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NATIONAL QUALITY CONTROL LABORATORY
I. KEY ENTITY INFORMATION AND MANAGEMENT

The National Quality Control Laboratory (NQCL) was established under section 35D of the
Pharmacy and Poisons Act Cap 244 of the Laws of Kenya on the 28 October, 1992 and came into
operation on 06 November, 1992. The Laboratory is headed by a Director who is responsible for
the general policy formation, strategy direction and is the secretary to the Board of Management.

The principal activities under the Pharmacy and Poisons Board Amendment Act of 1992 (Cap
244, Laws of Kenya), the Laboratory is mandated to:

1. Examine and test medicines and any material or substance from which or with which and the
manner in which medicines may be manufactured, processed or treated and ensure the quality
control of medicines and medicinal substances,

2. Perform chemical, biological, biochemical, physiological and pharmacological analysis and
other pharmaceutical evaluation

3. Test, at the request of the Board and on behalf of the Government, of locally manufactured
and imported medicines or medicinal substances with a view to determine whether such
medicines or medicinal substances comply with Cap 244,

4. To provide advisory services to the Ministry of Health (MOH) on medicines quality standard

5. Carry out Good Manufacturing Practices (GMP) inspections in pharmaceutical manufacturing
industry premises and issue certificates of compliance on the same.

In September 2014, it was recognized as a Semi — Autonomous Government Agency (SAGA) in
the MOH and on 11th February, 2016 the State Corporation Advisory Committee categorized it
at category PC 4B and advised the MOH to embark on the activity of categorization.

Key and fiduciary management who held office and were running the Laboratory’s day-to-day
operations were involved in decision making during the period of financial statements under
review to 30 June, 2016. They carry a direct fiduciary responsibility and included the following:

Designation Name
1. | Director and Secretary to the Board. Dr. Hezekiah K.Chepkwony, PhD
2. | Senior Deputy Director Dr.Pius M. Wanjala
Deputy Director- Finance, Administration and ,
3. Internal Audit. Dr. George Wang’ang’a
4. | Deputy Director — Technical Services Dr. Ernest G. Mbae
5.

Deputy Director — Quality Assurance Manager | Dr. Serah M. Muteru

The Statutory fiduciary oversight agencies include;

Kenya National Audit Office

Audit and finance committee of the Board
Parliamentary committee activities
Development partner oversight activities
Other oversight agencies
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NATIONAL QUALITY CONTROL LABORATORY

Laboratory’s Headquarters is;

National Quality Control Laboratory,

P.O. Box 29726-0202, KNH, Nairobi, Kenya
Kenyatta National Hospital Complex, Hospital Road,
2" Floor, School of Pharmacy Building,

College of Health Sciences, University of Nairobi.

Laboratory’s Contacts

Telephone:  020-3544525/30
E-mail: info@ngqcl.go.ke
Website: www.nqcl.go.ke

Laboratory’s Bank

National Bank of Kenya Ltd,
Hill Plaza, NHIF Building,
P.O. Box 45219-00100
Nairobi, KENYA.

Laboratory’s Vote

The Laboratory controls a MOH Vote Number 0009, from where is receives annual allocations
from The National Treasury (NT) through the Ministry of Health for recurrent and development
expenditures.

Laboratory’s Independent Auditors

The Auditor General,

Kenya National Audit Office,
Anniversary Towers, University Way,
P. O. Box 30084 — 00100, GPO,
Nairobi, KENYA.

Laboratory’s Principal Legal Adviser

The Attorney General,

State Law Office,

Harambee Avenue,

P.O. Box 40112 — 00200, City Square,
Nairobi, KENYA.
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Board Member’s | Name — Profession/ Main
passport-size Designation Academic Responsibility
photo Qualification
| — Felista Kerubo | Food Chemist
. Nyakoe" (Ms)
Irene Thiguku | Veterinary Surgeon Technical
Kamanja (Dr) Committee
2. Member
Abdi O. Jama | Pharmaceutical Finance &
(Mr) Technologist Administration
3. Committee
Member
Paul Munyao | Advocate Audit
4. Mutua (Mr) Committee
Member
Philip Omondi | Accountant
5 Odhiambo*
(CPA)
Apollo Pharmacist Finance &
Odhiambo Administration
6. Maima (Dr) Committee
Member
Joseph Pharmacist Audit
Shitandi Committee
7. Mukoko (Dr) Member
Esther Gathoni | Pharmacist Technical
8. Ithigi* (Dr) Committee
Member
John Ronoh Lecturer Chairperson &
Sitienei (Mr) Audit
9. .
Committee
Member
Hezekiah K. Director; PhD; Secretary to the
Chepkwony MPharm; MSc. Board
10. (Dr) Pharm; MPSK

*Affected by the circular prohibiting civil servants from being BOM:s in State Corporations.

