IN THE SUPREME COURT OF
THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA

It the malter of an application under and in
fers of Articles 17 and 126 of the Constitulion
of the Democratic Socialist Republic of Sri Lanka.

1. Transparency International Sri Lanka
"~ No0.366, Nawala Read
Nawala, Rajagiriya

2, Pulasthi R. K. Hewamanna
No.366, Nawala Road
Nawala, Rajagiriya

PETITIONERS

* Supreme Court [Fundamental Rights] . Vs,
Application No. G4 /2024 '

1. Minister ~ of  Finance, Ecoromic
Stabilisation and National Policies
Ministry of Finance
The Secretariat
Colombo 1

Also:

~ Minister of Defence
Minisiry of Defence
Defence Headquarters Complex
Sri Jayawardenapura, Kotte

[

. Minister of Public Administration, Home
Affairs, Provincial Councils and Local
Government
Ministry of Public Administration, Home
Affairs, Provincial Councils and local
Government

i Independence Square

Colombo 1 -

3. Minisler of Ports, Shipping and Aviation
Ministry of Ports, Shipping and Aviation
No.19, Chaithya Road
Colombo 1

4. Minister of Wildlife & Forest Resources
Conservation
Ministey of Wildlife & Forest Resources
Conservation
N0, 1090
Sri Jayawardhanapura Road, Rajagiriya



8. Minister of Fisheries
Ministry of Fisheries
New Secretariat
Maligawatte Road
Colombo 10

6. Minister of Education
Ministry of Education
“Isurupaya”
Battaramulla

7. Minister of Transport and Highways
Ministry of Transport and Highways -
9th Floor, “Maganeguma Mahamedura”
Denrzil Kobbekaduwa Mawatha
Koswatte
Battaramulla

8. Minister of Agriculture
Ministry of Agriculture
No.80/5, “Govijana Mandiraya”
Rajamalwatte Road
Battaramulla

9. Minister of Justice, Prison Affairs and
Constitutional Reforms '
Ministry of Justice _

No.19, Sri Sangaraja Mawatha
Colombo 10 '

10. Minister of Tourism and Lands
Ministry of Tourism and Lands
No. Z, Asset Arcade Building
51/2/1, York Street, Colombo 1

11, Minister of Plantation Industries
Ministry of Flantation Industries
11 Floor, Stage 11
“Sethsiripaya”

Battaramulla

[2. Minister of Urban Development and
Housing :
Ministry of Urban Development and
Housing '

17" Fioor “Suburupaya”
Sri Subathipura Road
Battaramulla

13. Minister of Foreign Affairs
Ministry of Foreign Affairs
Republic Building
Sir Baron Jayathilake Mawatha
Colombo 1
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14, Minister of Buddhasasana, Religious and
Cultural Affairs
Ministry of Buddhasasana, Religious and
Cultural Affairs '
No.135, Srimath Anagarika Dharmapala
Mawatha
Colombo 7

15. Minister of Power and Energy
Ministry of Power and Energy
N0.437, Galle Road
Colombo 3

16. Minister of Environment
Miristry of Environment
No/416/C/1, “Sobadham Piyasa”
Robert Gunawardena Mawatha
Battaramulla

17. Minister of Irrigation
Ministry of Irrigation
Ne.500, 10 Floor
T. B. Jayah Mawatha
Colombo 10

18. Minister of " Labour and Foreign
Employment

Ministry  of Labour and Foreign
Employment

6'" Floor, “Mehewara Piyasa”
Narahenpita '

Colombo 5

19, Minister of Public Security
Ministry of Public Security
14" Floor, “Suhurupaya”
Battaramulla

20. Minister of Trade, Commerce and Food
Security '
Ministry of Trade, Commerce and Food
Security _
No.492, L. H. Piyasena Building
R. A. de Mel Mawatha
Colombo 3

21. Minister of Water Supply and Estate
Infrastructure Development
Ministry of Water Supply and Estate
Infrastructure Development -
No. 35, “Lakdiva Medura”
New Parliament Road, Pelawatte
Battaramulla




22,

23.

24,

25.

Minister of Health

Ministry of Health

“Suwasiripaya”

No.585, Rev. Beddegama Wimalawansa
Thero Mawatha

Colombo 10

Secretary to the Cabinet of Ministers
Office of the Cabinet of Ministers
Repubiic Building

Sir Baron Jayathilake Mawatha
Colombo 1 '

Secretary to the Treasury
Ministry of Finance

The Secretariat

Coloimbo 1

Secretary

Ministry of Health

“Suwasiripaya”

Ne.385, Rev. Beddegama Wimalawansa
Thero Mawatha

© Celombo'10

26.

National Medicines Regulatory Authority
No.120, Norris Canal Road
Colombo 10

-Chairman

National Medicines Regulatory Authority

Chief Executive Officer _
National Medicines Regulatory Authority

. Member
. Member

. Member

Member

. Member

. Member

Member

All of;

National Medicines Regulatory Authority
No.120, Norris Canal Road

Colembo 10
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36. Director General of Health Services

37. Director

Medical Supply Division
(Department of Health Services)

Both ot

No. 357

Beddegama Wimalawansha Mawatha
Colombo 10

38. State Pharmaceutical Corporation of Sri

Lanka

16" Floor

“Mehewara Piyasa”
Kirula Road, Colombo 5

39. Director General

Commission to Investigate Allegations of
Bribery and Corruption

40. Chairperson

41, Member

_ 42, Member

43.

44,

46.

Al of

Commission to Investigate Allegations of

Bribery and Corruption
No.36, Malalasekara Mawatha

. Colombo 7

Auditbr General
306, 72 Polduwa Road

.Battaramuila

Director General of Customs
Sri Lanka Customs

No.40, Main Street

Colombo 12

Inspector General of Folice
Police Headquarters
Colombo 12

Keheliya Rambukwella
‘M’, Sarana Road
Colombpo 7

Currently under remand custod v dt:
Welikada Remand Prison

Dr. Danister-de Silva Mawatha
Colombo 10

.



47.

48.

43,

50
" No.79/1, Nagahawalta Road

51,

02,

53.

5. J. S, Chandraguptha
Fornier Secretary
Ministry of Health

Currently under remand custod v at:
Welikada Remand Prison

Dr. Danister de Silva Mawatha
Colombo 10

Dr. Saman Rathnayake
Former Additional Secretary
Ministry of Health

Currently under remand custody at:
Welikada Remand Prison

D, Danister de Silva Mawatha
Colomibo 10

Prof. S, D. Jayaratne S
No.1073/F/1, Kumaragewatta Road
Thalawathugoda, Battaramulla

Dr. Vijith Gunasekara

Maharagama

Dr. Kapila Wickramanayake
Former Director

Medical Supplies Division
Ministry of Health

Curtently under remand custoc yal: !
Welikada Remand Prison

Dr. Danister de Silva Mawatha
Colombo 10 :

Shanthi Solomon

Former Assistant Director
Medical Supplies Division
Ministry of Health

Curently under remand custody at:
Welikada Remand Prison

Dr. Danister de Silva Mawatha
Colombo 10

Niran Dhananjaya _
Former Accountant Supplies
Medical Supplies Division
Ministry of Health

Currently under remand custody at:
Wetikada Remand Prison

DPr. Danister de Silva Mawatha
Celonibo 10
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54. Sujith Kumara
Former Pharmacist _
Medical Supplies Division
Minisiry of Health

Currently under remand cusfody at:
Welikada Remand Prison

Dr. Danister de Silva Mawatha
Colombo 10

33. Isolez Biotech Pharma AG (Pvt) 1td.
No.2514A, Sarana Mawatha
Baseline Road
Seeduwa

56. Sudath Janaka Fernando
Director
No.Z251A, Sarana Mawatha
Baseline Road
Seeduwa

Curreatly under remand custod ly at:
Welikada Remand Prison

Dr. Danister de Silva Mawatha
Colombo 10 o

57. Livealth BioPharma (Put) Ltd
Unit No.77
Ratnajyot Industrial Premises
Irla Gaothan '
Vile Parle (West)
Mumbat

58, Yaden International (Pvt) Ltd
No.67, Norris Canal Road
Colombo 10

59. Nandani Medical Laboratories (Pvt) Lid
N0.221/5, Kanadia Main Road
Bicholi Hapsi Read, Indor
Madya Pradesh, 452001

60. Divine Laboratories (Pvt) Ltd
- Mujmahuda, Vadodara, Gujrat

61. Gulfic Biosciences Limited ,
No.37, 15 Floor, Kamala Bhavan [1 -
Swami Nityanand Road :
Anderi (East), Mumbai

62. Novachem Lanka (Pvt) 1td
No.78/2C, Shramadana Mawatha
Nugegoda
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63. Slim Pharmaceuticals (Pvt) Ltd
No.98/10, Namal Mawatha
Kahantota Road, Malabe

64. 8ri Lanka Medical Association
No.6, Wijerama Mawatha
Colombo 7

65. Commissioner General of Prisons
Department of Prisons
Prisons Headquarters
No, 150, Baseline Road
Colombo 9

66. Honourable Attorney General
Aftorney General’s Department
Colombo 12 :

RESPONDENTS

On this 16% day of April 2024

TO HIS LORDSHIP THE CHIEF JUSTICE AND OTHER HONOURABLE JUDGES OF THE
SUPREME COURT OF THE DEMOCRATIC SOCIALIST REPUBLIC OF SRI LANKA '

The PETITION of the Petitioners above-named, appearing by Ms. Thosainge Bindiya Krishani
Perera Senarath, their Registered Attorney-at-Law states as follows: :

SCOPE, OF THE APPLICATION

The instant application impugns the wrongful procedure/ processes followed by one or more
~ Respondents to procure medical supplies from private entities, and the avoidance and/or
failure and/or omission and/or disregard and/or neglect by one or niore of the Respondents
to comply with the law and/or guidelines and/or regulations and/or mandatory procedures
. applicable to the procurement and importation of medical supplies from pharmaceutical
suppliers in the private sector, requiring review of the said acls and/or omissions of the
Respondents by Your Lordships’ Court.

