General
through Annexure 03 of my reply No.
CA/AQ/FCC02/COPE/NMRA/2025(11) dated 22.07.2025.

............ e

Dr. Nalinda Jayatissa
Minister of Health and Mass Media.

Dr. Nalinda Jayatissa (M.P.)
Minister of Health & Mass Media
Chief Government Whip
Ministry of Health Mass Media,

No. 385,"Suwasiripaya”,

‘ev. Baddegama Wimalawansa Thero Mw,
Colombo 10.
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