# relocated from Kenya soon after appointment to the board




NATIONAL QUALITY CONTROL LABORATORY
HI. SENIOR MANAGEMENT TEAM

FOR THE YEAR ENDFED, 30 JUNE 2016

Key manager’s
passport-size
hoto

Name — Designation Professional/ Main Responsibility
Academic
Qualification :

Dr. ILK. Chepkwony- IhD, MPhartn, MSec. | Director

Snr.  Deputy  Chief | Pharm; MPSK

Pharmacist

Dr. Pius Wanjala - MPharm, LLB;: MPSK Senior Deputy

Snr. Deputy  Chief Director

Pharmacist

Dr. George Wang’ang’a

Deputy Chiet Pharmacist

MBA, BPharm; MPSK

Deputy Director —
Finance and
Administration  and
Internal Audit

Dr. Serah Muteru -

Msc, BPharm; MPSK

Deputy Director — |

4 Assistant Chief Quality  Assurance
) Pharmacist Manager (Q.A.M)
Dr. Ernest Mbae - MPharm, BPharm; | Deputy Director — |
5 Deputy Chief Pharmacist | MPSK Technical Services
- Dr. Mathayo Kwena— | Msc, BPharm; MPSK Head Wet Chemistry
Assistant Chief and Instrumentation
6. Pharmacist Units
Dr. Emmuel Tanui - | Msc; BPharm; MPSK Head - Biological
s Assistant Chief Analysis Unit
Pharmacist
' Dr.  Rebecca Manani | Msc; BPharm; BPharm; | Head Documentation
Assistant Chief | MPSK Unit
Pharmacist

Ms. Anastasia Ngumbi —

Dip. Pharm. Tech; Dip in

Head Medical

10.

11.

Pharmaceutical Law Devices Unit
Technologist

Mr. David K. Yano —|BCOM, Finance; CPA Head Finance Unit
Accountant

Ms. Irene Mukami - |BCom Finance, Dip. | Head Supply Chain

Supply Chain
Management Officer

SCM

Management Unit




NATIONAL QUALITY CONTROL LABORATORY

IV. CHAIRPERSON’S STATEMENT

The Board of Management (BOM) presents the NQCL Annual Report and Financial Statements
for the year ended 30 June, 2016. The BOM was appointed by the Registrar, Pharmacy and
Poisons Board (PPB) in accordance with Cap 244, Section 35 (F) (1) via a gazette notice number
111 of 9" January, 2015 effective from 31 December, 2014 and will serve for a period of three
(3) years. The BOM was inaugurated in January, 2015 and has since then applied itself to steering
the Laboratory realise its vision. The BOM’s functions are enumerated in the same Act Section
35(G). The BOM has undergone Mwonogzo training, which is the code of governance for state
corporations outlined by the Government of Kenya.

The Board has identified and continues to handle critical issues affecting the Laboratory’s
operations, performance and growth as outlined below but not limited to:

1.

¢

To deter other government institutions from usurping the Laboratory’s mandate according
to the Act and in particular the carrying out of Good Manufacturing Practices (GMP)
inspections in pharmaceutical manufacturing industry premises and issue certificates of
compliance on the same. It has done this by engaging stakeholders in the pharmaceutical
sector, the Attorney General, PPB, MOH and the Kenya Trade Network.

Reviewed the analysis (sample testing) fees and other fees to reflect market rate cost of
chemicals and reagents to enhance its revenue stream.

Continued to advocate for the Laboratory’s complete categorization as a State Corporation
and therefore have a wage bill from treasury. This will go a long way in strengthening the
human resource capacity and reduce staff turnover by deterring their movement especially
those who have been made technical signatories to ISO 17025 accreditation and World
Health Organization (WHO) prequalification.