The Petitioners inter alia allege the failure of one or more Respondents to uphold the
fundamental rights of the Petitioners, as well as of thé General Fublic, as enshrined in Article
12(1) and 14A of the Constitution, as morefully enumerated hereinafier.




THE PETTTIONERS

2

- The 1%t Petitioner is a body incorporated under and in terms of the Companies Act, No.7
of 2007, is a juristic person with the capacity to sue and be sued, and.is represented bya

membership of whom more than three-fourths are citizens of Sy Lanka.

. The primary objects of the 1% Petifioner are, mter alia o encourage the growth: of

democratic concepts, practices and governance in Sri Lanka, to promote accountability,
the eradication of corruption in public institutions, departments, and other areas of both
government and private sector entities, to take steps to promote and bring about
tratisparency and integrity in governance in all spheres of life in Sri Lanka.

- The 27 Petitioner is an Attorney-at-Law, and the Chairman of the 1 Petitioner.

- Interms of Article 3 of the Constitution, sovereignty is vested in the People of ihe Republic

of Sti Lanka, and sovereignty includes the powers of government, fundamental rights and
franchise. '

- The Petitioners have filed the instan application in the PUBLIC INTEREST, and also in the

interest of the 1% Petitioner’s members, /ter aliain teres of Article 28 of the Constitution,
to uphold and defend the Constitution and the law, to further the national interest, to
preserve and protect public property, to combat misuse and waste of public property, and
to respect the rights and freedoms of others,

- The Petitioners state they have a clear and direct interest to institute this application, being

concerned in the well-being and health of the general public of Sri Lanka, and the
potentially disastrous implications on the health of the general public arising from the acts
and/or omissions of one or more Respondents, as morefully stated hereinafter,

Copres of the Certificate of lncorporation of the I Petitioner and its Articles of Association,
compendiously marked PI are annexed hereto and pleaded as part and parce! fhiereol,

THE RESPONDENTS

7.

The 1¢ Respondent is the Minister of Finance, Economic Stabilization and National
Policies, and the head of the Cabinet of Ministers. He is also the Minister of Defernce,
Minister of Women, Child Affairs and Social Empowerment, Minister of Technology and
Minister of Investment Promotions, in terms of the Constitution,

Notwithstanding the fact that the incumbent 1¢ Respondent holds the office of the
Fresident of the Republic as well, it is specifically stated that he has not been made a party
Respondent to this application 11 that capacity, but only in his capacity as a Member of
the Cabinet of Ministers.



8.

9.

The 2 Respondent is the Prime Minisier of Sri Lanka, and the Minister of Public
Administration, Home Affairs, Provincial Councils and Local Government.

The 3%to 2 1% Respondents fornt the membership of the Cabinet of Ministers of Sri Lanka.

10.The 22" Respondent is the Minister of Health, who is /nfer alia responsible for the

1.

12.

13.

14,

I6.
‘the Ministry of Health,

17.

18,

19.

20.

21,

formulation, implementation, motitoring and evaluation of policies, programmes and
projects relating to the Departments, Corporations and Institutions relating to the subject
of health, based on the national pelicies implemented by the government.

The 230, 24t gnd 25m Respondents are respectively the Secretary to the Cabinet of
Ministers, Secretary fo the Treasury and Secretary to the Ministry of Health [hereinafier
‘MoH].

The 26" Respondent is the National Medicines Regulatory Authority fhereinafter ‘NMRA’|
which is a body corporate that can sue and be sued in its name. The NMRA is vested with
inter aliz powers of authorising the registration and licensing of medicines, and
regulating infer afla the registration and licensing of medicinal products, issuance of
licenses for importation of fedicines and granting approval for customs clearance of
importation of medicines. '

The 27 and 28 Respondents are tespectively the Chairman and Chief Executive Officer
(CEO) of the NMRA.

The 29 to 35t Respondenis are the members of the NMRA.

.The 36 Respondent is the Director General of Health Services of the Ministry of Healih,

and also an ex officio member of the NMRA.

The 37 Respondent is the Director the Medical Supplies Division [hereinafier ‘MSD’] of

The 38t Respondent is the State Pharmaceuticals Corporaticn of Sri Lanka (SFC), which
is'a corporation that has been established in terms of Section 2 of the Industrial
Corporations Act No.49 of 1957, and can sue and be sued in jts corporate name. The
establishment of the SPC was published in Gazette No.14976/8 of 22/09/1971,

The 39" Respondent is the Director General of the Commission to Investigate Allegations
of Bribery and Corruption, '

The 40™ Respondent is the Chairperson of the Commission to Investigate Allegations of
Bribery and Corruption. '

The 415 and 4274 Respondents are members of the Commission to Investigate Allegations
of Bribery and Corruption. ' ' ‘

The 39™ to 421 Respondents have been made party to this application for notice of the

same. No relief has been sought against the said Respondents.

10



22. The 43nd Respondent is the Auditor General of Sri Lanka,
23.The 44™ Respondent is the Director General of Customs of Sri Lanka.
24.The 45" Respondent js the Inspector General of Police of Sri Lanka.

25.The 46% Respondent is the former Minister of Health, 2 Member of Parliament, who is
currently under remand custody for his involvement in jrser alia failure to follow
procurement procedures and/or comply with the law when procuring medical supplies,
In particular human immunogiobylin medication, as morcfully stated hereinafter. _

26.The 47" Respondent is the former Secretary to the Ministry of Health, who reported
directly to the former Minister of Heaith and is currently under arrest vis-4-vis the
procurement of human immunoglobulin wedication, as morefully stated hereinafter.

27. The 48% Respondent is the former Additional Secretary to the Ministry of Health, who
reported directly to the former Minister of Health,

28. It is specifically stated that the 48t Respondent served as the Minister of Health during

the procurement of the consignments impugned in this application, while the 47 and

48" Respondents served at the higher echelons of the MoH during all material times
referred to in this application.

29.The 49t and 50 Respondents are respectively the former Chairman and CEO of the
NMERA. ' :

30.The 51t apd 52nd Respondents are respectively the former Director and Assistant Director

of the Medical Supplies Division {MSD] of the MoH who are currently under arrest yis-
4-vis the procurement of human immuncglobulin medication, as morefully stated
hereinafter, .

31.The 491 and 5ot Respondents served as Chairman and CEOQ, respectively, of the NMRA
and while the 515 and 52nd Respondents served as Director and Assistant Director of the
MSD of the MoH at all material times referred to in this application.

52.The 53 and H4th Respondents are officers of the MSD and respectively served .as
Accountant- Supplies and Fharmacist, The 52 to Bath Respondents arve currently under
arrest vis-4-vis the procurement of human immunoglobulin medication, as morefully

stated hereinafter,

. The Petitioners respectfully state that they are unaware of the personal addresses of the
47t 48t 575t 52nd 53 gnd 54th Respordents and reserve the right to amend the
caption to include their addresses, no sooner the same are ascertained. The Petitioners
respectfully seek the permission of Youp Lordships” Court to serve notice of this
application on the said 47, 48 51 azrd; B3 apnd B4t Respondents through the
Commissioner General of Prisons, in view of the said Respondents being in remand
custody at the time of filing this application. '

fN]
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34.The 55M Respondent is a company incorporated in Sri Lanka, which has the capacity to
suc and be sued. The 55% Respondent supplied the counterfeit human immunoglobulin
medication, as morefully stated hereinafter.

55.The 56™ Respondent is the proprietor and a Director of Isolez Biotech Pharma AG (Pvt)
ltd., and is currently under arrest vis-2-visthe procurement of human immunoglobulin
medication, as morefully stated hereinafter.

36.The 57 Respondent is the alleged supplier of human immuncglobulin, a company'

registered in India, which denied mvolvement in the supply of the same to Sri Larka. The
571" Respondent has beers made party to this application for notice of the same. No relief
has been sought against the said Respondent,

37.The 58" Respondent is a local importer of medical supplies which imported insulin
soluble and insulin isophane, upon being granted a waiver of registration, on the basis of
being a sole-bidder, as morefully stated hereinafter. '

38.The 59, 60" and 61 Respordents-are companics incorporated in India, which have
been issued waivers of registration for medical supplies manufactured by them which
have caused adverse reactions in the citizens of Sri Lanka, as moretully stated hereinafter.

59.The €27 and 63'% Respondents are companics registered in Sri Lanka and are tocal
importers of medical supplies, which imported Propofol and Meropenem and
Bupivacaine, respectively, as morefully stated hereinafter.

40.The 64" Respondent is the Sri Lanka Medical Association [SLMA] which has been
~ Incorporated under the Companies Act No.7 of 2007, and can sue and be sued in its
corporate name. ‘

The 64™ Respondent has been made a party to this application for notice of the same, and
to assist Your Lordships® Court in the better adjudication of this matter, infer aliz by
providing material information, evidence and insights that may be at its disposal. No relief
has been sought against the 641 Respondent. '

41.The 65" Respondenl is the Commissioner General of Prisons, who has been made party

to the instant application cnly for the purpose of serving notices on the 47, 48, 51st,
527, 53 and 54'h Respondents, who are currently in remand custody. No relief has been
sought against the 65t Respendent,

42."The 66 Respondent is the Honourable Attorney General who has been made party to the
instant application in terms of the mandatory provisions of the law. .

43. The impugned acts and/or onissions of the 1% fo 38 Respondents, and/or the 46 o
54" Respondents and/or any one or more of them, constitute executive and/or
administrative acts as contemplated by Article 17 and 126 of the Constitution of the

- Democratic Socialist Republic of 8ri Lanka,

12
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FACTUAL BACKGROUND TO THE INST ANT APPLICATION

44.The Petitioners have invoked the Jurisdiction of Your Lordships’ Court in view of the
overwhelming PUBLIC INTEREST relating to the matters urged in this application.

45. At the outset, if is stated that, notwithstanding the intensely public nature of the matters
placed in issue in this application, and their vital importance to the general public, as
well as the paramountey of transparency and opernness in good governance, there is a
paucily of officially available data and information thereof,

Consequently, the Petitioners have had 1o obtain the said data and information with
extreme difficulty, in the face of 4 palpable culture of secrecy surrounding the same, and
with ihe assistance of fona fide and civic-minded concerned citizens.

46. Consequently, the FPetitioners are stil] endeavouring fo. uncover additional material
and/or clearer specifics to buitress the findings of the Petitioners, which are urged in this
application, and respectfully reserve the right fo tender any further information and/or
material to Your Lordships’ Court, asand when the same are discovered by the Petitioners.

47.The Pelitioners were made nascently and generally aware of the failure and/or utter
disregard for the law and/or regulations and/or procedures applicable to procurement
of medical supplies by one or more Respondents in on or around 22/01/2023,

subsequent to which, the 19 Petitioner invoked the Jurisdiction of Your Lordships’ Court -

by way of an application bearing number SCFR/65/ 2023 on 15/02/ 2023, as morefully
stated hereinafter.

48. The matters pleaded hereinafter are demonstrative of the abject disregard of one or more
Respondents to comply with the law, regulations, guidelines and/or procedures for the
procurement and imporiation of medical supplies from private pharmaceutical suppliers
for the use of the general public in Sri Lanka. '

4910 is stated that these Petitioners are becoming incrementally_aware of the nature,
magnitude and impact of the impugned acts and/or omissions of the Respondents, and
that the said process is continuing, with startling new disclosures reaching the public
domain pei‘iddical]y, infer alia during the course of related judicial proceedings. -

It is further stated that the inipugned. acis and/or omissions of the Respondents form a
connecled sequence of events, which the Petitioners are continuing to become aware of.

In these circurstances, it is very specifically stated that there is a continuing violation of
the fundamental rights of the Fetitioners, and the general public.

50. The narrative described hereinafter evinces & trend in the healthcare sector fo circumvent .

checks and balances thai are placed by the law, regulations, guidelines and/or
procedures for the procurement and importation of medical supplies, and in particular
for the avoidance of serious detriment being caused to the healthcare of the gene'ral
public. ' ' : g E
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51.The Petitioners are reliably informed that one or more Respondents have sought o
circumvent the law, regulaiions, guidelines and/or procedures for the procurement and
importation of medical supplies on an unsolicited basis [Direct Contracting], from
manufacturers who have not been registered with the NMRA, entailing disastrous
consequences for patients relying on medical supplies imported thus.

52, As described hereinaftér, the former Minister of Health has misled and purportedly
sought the approval of the Cabinet of Ministers to utilize the Indian Credit Line (iCL) and
other unspecified means of flmdmg to ostensibly maintain an uninterrupted supply of
medicine, with the purported view to prevent acute shoriages in medical supplies in
government health institutions in Sri Lanka.

53. I doing so, the former Minister of Heaith, along with one or more Responrdents to this
application, have caused severe detriment fo the general public, who have suffered
complications, -and in some instances succunbed to such complications, requiring
immediate review of the waivers of reglstlanon issued by the NMRA, as morefully stated
hereinafter,

[4

54.The Petitioners have carefully followed the developments pertaining to the use of waivers
of registration issued by the NMRA, to procure substandard and/or counterfeit
medication over the course of several months, and have invoked the jurisdiction of Your
Lordships’ Court secking the intervention of Your Lordships’ Court to prevent the
mfringement and/or imminent infringement and/or continuing infringement of the
fundamental rights of the Petitioners as well as the greater citizenry of Sri Lanka.

HISTORICAL ANTECEDENTS TO THIS APPLICATION

33.In September 2022, the former Minister of Health submitted a Cabinet Memorandun, on
the purported bas:s of mainiaining an uninterrupted supply of medtcme in the country,

56.The said Cabinet Memorandum marks the commencemert of a series of events which
spnalled to culminate in sericusly compromising the nealth and safety of the general
public of Sri Lankd

57.Inview of the glaring malpraciices and/or utier disregard for compliance with provisions
of law perfaining to transparent procurement of medical supplies, the 1% Petitioner (and
its Executive Director) invoked the jurisdiction of Your Lordships’ Court by way of
- application bearing No. SCFR/65/2023, dated 15/02/2023.

The Petitioners respectfully reserve the right to tender the certified cbpy of the entire
record pertaining to SCFR/65/2023, if Your Lordships’ Court dee'ms it necessary.

A copy of the P@z‘m(m Hled in SCFR/65/2023 ﬁzdn(ed L2 15 annexed herefo and pleaded
as part and parcel hereof

14
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58,

59,

60.

Gl.

The Petitioners in SCFR/65/2023 sought the intervention of Your Lordships’ Court in
respect of the importation of 38 pharmaceuticals, which were purportedly required on
an urgent basis, the procurement of which demonstrated patent deviation from the
applicable law, regulations and guidelines, raising serious doubts as to the transparency
of the said procurement, and the impact on the health of the general public.

The former Minister of Health proposed the names of Savorite FPharmaceuticals (Pvt)

Limited [heveinafier sonefimes ‘SPL and Kausikh Therapeutics (P) LTD [hereinafter

sometimes ‘KTL’] as identified suppliers [hereinafier collectively referred to as ‘Private -

Entities’] from whom the procurement and importation of medical supplies would be
made to Sri Lanka, in respect of certain medicines.

The names of the said Private Entities were proposed to the Cabinet of Ministers by ihe
former Minister of Health for the relevant procurements, despite the said Private Entities
not having the requisite registrations by the NMRA and in the complete absence of a
competitive procurement process. '

The Peiitioners were reliably informed that the former Minister of Health sought a Waiver
of Registration [hereinafter sometimes ‘“WoR’] from the NMRA, presumably under and in
terms of Section 109 of the National Medicines Regulatory Authority Act, No. 5 of 2015,
to import medicinal supplies from one or both the said Private Entities, a procedure which
is reserved to be invoked under specific and exceplional circumsiances-at the discretion
of the NMRA, as morefully described hereinafter.

Very significantly, ex facre, the mandatory conditions precedent that would justify such

& waiver, were smguldrly absent in the procurement of medlcmc ﬁom the aforesaid

62,

Supphels

Upon being apprised of the glaring and utter disregard for the law, regulations,

gulidelines and/or procedures for the procurement and importation of medical supplics,

and/or in the issuance of WoR, Your Lordships’ Cour by way of Order dated
06/04/2023 held infer aliathat:

Notwithstanding the urgency in procuring 38 pharmace uiiéﬂls veferred to by the former
Minister of Health, the decision to procure the same is affected by:

4. serious doubls regarding the quality, safety and efficacy of the
pharmaceuticals; ‘ : '

b, non-satisfaction that the most favourable terms and conditions have -been
received pertaining to the impugned procurement;

C. serious doubts vegarding the lawfulness of the impugned procurement.

-Your Lordships’ Court was pleased to grant leave to proceed under Article 12(1) of the

Constitution and suspended further importations of pharmaceuticals arising out of the
impugned procurement pending a further order from Your Lordships’ Courd.

A
P
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G3.

64

65.

66.

tt was divected that material must be placed before Your Lordship_s’ Court fo satisfy Court
as to the necessary quality requirements being satisfied and that the procurement is
lawful.

The release of the consignments that had already reached Sri Lanka were ordered to be
contingent on the conducting of necessary tests and upon the NMRA expressing its
satisfaction that the imported pharmaceuticals met the required standards of safety,
efficacy and quality.

4 copy of the Order of Your fLordships’ Court dated 06/04/2023 in SCER/ 65,2025

marked F3 Is annexed hereto and pleaded as part and parcel hereof,

It js very pertinent that the Respondents to the said application are yet to file their formal
statement of objections contradicting the contentions raised by the Petitioners thereto. I
is also material that the NMRA is yet to express its satisfaction regarding the safety,
efficacy and quality of the consignment of pharmaceuticals impugned in that application,

-The said application was fixed for argument on 22/03/2024.