Reviewing and implementation of the NQCL scheme of service which will strengthen the
human resource evaluation and appraisal systems.

Engaging the Ministry of Lands and the Surveyors of Kenya through MOH to acquire title
deed for the piece of land approximately 2.61 hectares currently being held by Kenya
Reinsurance Corporation (1.26 hectares) and Kenya National Hospital (1.35 hectares).
Mobilising resources to establish a centre of excellence testing facility on the repossessed
land.

Ensure that the Laboratory’s budgetary allocation from the NT is wholly sent to its account
as grants to enhance financial independence, accountability and efficiency.

<

Mr. John Sitienei Ronoh,
Chairman

Date l® ' 4_, fg 57)7- ,:‘
I b -




NATIONAL QUALITY CONTROL LABORATORY

V. REPORT OF THE DIRECTOR

The NQCL was established as a state corporation under scction 35L (1) of the Pharmacy and
Poisons Act Cap 244 Laws of Kenya which came into operation on 6th November 1992. The
l.aboratory performs the work of examining and lesting medicines and any matcrial or substance
from which or with which and the manner in which medicines may bc manufactured, processed
or treated and ensure the quality control of medicines and mcdicinal substances; perform
chemical, biological, biochemical, physiological and pharmacological analysis and other
pharmaceutical evaluation; test at the request of the BOM and on behalf of the Government, of
locally manufactured and imported medicines or medicinal substances with a view to determine
whether such medicines or medicinal substances comply with Cap 244; provide advisory scrviccs
to MOH on medicines quality standard; and carry out GMP inspections in pharmaceutical
manufacturing industry premises and issue certificates of compliance on the same.

Since inception it has operated under the Division of Pharmacy in the Ministry of Health (MOH).
In September 2014, it was recognized as a Semi — Autonomous Government Agency (SAGA)
in the MOH and on 11th February, 2016 the State Corporation Advisory Committee
categorized it at category PC 4B and advised the MOH to embark on the activity of categorization,
It continues to get its budgetary allocation through MOH under the Vote Head 0009,

The funds allocated are mainly used for procurement of chemicals, reagents, glassware, related
apparatus and additional equipment that are vital in ensuring the institution continues to meet the
current good practices for pharmaceutical quality control laboratories and the relevant parts of the
World Health Organization (WHO) GMP guidelines and the ISO 17025 acereditation status under
the South African National Accreditation System for pharmaceuticals.

The Laboratory generates income from sample analysis of drugs for Government institutions as
well as private pharmaceutical firms. The income generated supplements the recurrent and
development budget the Government gives to the Laboratory through MOH. The ability of the
Laboratory to perform its core business of sampling and testing of drugs and medical devices will
be enhanced by efforts to secure more autonomy and enhanced budgetary allocations.

Previous experience has shown that when budgetary allocations are channelled through the Vote
Head 108 — 0009 at the MOH, a number of items requested for procurement as per the approved
budget and procurement plan remain as pending bills as a result of lack of compliance with the
allocated budget lines.

The Laboratory requires budgetary support to be channelled directly to its account to continue
performing its core functions.
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Dr. Hezekiah Kibet Chepkwony, PhD ]
Director,
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NATIONAL QUALITY CONTROL LABORATORY
'VI. CORPORATE GOVERNANCE STATEMENT

Corporate governance is the structure and system of rules, practices and processes by which an
organization is directed, controlled and held accountable. It encompasses authority,
accountability, stewardship, leadership, direction and control exercised in organizations.
Corporate governance essentially involves balancing the interests of the many stakeholders in an
organization. These include its shareholders, management, customers, suppliers, financiers,
government and the community. Corporate governance also provides the framework for achieving
the objectives of the organization, and creates benchmarks for the measurement of corporate
performance and disclosure.

The Laboratory has put in place a system of rules, practices and processes based on the Mwongozo
Code of Governance developed by the Government of Kenya, by which it is directed and
controlled, which involves balancing the interests of its many stakeholders including but not
limited to management, staff, customers, suppliers, donors, government and the community in
general. The system in place also provides the framework for attaining the Laboratory’s objectives
and encompasses practically every sphere of management, from action plans and internal controls
to performance measurement and corporate disclosures.