Several newspaper articles also covered the. developments or the importation of
pharmaceuticals from the said Private Entities, prior to support of SCFR/65/2023 before
Your Lordships” Court, while several newspaper articles covered fnfer alia the issuance
of the aforesaid Order of Your Lordships’ Court. '

Copies of relevant newspaper articles compendionsly marked PA are annexed herefo and
pleaded as part and parcel hereof, '

Upon the 19t Pelitioner filing an application under the Right to Information Abt, on
10/02/2023, the 1% Petitioner has received information which verifies that:

a. A Cabinet Memorandum was submitted for the maintenance of uninterrupted
medical supplies; ' |

b. The same received approval from the Cabinet;

¢. The above-named Private Entities were selected as suppliers, despite
procurement not being done through KTL; -

d. The former Minister of Health himself visited a prospeciive supplier i.e., KTL’s
- factory. '

A copy of the application filed under the Right 1o Information Act, dated 1 0/02/2025

along with the response thereto, dated 05/07/2023 aind annexures to the same,
compendiously marked P3 are annexed liereio and pleaded as part and parcel hereof.
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MATTERS IMPUGNED IN THE INSTANT APPLICATION

67.The aforesald circumstances form the background to the matters urged in this
application. The Petitioners respectfully reiterate that the malters urged in this
application are in consequence of the efforts made by the Fetitioners, over a period of
time, to discover more information relating fo the issuc of medical procurement by the
public sector, '

68. The Fetitioners are now aware of several pharmaceuticals, for which WoRs have peen
sought, being released to the markei for consumption of the general public, entailing
“serious and irremediable adverse effects on the general public which uses the said
pharmaceuticals.

69. The matters movefully stated hereinafter are buitressed by the coverage of the same by
civic-minded ‘individuals who have meticulously followed the developments regarding
the crisis faced by the medical sector and revealed their fmdmgs though digital media
and newspapers.

70.The Petitioners have reliably learnt of the following matters through the efforls of such
civic-minded individuals whose careful analysis of the crisis in the health secior has
provided the impetus {o the Petilioners to seck the intervention of Your Lordshxps Court
in the matters urged in this application.

71. Misuse of the WoRs isstied by the NMRA has been covered in several investigative articles
published in newspapers, which have not been contradicted, revealing the resistance of
medical professtondls to the procurement of stocks of medical supplies from unregistered
phdrmaceuhml suppliers.

It has been revealed that bypassing the usual procurement processes has caused the
country to incur substantial Josses, in particular by imporiation of medical supplies from
entities which quote higher prices than competitors. '

The absence of compliance with the procurerment procedurcs have enabled the

" importation of such medical suppliers saxs any transparency, perniitting interested
parties to benefit from the same, at the expense of the public purse and serious detriment
to public health. '

Copies of newspaper articles evincing the same, compendiously marked P are annexed
hereto and pleaded as part and parcel hereof.

.The misuse of WoRs to arbitrarily award tenders for the procurement of medical supplies
from unregistered entities has caused a significant strain on the public purse, particularly
by procurement being conducted with utter disregard for procurement through the
lowest responsive bidder, as required by law:

=]
I~

This is morefully borne out by the example of importing insulin from a. local suppiier,
Yaden International (Fvt) Ltd {Yaden], which was granted a WoR and from whom insulin
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was procured. News reports claim that the cost of procuring insulin from this entity was
far higher than the cost incurred if insulin was to be procured from a competitor. It is
shocking that in such a context, Yaden was awarded the tender for 30,000 vials of insulin
soluble and 12,500 vials of insulin iscphane at $4 per vial, when competltors offered a
vial at a cost of $1.55.

* Notwithstanding the gross disparity in the cost of a vial of insulin offered by Yaden against

73.

its competitors, the Health Sector Emergency Procurement Commitiee (HSEFC) saw it fit
to award the tender to Yaden.

The Petitioners are now in possession of the application for WoR tendered by Yaden and
the request made to the NMRA by the State Pharmaceuticals Corporation (SPC) to
consider the said request, which was presumably granted by the NMRA.

A copy of the newspaper article which retérs to importation of insulin from Yaden, the

application by Yaden for @ WoR and the request made to the NMRA by the SPC,
conipendiously marked P7 is annexed herefo and pleaded as part and parcel hereof.

A series of newspaper articles, which have not been contradicted, have covered the
defects of the medical supplies imported through the use of WoRs, resulting in
complications in the health of the public, including deaths.

It has been reported that several batches of medication that were released into the market
were recalled by the NMRA in view of adverse reactions suffered by 'patieﬁts using the
same. An anaesthetic, branded Zupivac-H, procured from India under a WoR, was
reported to have caused the deaths of two individuals.

Deaths of individuals were alse caused by inserlion of a cannula, as well as an dmll:nom

injection, namely Leﬂ:idxoncj a common aniibiotic used in the counitry.

Infections were reported among, irldividuals who underwent eye surgeries, due to an eye-

drop, namely Prednisolone Acetate Ophthalmic Suspension, sourced from India, which
contained a bacteria which caused infections among users, leading to blindness.

The meningococcal vaccine administered to prevent Meningitis was also reported to have
been administered through unt‘egulated'means‘ with doctors going so far as to state that
the vaccine was imported in regular passenger baggage, without the guarantee of cold
chain management.

It is shocking that numerous cases of quality failure have been reported from all parts of
the island, evincing that the health sector of the counity has been significantly

compromised by the WoRs issued by the NMRA.

In fact, the Auditor General has decided to launch a special investigation into the

itportation of medical supplies, owing to the substandard medical supplies circulating -

in the market,
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Copies of the relevant newspaper articles, compendiously marked F8 are annexed hereto
and pleaded as part and parcel hereof:

74. The Petitioners have learnt that an anaesthetic named Fropofol, imported under the brand
natne Anesthefol caused adverse reactions in patients, which in one case resuited in
cardiac arrest. The Petitioners are now in possession of a report on adverse reactions to
medicines, dated 06/07/2023 which refers to such an adverse reaction upon the use of
Propofol. Propofol has reportedly been imported by the local company Novachem Lanka
(Pvt) Ltd., from an Indian manufacturer named Nandani Medical Ldboratorles (Pvt) Ltd.,
ona WOR issued by the NMRA,

A copy of the report on adverse reaction to medicines, dated 06/07/2023 marked F9is

annexed hereto and pleaded as part and parcel hereof.

75. Additionally, yet ancther anaesthetic injection, Bupivacaine, imported under the brand
name Zupivac-H, has also caused adverse reactions in patients resulting in at least two
deaihs. It is learnt that the consignment of Bupivacaine was sourced from the Indian
manufacturer Divine Laboratories (Pvt) Lid. which was imported to Sri Lanka by the local
company Slim Pharmaceuticals (Pvt) Lid., on 2 WoR issued by the NMRA.

76.1t is very significant that the NMRA itself has admitted to quality failures of several
pharmaceuticals imported under WoRs.

Copies of newspaper articles evincing ifie same, compendiously mavked PIO are annexed

© fiereto and pleaded as part and parcel hereof,

77.The use of WoRs has been justified on the purported basis of emergency medical supplies
being required in view of depletion of siccks. However, this is a pretext for circumventing
the procedural safeguards imposed by law, regulations and rules to ensure transparent
procurement of medical supplies. ' :

78, Revealing the seriousness of the situation, H.E. the President himself called for transparent
distribution of medical supplies and the need to provide for real-time updates of medical
stocks fo prevent depletion of stocks to require emergency supply of such stocks by the
use of WoRs,

A copy of a newspaper article demonstrating the same, marked PII is annexed hereto
and pleaded as part and parcel hereof.

PROCUREMENT OF HUMAN IMMUNOGLOBIULIN

79.1n this context, the Petitioners have reliably learnt that a miedical supply, namely human
immunoglobulin (Human=1G), which is manufactured by using immunoglobulin from
the plasma of blood donors, and administered through an injection to the end-user, has
been sericusly compromised.
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&0,

31.

82.

83.

Human-1G 1s administered to palients whose immunity is already compromised. The
medication is administered o enable such patients to improve their weakened immune
system through the infusion of antibodies info their systemn through the use of Human-
I1G. The medication is also used to increase the blood count, i.e., platelets in the human
system, '

Thus, it is evident that it is for patients whose health is extremely fragile, and require life-
saving medication, that the Human-1G vaccine is administered.

It is in respect of the medication supplied to such patients that WoRs have been issued by
the NMRA, resulting in adverse effects being caused to patients who are administered the
same. '

Several news reports regarding the pvocuremem of Human- i(; which have not been
contlddlcied reveal that:

a. 22,500 vials of Human-IG were withdrawn due to adverse reactions, including
anaphylaxis; :

b. The purported manufacturer of the Human-IG, Livealth Biopharma (Pvt) Lid., denied
manufacturing the same;

¢. The local company Isolez Biotech Pharma AG (Pvt) Lid., sold the said Human-iG to
the MSD of the Mol

d. A tender for 22,500 vials of Human-1G was awarded o Isoléz for a contract value of

Rs.960 Mullion;

e. Isolez was also awarded 4 tender for Rituximab 500mg injections at a unit cost of
Rs.50,000 each, despite Isolez being the second lowest responsive bidder;

f. Rs. 144.4 Million has been paid by the MSD of the Mol as part of the payment for
the consignment of Human-1G imported,

g. Two more pharmaceuticals had been ordered from lsolez, one being Rituximab,
which is now being withheld fron use;

h. The former Minister of Health purported to lodge a complaint regarding the
procurement to the Criminal Investigation Division (CI1D);

i. The CEO of the NMRA denied blgnmg the WoR for the stock of Human- IG, claiming
that his signature was forged;

j. Isolez is not among the list of companies that imported blood plasma to Sri Lanka,
which is a raw material used in manufacturing Human-[G;
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k. The Medical Research Institute (MRI) revealed that the vials of 'I‘klumarHG contained
immunoglobulin ‘below detectable levels’; -

I Four officials from the MoH were arrested, along with the Director of Isolez;

Copres of the relevant newspaper arlicles, compendiously marked P12 are annexed
hereto and pleaded as part and parcel hereot.

64.0n or around 06/08/2023 a No-Confidence motion was placed on the order book of
Parliament against the former Minister of Health with the signatures of 45 Members of
Parliament, in view of fender precedures being deviated from, resulting in sub-standard
medication entering the country,

A copy of newspaper article dated 06/08/2023 marked P13 is annexed herefo and
pleaded as part and parcel hereor,

83.1n the context of the aforesaid, the Petitioners are now aware of the following facts which
are pleaded hereinafter, which demonstraie that WoRs have been misused by one or more
Respondents to procure sub-standard Human-1G supplies front a private entity known as
[solez. '

86. In the course of ascertaining information regarding the matters urged in this application, -

the Petitioners have also discovered that Isolez supplied an injection named Rituximab to
the MoH hy using WoRs. This injection was subsequently recalled from public
consumption, :

87. 11 or around September 2022, the MoH called for Expressions of Interesi (Eol) for the
supply of vital and essential pharmaceuticals to Sri Lanka,

The following documents are annexed hereto and pléaded as part and parcel hereof, vis-
d-visthe Eol called for:

Li4(a) Invitation tor Expressions of Interest to import and supply vital and essential
pharmaceuticals fo Sii Lanka dated September 2022; '

PHB) Apporntment of an kol evaluation commitice by letters dated 30/08/2022
and 26/10/2022 by the Ministry of Health;

PI4(c) Decisions of'fﬁe HSEFC on 7 371072022 and 18/1 2022,
PL4(d) Accepiance of the Fol submitted by Isolez by letler dated 10/11/2022;

88. Thus, it s evident that Isolez had been acce pted as a potential supplier of medical supplies
upon 1t having tendered an Fol to the MoH. : '
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89,

90.
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93,

4.

95,

The Petitioners are now in possession of a quotation issued in or around October 2023,
from Isolez for 7,500 packs of Human-IG. Additionally, Isolez had also tendered a
quotation for the Rituximab Injection on 03/10/2023.

Copies of the quotations submitted by Isolez on 03/10/2023, compendiously marked
L1353 is annexed hereto and pleaded as part and parcel hereot

On or around February 2023 the NMRA has issued WoRs permitting the impoertation of
Human-1G and the Rituximab Injection.

Copies of the approval granted by the NMRA in february 2023 compendiously marked
P16 are annexed hereto and pleaded as part and parcel hereof.

.The Petitioners have reliably learnt that on or around 11/05/2023, an invoice has been

generated by lsolez for 550 vials of the Rituximab injection.

A copy of the mvoice dated 11/05/2023 nm/ncd FI7 7 s anmnexed hereto and p]cadcd as
part and parcel hereof.

.The sub-standard quality of the Human-1G released to the market is evident from the

report submitted upon an adverse reaction being recorded. Pursuant to the efforts. of the
Fetitioners, they are now in possession of such a report issued upon an adverse reaction
ina patient upon being administered Human- (e} '

A copy of the said report of the adverse reaction dated 20/08/2023 and the drug sanple
lesting complaint, dated 21/08/. 2023, compendiously ma'r/(ed P18 s annexed herefo and
pleaded as pari and parcel hereof

On 08/08/2023 3, the NMRA was compellcd to ddmll to the deficient quality of several
medical supplies in the market and issued a media release in respect thereof.

A copy of the statement made by the NVIRA 1o the media on 08/08/20253, marked P19 is
annexed lierefo and pleaded as part and parcel hereof,

On 03/10/2023, the NMRA once again issued a staterient to the media referring to
recalling of Human-[G released fo the market as it failed to meet the requisite standard
of quality. - : '

A copy of the media release by the NVMRA dated 03/10/2023 marked P20 is annexed
hierefo and pleaded as part and parcel hereof.

Upon the ‘said statement being released to the media, the Indian Company, which
allegedly supplied the com]gnment of Human- IG disputed supplymg the same by 1ts letter
dated 07/10/202%

A copy of leiter dated 07/ 1072023 Issued by Livealth BmP/w ma (FPvE) Lid marked P21
15 annexed hereto and pleaded as part and parcel hereof,
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6. The Petitioners are now in possession of letter dated 09/10/2023 _ authored by the
Froprietor of Isolez, seeking withdrawal of the complaint made 1o the CID by the former
Minister of Health against Isolez. -

A copy of letter dated 09,/10/2023 marked F22 Is annexed hereto and pleaded as part
and parcel hereof ' :

97.In view of the serious ramifications caused to the healtheare sector in view of issuing
WoRs, the NMRA, by letter dated 10/10/2023 informed the MSD that as a belated
saleguard, pre-shipment samples of baiches of medicine for which WoR requests are
sought must be granted prior to issuance of future WoRs.

A copy of letter dated 10/10/2023 marked P23 is annexed hereto and pleaded as part
and parcel hereof. :

98.0n or around 12/10/2023, the NMRA sought the assistance of the World Health
Organisation to test samples of Human-1G imported to Sri Lanka.

A copy of letter dated 12/10/2023 of the NMRA marked F24 is annexed hereto and
pleaded as part and parcel hereof. - ' '

99.The Petitioners have discovered that several laboratory reports on the sample tests
conducted on Human-1G samples revealed that the product supplied by Isolez failed to
meet the expected standard of quality.

Copies of the reports on the fests conducted Hunan-iG by the MRl and NMRA
compendiously marked P25 are aitnexed hereto and pleaded as part and parcel hereof,

100. On 24/10/2023, an application had been made Iby the NMRA fo the Magistrate of
Negombo, seeking a search warrant of the factory purportedly belonging to Isolez in case
bearing number AR/9996/23 in the Magistrate’s Court, Negombo,

The Petitioners respectfully seek the permission of Your Lordships” Court to tender a
certified copy of the complete case record in case number AR/9996/23 in the
Magistrate’s Court, Negombo, if Your Lordships’ Court deems the same to be necessary.

A copy of the application fora search warrant dated 24/ 10,2023 marked P26 1s annexed
hereto and pleaded as part and parcel hereof! '

10T The report of the search conducted on the said factory revezled that no evidence was
found of raw materials used in the manufacture of Human-1G, finished products of
Human-1G, packing materials used for the same and/or any documents pertaining to the
manufacture of Human-JG, ' 3

A copy of the report marked P27 is annexed herefo and pleaded as part and parcel hereof
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102, On24/1 1/2023, the NMRA formally informed the learned Judge of the Magistrate’s
Court, Maligakanda, that the level of Human-1G in the sam ples tested were of a negligible
value and that the test barely revealed a content of immunoglobulin in the sample. .

A copy of' the report of the NMRA dated 24/11/2023 marked FZ8 1s annexed herefo and
Pleaded as part and parcel hereof,

103. 1t is specifically stated that the aforesaid narrative is demonstrative of the serious
rammifications that entail on the healih sector as well as the general public in the absence
of registration credentials of the private suppliers, bringing to serious doubt the quality,
safety and efficacy of the medical supplies to be procured through such eniities,

104, The Petitioners state that the consequences arising from the grant of WoRs, and that
the example of Isolez and the procurement of Human-1G as well as Rituximab injections
through Isolez, form one of many instances which evince the complete breakdown in the
health care system caused by the incidence of issuing WoRs,

T05. The Petitioners are reliably informed that several medical supplies which were
imported through suppliers for whom WoRs were given have reportedly failed to meet
the requisite quality. The MSD itself has reported cn the failure of samples of medicine
which were tested having not met the required quality, requiring the withdrawal of the
same from consumption by the public.

Copies of reports of tests conducted on several medical supples, compendiously marked
L2 are annexed herefo and pleaded as part and parcel hereof,

106.  As such, the grant of WoRs, issued in complete disregard of the law, procedures and

regulations in place for procuring medical supplies raises serious concerns in view of the
use of the same in importation of medical supplies being gravely prejudicial to the health
care sector as well as the general public. -

107.  Iaving followed the developments regarding sub-standard medical supplies being
imported through the use of WoRs, the 1+ Petitioner filed 2 cotplaint to the Human
Rights Commission (HRC) on 08/11/2023, complaining of friter afia the use of WoRs for
importing counterfeit Human-IG to be consumed by the public. ' :

A copy of the cofzfp]c?fht made fo the HRC on 08/11/2023 marked P30 is annexed hereio
~and pleaded as part and parcel hereot,

108.  In its complaint to the HRC, the T Petitioner also referred to the importation of a
consignment of Meropenem injections which are used for infections caused by bacteria
and meningitis. The 1% Petitioner referred to the fabrication of a situation of ‘emergency’
as a guise for importing sub-standard medication at a.higher cost to the public, and
referred to the importation of Meropenem through the use of WOoRS, as an instance of the
same. The Petifioners have learnt that Meropenem was sourced from an Indian
Manufacturer named Gulfic Biosciences Limited and imported by the local company Slim
Fharmaceuticals Ltd., at a higher cost than that offeved by competitors.
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109, The Fetiticners are new in"possession of a purchase order issued by the SPC and a
request to the HSEPC from SPC to enhance the order for Meropeneni by 100%.

A copy of the purchase order and the request [0 enhiance the order for Meropenem by
100%, compendiously wmarked P31 are anncxed hereto and pleaded as part and parcel
fiereot :

110.  In response to a request for information made by the 1¢ Petitioner to the NMRA on
06/06/2023, regarding infer alia the existence of a special pathway for issuance of
WoRs, the 1# Petitioner was in receipt of a response dated 22/11/2023 from the NMRA,
which buttress other findings of the Petitioners regarding the use of a ‘special pathway’
under the guise of an ‘emergency’ for issuing WoRs io unregisiered medical suppliers.

A copy of the request for information dated 06/ 06/2023 along with the response dated
LZATT/2025 and annexures thereto, cormpendiously marked P32 are annexed hereto
and pleaded as part and parcel bereof,

ITL - Subsequently, the 1+ Petitioner made yet another request for information to the NMRA
on 19/01/2024, regarding the cancellation of the special pathway for issuing WoRs and
the reasons for the cancellation,

In response, the NMRA informed the 1% Petitioner of the accep’rancé by the NMRA of the
failure of granting WoRs in the procurement of medical supplies by its decision to cancel
the internal fast-track pathway for issuance of WoRs. :

A copy of the request for intormation dated 19/02/2024 and the response tereto, dated
20/02/2024, compendiously marked P33 are annexed herefo and pleaded as part and
parcel hereor! ' i

112, The Petitioners are now aware that the Auditor General’s Department launched a
special audit into the procedures taken to avoid the shortage of pharmaceuticals in !
government hospitals. A report in respect of the same has been published in May 2022. i
The said report covers a range of factors including gross mismanagement, uiter
negligence, complete disregard for stock maintenance and the overall failure of the MeH,

MSD and SFC to preveni the shortages, evincing that the purported ‘emergency’ was
indeed a saga of gross mismanagement. -

A copy of the said report of the Auditor General’s Depariment marked P34 is annexed
hereto and pleaded as part and parcel hereof, ' :

113. Thus, it is evident that the alleged ‘etttergency’ which prevailed in the healthcare
sector was largely owing to mismanagement, giving rise to concerns as to whether such

gross mismanagement is indicative of the machinations of individuals holding office in
ater alia the MoH, who orchestrated the said emergency for ulterior motives.

114. The Petitioners are now aware that an audit query has been raised by the National
Audit Office on the importation of Human-IG and Rituximab injections, without
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compliance with procurement guidelines, through a purported emergency procurement,
entalling the importation of sub-standard supplies.

The observations of the National Audit Office demonstrates that the importation of
Human-IG and Rituximab injections from Isolez resulted in the dispensation of
substandard and/or counterfeit medical supphes to the market fm consunmption by the
general public.

Additionally, the Petitioners have learnt of an audit query being” investizaied by the
National Audit Office into the failures of the internal controls of the NMRA. A report
containing observations of the National Audit Office has been released on 12/12/2023
in this regard, which demonstrates the operational failures within the NMRA that led to
and/or exacerbated the deficiency in stocks of medical supplies and/or led to
mlsmanagemem of the same.

Copies of the said reports of the National Audit Oftice, dated 12/12/2023 and
29/12/2023, marked P35(a) and P35() are annexed herelo and pleaded as part and
parcel hereof.

115, The Pefitioners therefore seek the intervention of Your Lordships’ Court to review the
issuance of WoRs and/or direct one or more Respondents 1o comply with the law,
procedures and regulations which check the abuse of process and prevent prejudice
being caused to the weli-heing of the cilizenry.

CRIMINAL INVESTIGATIONS REGARDING THE PROCUREMENT OF HUMAN-IG

116. In the context of the aforesaid nanatwe criminal mveshgdhons were commenced
info the proctirement of Human-1G from Isolez.

117. The Honourable Atlorney General sought an order from the Magistrate of
Maligakanda 1o or der the CID fo invesiigate the remlﬁance of Rs.144, 4 miflion paid to
Isolez for counterfeit Human-1G,

A copy of a newspaper atticle dated 31/12/2025 marked P36 is annexed hereto and
Pleaded as part and parcel hieveof,

I8, Accordingly, to the best of the knowledge of the Petitioners, criminal action has been

instituted against the 46% to 48, 519 fo 54t and 56' Respondents by the Magistrate of

Maligakanda, in action bearing number B42158/23, for the importation of sub-staridard
Human-1G to be distributed to State hospitals, incurring a cost of Rs.130 million.

The Petitioners respectfully reserve the right to tcnder the complc,te case record in
B42158/23, no sooner the same 1s obtained.

A copy of the case record in B42158/2. ’f as aft 08/12/2023, nm‘u(ed P37 is dnne,\ed
hereto and pleaded as part and parcel hereof.

26

S SR T L TR A T ST S SR Y R vt e,



119, Subsequently, on or about 02/02/2024, the former Minister of Health was arrested
for his complicity in the procurement of importing sub-standard Human-1G, and is in
remand custody at the time of filing this appiication.

A copy of an article published on the Ada Derana website on 02/02/2024 marked P38
15 annexed hereto and pleaded as part and parcel hereof,

120.  The Petitioners state that further investigations are currently ongoing regarding the
procurement of Human-IG and that the case before the Magistrate’s Court, Maligakanda
is pending, evincing a continuing violation of the fundamental r1ghts of 1he Petitioners as
well as th(, public of Sri Lanka.

THE WAIVER OF REGISTRATION BY THE NMRA

1Z1. 1t 1s necessary to examine the role of the NMRA and the provision of WoR by the
NMERA.

122, The NMRA, is infer aliz vested with the powers of registering medical
suppliers/supplies which supply pharmaceutical products to the SPC.

123, Inthe existence of special circumstances, such as to save a life, to control an outbreak
~ of aninfection or an epidunir. cr any other national eniergency or for national security,
the NMI\A has the discretion 0 granta WoR '

124, Interms of the law, such powers of granting a WoR are at the discretion of the NMRA,
and cannot be the subject of a direction given by the MoH to the NMRA.

125.  Thus, the NMRA has complete control over the provision of WoR, and is not mandated
by law to give effect to a divection by the Minister of Health.

126. - The aforesald narrative demonstrates that the MSD of the MoH, under the auspices of
the Minister of Health, sought that the NMRA pmwde WoR in respect 01 unreglstexed.
private suppliers/ supplles nanely isolez.

127, The Petitioners are now in possession of several documents which demonstrate that
siice around September 2022, WoRs have been sought to procure medical supplies, at
fimes, under the guise of the satue being an emergency procurement to minimise delays
under a ‘Spucul Pathway

The following documents_are annexed hereto and pleaded as part and parcel hereof,
demonsirating the use of WoRs and/or the ‘Special Pathway’ to procure medical supplies.

F39(a) - Letter dated 02/09/2 022 of the CEO of the NMRA Jcc](fﬁcz permission from
the Secretary of the Minfstry of Health 1o use WoRs fo minintise dela )s
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F39(b) A fist bf’ medical supplies for which WOK’S were issued fﬁ 2022,

FP39(c) Minute dated 06/09/2022 by the former 9(’6‘[6‘f£ifjf Ministry of Health
regdrdmg fast-track approval and issuance of WoRs;

P39(d) Letter dated 22/09/2022 jssued by the Additional Sccretary, Ministry of

Health for emergency procurement of medical supplies thr Ochgh private suppliers,
using the IC1;

£39(e) Letiers dated 01/11/2022 and 17/11/2022 issued by the Medical Supplies

Division regarding Special Procurement Action’ to be takern;
PBID Minufes of the Board Meeting of the NMRA held on 29/12/2022;

F39(9) Letter dated 02/02/2023 issued by the NMRA granting permission to import
medical supplies under a WoR

F39(h) Applications for WoRs submitted by ¥ éldC!) International (i Pvt) Ltd for Insulin
Soluble (Humarn) 1000117

128. The former Minister of Health :aought to circumvent registration of the said private
entities entirely, and sought a WoR to exempt the identified suppliers/supplies from the
requirément of registration, a prerequisite for procuring medical supplies to Sri Lanka.

129. 1t is amply cvident that in the case of Isolez being granted WoRs, one or more
Respondents have sought to sidestep the regular processes io be followed when procuring
medical supplies from private entities, raising a serious doubt as fo the hong fides of the
sald procurement.

130, The manifest product failures of medical supplies imported through Tsolez wholly
evinces that the use of WoRs has crippled the healthcare sector and seriously
compromised the health of the public. :

131, Admission by the NMRA of several medical supplies failing to meet the required

standard butiresses the conientions of the Petitioners that the use of WoRs has
significantly prejudiced the healthcare sector and public health.

NON-COMPLIANCE WITH PROCUREMENT GUIDELINES

132, The Procurement Guidelines (Goods and Works), Z,OOb read wnh the umde]mes for
Frocuremient of Pharmaceuticals & Medical Devices, 2006 and the Guidelines for
Frocurement of Pharmaceuticals & Medical Devices, 2022 provide for the applicable
‘processes for procurement of medical supplies from private entities.
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Copies of the. Procurement Guidelines (Goods and I/Vou(’s’) 2006 the Guidelines for
Frocurement of Hia'nnaceutfc(zfs & Medical Devices, 2006 and the Guidelines for
Frocurement of Fharmaceuticals & Medical Devices, 2022 respectively marked P40();
P4O(B) and P40(c) are {z‘!’b‘?é‘X@d hereto and pleaded as part and parcel hereol.

133. The objectives of the pmcurement pmcess is fo ensure providing fair, equal, and
maximum opportunity for eligible interested parties to participate in procurement while
ensuring transparency and consistency in the evaluation and selection pr ocedure.

134.  Such objectives are formulated and form part of the ]aw 1elatmg to procurement o
enable a level playing field between competitive bidders, who are presentcd with an equal
opportunity fo be awarded a tender.

135. The factual circumstances described hereinbefore is the antithesis of a fair, equal,
transparent, and consistent procedure for awarding a tender fo the lowest responsive
bidder.

136. It is specifically stated that this is in stark contrast fo the principles endorsed by Your
Lordships’ Court in instances where procurement processes have been challen ged for
their lack of adherence to the law, entailing a violation of equal protection of the law to
those affected by such procurement processes.

137, {ninstances where the procurement processes have been observed in the breach, Your
Lordships’ Court has had ro hesitation in declaring the acts of relevant public authorities
to be violative of fundamental rights and struck down such processes for non-com phance
with the law.

PROCUREMENT DURING AN EMERGENCY

138. It is specifically stated that deviation from the usual procedures for procurement is
only justified in limiied circumstances.

139, The existenice of an emergency, requiring emergency procurement may permit such
deviation. However, even in such instances, the law requires that the procuring entity
contplies with the specific law which provides for procurement during such emergency
situations.

140. The Petitioners state that the circumstances relevant to thisapplication do not disclose
an emergency, rather, it is plausible that the alleged shortages in medical supplies were
caused by mismanagement by the MoH leading fo the absence of buffer stocks and orders
not heing made with sufficient lead time.

141, Emergency procurement is justif fied by the Procurement Guidelines [Goods & Worksl,
20086, in exceptional circumstances such as man-made or natural disasters or unforeseen
social obligations and other similar situations which are determines and declared by the .
Government as being an emergency situation warranting emer, gency procurement,
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142.  Similarly, the Gidelines for Procurement of Pharmaceuticals & Medical Devices,
2006 provides for emergency procurement in situations where an emergency is declared

due to man-made or natural disasters which is declared as an emergency by the

Government or the sudden outbreak of disease declared by the Government or MoH.

143, The absence of such a state of emergency in the present circumstances is amply
evident, raising serious doubts as to the dona fides of the MoH and one or more
Respondents to call for procurement of medical supplies though a process which is totally
unjustified and unnecessary, '

144, Evenif the MoH were fo resort to emergency procurement, the ground realities evince
thie total absence of the same, giving rise to serious concerns for the reason for the MoH
and the Minister of Health to seek to short circuit the existing procedures and processes
for procurement of medical supplies.

ABUSE OF PROCESS BY THE FORMER MINISTER OF HEALTH

145, The aforesaid circumstances reveal that the former Minister of Health has fabricated
a narrative of the existence of the need to supply essentiat medical supplies to maintain
an uninterrupted supply of medical supplies to ensure the provision of life-saving
medication o the general public, which would justifyy c1rcumventmg the requii erent
of registration of such suppiicis wﬁh the NMRA.

146. It is manifest that the financial implications to the public purse, which are currently
unascertainable and shrouded in secrecy, are disastrously high in a context where non-
. essential supplies are imported regardless of their classification.

147, The example of Human-IG is demonsirative of the manipulation of the system, by the
use of WoRs, to enable unspecified persons to profit from the sare, whilst compromising
on public health and crippling ihe healthcare sector,

148.  The aforesaid narrative is replete with justifications for the need to investigate into
the abuse of due process by one or more Respendents, and considerations of whether the
same were tuelled by ulterior motives and exiranecus considerations which caused a
benefit to the Minister 01 Health and/or the MoH and/or any one or more Respondents
to this applicatiorn.

VIOLATION OF THE FETITIONERS FUNDAMENTAL RIGHTS

149.  The lotality of the aforesaid is amply demonstrative of the violation of the fundamental
rights and/or continuing viclation and/or imminent violation of the fundamental rights
of the Petitioners to equality before the law and equal protection.of the law.
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150. The aforesaid narrative is amply demonstrative of the entirety of the general public
of Sri Lanka being subjected to violation of their fundamental rights and/or continuing

violation and/or imminent violation of their fundamental rights guaranteed under

Article 12(1) of the Constitution by the acts of one or more Respondents.

151, The absence of adequate official information pertaining to Jnfer alia WOoRs,
transparency in granting WoRs to identified parties, the procedure followed in granting
such WoRs, are all matters which are shrouded in secrecy and unavailable on the usual
chanrels on which such information is made available to the public.

152, This is demonstrative of the attempts by one or more Respondents to conduct the

impugned procurement process of issuing WoRs tc the exclusion of public scrutiny and
is violative of the fundamenlal right of the Petitioners to information as guaranteed under
Article 14A of the Constituiion. ‘

155, Such information must necessarily be available on public channels, instead of being

shrouded in secrecy, requiring the general public to have to unearth such information-

with great difficulty, as encountered by the Petitioners to this application, whose
investigation into the matters urged herein has been ongoing for several months.

154, The aforesaid narrative is demonstialive of one or niore Respondents, who are
repositories of the power held in trust for the public, failing to exercise such powers for
the well-being of the general public.

155 It is evident that the acts of one or more Respondents have been in total disregard of.

the public trust entrusted tothem towards providin g the public with the ultimate benefits
arising therefrom, ' '

156.  The total disregard and/or neglect by one or more Respondents to ensure that public
health is safeguarded and consistently maintained is demonstrative of the abuse of power
vesied in the Respondents.

157. One or more Respondents acting with total disregard and/or neglect to comply with

the prerequisite procurement procedures when sourcing pharmaceutical supplies amply
demonstrates the tofal disregard for the law and ihe fotal disregard to ensure equal
protection of the law to the general public, entailing the violation of the fundamental
rights of the Petitioners and the greater public,

138, The acts of one or more Respondents reek of partiatity to preferred suppliers 1o the
defriment of the health, safety and well-being of the general public in Sri Lanka, and is
indicative of the furtherance of ulterior motives of the Respondents involved.

159, One or more Respondents have acted in utter contem pt for the fundamental duties
vested In them 1o safeguard the health, safety and well-being of the general public in Sri
Lanka, which is further exacerbated by the prevailing economic crisis in Sri Lanka.

160, Failure fo take cognizance of the tofality of the aforesaid constitutes treatment of the
 Petitioners which are violative of their fundamental rights and/or constitute a continuing
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violation dnd/or imminent violation of the fundamental rights of the Petitioners and is
ience illegal, unlawful, null and void, and of no force or avail in law, as will be morefully
demonstrated during the course of the hearing of this application inasmuch as, inter alia

a. it totally nullifies and negates the legitimate expectations of the Petitioners
of being entitled to equality hefore the law, as enshrined in Article 12(1)
of the Constitution; :

b. 1t is contrary to the spirit and the letler of existing laws, regulations,
guidelines and circulars on procurement of medical supplies from private

entities;

¢. the conduci of one or more Respondents is demonsirative of utter
disregard for the health, safety and well-being of the general public;

d. isa total abuse of the pubfic trust vested in one or more Respondents;

¢. is a total abuse of public funds which must necessarily be subjected to
optimum use;

f. s contrary to the Directive Prineiples of State Policy; and,
2. isunconstitutional.
161, The Pefitioners specifically state that the 46 to 54! Respondents held office in the
MoH and/or NMRA at all times material to this application, as pleaded hereinberore and
are liable for administrative and executive acts that have been complained of in this

application.

162, The Petitioners slate that grdve and irreparable loss, harm, ‘damage ‘and prejudice
would be caused to them and the instant application would be rendered nugatory and

futile, unless Your Lordships’ Court be pleased to grant and issue the interim relief prayed

for through the application.

163, The Petitioners respectfully reserve the right to amend this Petition and/or add further
parties and/or adduce further material in the event it becormes necessary and/or
expedient to do o, depending on the disclosures emanating from the pleadings and/or

~ submissions made on behalf of the Respondents. ' ' B

164, The Petitioners have not previously invoked the Jurisdiction of Your Lordships' Court
in respect of this matter, except as averred hereinbefore . v7s-4- vis application number

SCFR/65/2023.

165.  An Affidavit of the 2 Petitioner is annexed hereto in support of this Petition,
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WHEREFORE, the Petitioners pray that Your Lordships’ Court be pleased to:

4. grant the Petitioners leave to proceed to Your Lordships’ Court in the first instance;

b.

d.

¢,

call for the entire file and/or records held by any one or more Respondents, in
particular:

L. the notes of the investigation into the procurement of Human-IG and/or any
other medical/medicinal/ pharmaceutical supplies from the 54 Res) )ondent
in the possession of the CID,

i documentation perlaining to the grani of WoRs by the NMRA since 2022,
identifying the suppliers to whom WoRs were issucd;

B, records of medical supplies imported by the MSD from the
suppliers/importers to whom WoRs were issued since 2022 by the NMRA;

iv.  records of payments made o the 55 and/or 57" to 63 Respondents and/or
any other supplier/importer of medical/medicinal/ pharmaceutical supplies
who have been issued Waivers of Registration since 2022;

declare that there is an infringement and/or & continuing infringement and/or
imminent infringement of the fundamental rights of the Petitioners to equality before
the law and equal protection of the law, as guaranteed under and in terms of Article
12(1) of the Constitulion by the actions/inactions of the 15t to 38t Respondents
and/or their servants and/or agents dnd/or successors and/or the 46h to 54t
Responderits and/or any one more of them.

declare that there is an infringement and/or a continuing infringement and/or
imminent infringement of -the fundamental rights of ‘the Petitioners to the
fundamental right to information, as guaranteed under and in terms of Articie 14A of
the Constitution by the actions/inactions of the 1 to 38 Respondents and/or their
servants and/or agents and/or successors and/or the 46 fo 54/ Respondents;

declare that the purported decision and/or determination of the 1% fo 220 and/or
the 25M o 38% Respondents, and/or any one or more of them, and/or their servants
and/or agents, to procure medical/medicinal/ pharmacoutlcdl supplies from the 55t
and/or 371 to 63 Rospondems through Direct Contracting and/or on an Unsolicited
Bid, withoul a competifive procurement process, as pleaded, is wrongful, illegal,
Lmlawful, null and void, and of no force or avail in law;

declare that the purported decision and/or determination of the 1st to 22 and/or
the 25™ to 38th Respondents, and/or any one or more of them, and/or their servants
and/or agents, to procure medical/medicinal/ pharmaceutical supplics and/or
through any other 1mportc1 through Direct Contracting and/or on an Unsolicited Bid,
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h.

it

without a competitive procurement process, as pleaded 18 wrongful illegal, unlawful
null and void, and of no force or avail in faw;-

declare that any decision and/or determination made by the 26% and/or 27 to 35t
and/or 36% to 38" Respondents, and/or any one ot more of them, and/or their
servants and/or agents, to grant a Waiver of Registration to the 55% and/or 57 to
63 Respondents, and/or any other importer, for importation  of
medical/medicinal/ pharmaceutical supplies as pleaded, is wrongful, arbitrary and
capricious, illegal, unlawful, null and void, and of no force or avail in law; '

declare that any decision and/or determination made by the 26 and/or 27% to 35
and/or 36% to 38 Respondents, and/or any one or more of them, and/or their
servants and/or agents, to grant Waivers of Registration to the 55 and/or 57 {o

63 Respondents, is wrongful, arbitrary and capricious, illegal, unlawful, null and
void, and of no force or avail in law;

declare that any decision and/or deiermination made by the 26™ and/or 27% to 35
and/or 36 to 38™ Respondents, and/or any one or more of them, and/or their
servants and/or agents, to grant Customs/Importation Clearance/Approval for the
said importation of medical/medicinal/ pharmacentical supplies from the 55t
and/or 57 to 63 Respondents as pleaded, is wrongful, arbitrary and capricious,
illegal, unlawful, null and void, and of no force or avail in 1a w;

declare  that  the importation into  Sri  lanka . of the  said
medical/medicinal/ pharmaceutical supplies from the 55t and/or 571 to 63
Respondents, as pleaded, is wrongful, arbitrary and capricious, iflegal, unlawful, null
and void, and of no force or avail in law;

. declare and direct the 44t Respondent and/or his servants and/or agents and/or

=

successors to prevent the importation and/or provide customs clearance and/or
approval for clearance of medical/medicinal/pharmaceutical supplies from the 55t
and/or 57t to 63 Respondents;

declare that the 19 to 22 and/or the 25, 36 to 38t Respondents, and/or any one
or more of them, and/or their servants and/or agents, and/or their successors, are
not entitled to make any payments to the 55% and/or 57 to 63+ Respondents for the
procurement of medical/medicinal/pharmaceutical supplies, as pleaded,

.declare that any decisior and/or determination made by the 26 and/or 271" to 38t

Respondents, and/or any one ot mote of them, and/or their servants and/or agents,
to grant a Waiver of Registration: for any medical/medicinal/ pharmaceutical supplies
from the 55% and/or 57" to 63" Respondents, other than strictly in terms of the
provisions of Section 109 of the National Medicines Regulatory Authority Act, No.5
of 2015, is wrongful, arbitrary and capricious, illegal, unlawful, null and void, and
of no force or avail in law;

. declare that any decision and/or stcrmmatton tnade by the 26 and/or 27t to 38H

RGSpondLnts and/or any one or more of them, and/or their servants and/or agents,
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p.

g

.

o grant a Waiver of Registration for any medical/medicinal/pharmaceutical
supplier/importer, other than strictly in terms of the provisions of Section 109 of the
National Medicines Reguiatory Authority Act, No.5 of 2015, is wrongful, arbitrary
and capricious, illegal, unlawiul, null and void, and of no force or avail in law;

direct the 43" Respondent to conduct a special inquiry/investigation into the said
decision and/or determination to procure medical and/or pharmaceutical supplies
from the 55% and/or 57% to €3¢ Respondents and/or any other medical
supplier/importer to whom WoRs had been issued, as pleaded,

direct the 43 Respondent to compute the cost incurred by the State by procuring
medical supplies through the 55% and/or 571 to 63+ Respondents and/or any other
medical supplier/importer to whom WeRs had been issued, as pleaded;

direct the 66 Respondent to take immedliate steps lo cause/initiate and/or cormmence
prosecution of persons identified through investigations of the 45 Respondent
and/or his servants and/or agents, to-have obtained financial and/or any other
benefits through the procurement of medical supplies through the use of WoRs, as
pleaded; ' -

. direct the 66" Respondent and/or any one or more Respondents to take immediate
steps to initiate and/or commence action to recover the costs incurred to the State -

and/or the general public of Sri Lanka by procuring medical supplies through the
551 and/or 57t to 637 Respondents and/or any other medical supplier/imporier to
whom WoRs had been issued, as pleaded, and/or from any one or more of the 46%,
470 48t 51st 52nd 530 54t and 56" Respondents, and/or from any persons
identified through the investigations of the 45% Respondent and/or his servanis or
agents, as pleaded,

direct the 66 Respondent and/or any one or mere Respondents to take immediate
steps to initiate and/or commence action to seek compensation from the 55% and/or
57 to 63™ Respondents and/or any other medical supplier/ importer to whom WoRs
had been issued, as pleaded, and/or from any one or more of the 46, 47, 481, 51,
5zrd, 531 54th and 561 Respondents, and/or from any persons identified through
the investigations of the 45 Respondent and/or his servants or agents, as pleaded,

declare and direct that the procurement of medical and/or pharmaceutical supplies.

by the Ministry of Health be done strictly in terms of the Procurement Guidelines
(Good & Works) 2008, and/or the Guidelines for Procurement of Pharmaceutical and
Medical Devices 2006, and/or any other lawfully applicable Procurement Guidelines,
and issue guidelines in this regard, as deemed appropriate by Your Lordships’ Court;

direct the 25t and/or 26™M to 38" Respondents, and/or any one or more of them,
and/or their servants and/or agents to review the Waivers of Registration issued to
any medical/medicinal/pharmaceutical supplier since 2022 by the 25% and/or 26%

to 38" Respondents and/or any one or more of theny;




v. grant and issue an Interim Order staying and/or suspending the purported decision
and/or determinafion of the 1% to 227 and/or the 25% to 38t Respondents, and/or
any one or more of them, and/or their servants and/or agents, fo procure
medical/medicinal/pharmaceutical supplies. from the 55" and/or 574 to 63
Respondents, as pleaded, uniil the final determination of this application, subject fo
such fernis, if any, as to Your Lordships’ Court sees fit; :

w. grant and issue an Interim Order staying and/or suspending the purported decision
and/or determination, if any, made by the 26! and/or 27 to 38t Respondents,
and/or any one or more of them, and/or their servants and/or agents, to grant a
Waiver of Registration, as pleaded, to the 55 and/or 57 to 63+ Respongdents, uniil
the final determination of this application, subject to such terms, if any, as to Your
Lordships’ Court sees fit; :

x. grant and issue an Interim Order preveniing the importation into Sri Lanka any
medical/medicinal supplies from the 55% and/or 57% to 63 Respondents, as
pleaded, until the final determination of this application, subject to such ferms, if any,
as to Your Lordships” Court sees fit; '

y. grant and issuc an Interim Order preventing the [ to z2nd and/or the 24™
Respondent, and/or the 25", 36™ to 38! Respondents, and/or any one or more of
theim, and/or their servants and/or agents and/or successors from making any
payments to the 55" and/or 57 to 63'¢ Respondents and/or any agent of the said
Respondents in respect the purported procurement/ importation into Sri Lanka of any
medical/ medicinal supplies, aritil the final determination of this application, sulject
{o such terms, if any, as to Your Lordships’” Court sees fif;

7. make such further and other just and equitable orders as to Your Lordships’ Court
shall seem fit, in the circumstances of this application, under and in terms of Article
126{4) of the Constitution of the Republic;

' aa,grant compensation, in such sum, and to such persons, as deemed appropriate to Your
Lordships’ Court; '

bb. grant costs; and,

ce.graht such further and other reiief as to Your Lordships” Court shall seem meet.
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