The Mwongozo Code of Governance is anchored on the Constitution of Kenya, 2010. Article 10
of the Constitution entrenches national values and principles of governance while Article 73
places emphasis on public trust, honour and dignity of public offices. Personal integrity, and
values and principles of public service are reinforced in Article 232, which also provides for
efficiency, effectiveness and economic use of resources. The Code takes into consideration
Chapter Six of the Constitution on Leadership and Integrity as well as the Public Officers and
Ethics Act, 2003.

Taking cognisance that the Laboratory is in the process of being categorised as a state corporation,
it has in the meantime been recognized as SAGAs that performs a regulatory duty in medicines
control under MOH. As a testing and inspecting facility, the Laboratory continues to uphold its
corporate values of Staff, Environment, Integrity & Patriotism, Technology, Standards,
Commitment to customer services, Quality Service and Team &Individual Productivity.

The Laboratory’s adoption of the Corporate Governance framework means it embodies the six
principles of good governance developed by the worldwide Organization for Economic
Cooperation and Development (OECD), and which are now global benchmarks for corporate
governance principles. These are: ensuring the basis for an effective corporate governance
framework; the rights of shareholders and key ownership functions; the equitable treatment of
shareholders; the role of stakeholders; disclosure and transparency; and the responsibilities of the
BOM. Further, the adopted code also takes into account the 2005 OECD Guidelines on Corporate
Governance of State-Owned Enterprises, which were meant to cater for governance of state
corporations. The governance guidelines include requirements that: State-owned enterprises
should observe high standards of transparency in accordance with OECD principles of corporate
governance; the boards of state-owned enterprises should have the necessary authority,
competencies and objectivity to carry out their function of strategic guidance and monitoring of
management; and members of the Board are required to act with integrity and be held accountable
for their actions.
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CORPORATE SOCIAL RESPONSIBILITY STATEMENT

Corporate Social Responsibility (CSR) is the responsibility of an organization for the impacts of
its decisions and activities on society and the environment, through transparent and ethical
behavior that:

. Contributes to sustainable development, including the health and the welfare of society,

- Takes into account the cxpcctations of stakcholders,

. Is in compliancc with applicable law and consistent with international norms of behavior,
and,

. [s integrated throughout the organization and practiced in its relationships.

It can further be claborated as a form of corporate self-regulation integrated into an organizations
business model. It functions as a self-regulalory mechanism whereby the organization monitors
and ensures its active compliance with the spirit of the law, ethical standards and national or
international norms. For some organizations, it goes beyond compliance and engages in activities
that appear to further some social good, beyond the interests of the firm and that which is required
by law. The aim is to increase long-term benefits and stakeholder trust through positive public
relations and high ethical standards to reduce business and legal risk by taking responsibility for
corporate actions. Its strategies encourage the company to make a positive impact on the
environment and stakeholders including consumers, employees, investors, communities, and
others.

The NQCL has taken an initiative to assess and take responsibility for the effects on the
environment and the kind of impact it has on the society. The Laboratory has made efforts that go
beyond what may be required by the Government.

The Laboratory has done this by subscribing to the WHO prequalification guidelines for Good
Practices for Pharmaceutical Quality Control Laboratories (GPQCL) and the ISO 17025
guidelines all of which clearly define how a quality control Laboratory is meant to dispose of its
waste, use of chemicals and reagents and monitoring of environment conditions for sample
integrity and staff working conditions.

The Laboratory also engages the society in its activities by allowing students to carry out their
attachments in the institutions as a way of gaining experience and work practice. It also donates
equipment to teaching institution and also performs demonstrations for students in universities
and colleges that teach pharmaceutical sciences.

Going into the future the Laboratory intends to devote real time system on its activities to enhance

environmental sustainability programs, alternative/clean energy, and various social welfare
initiatives to benefit staff, customers, and the society at large.

10



NATIONAL QUALITY CONTROL LABORATORY

“III. REPORT OF THE DIRECTORS
Pharmacy and Poisons Act Cap 244 requires the Board of the Laboratory to prepare financial

statements, the operating results and cash flow for each financial year which gives a true and fair
view of the state of affairs of the Laboratory as at the end of a financial year. It also requires the
Board to ensure the Laboratory keeps proper accounting records, which disclose with reasonable
accuracy at any time the financial position of the Laboratory. The Board is also responsible for
safeguarding the assets of the Laboratory.

The Board accepts responsibility for the annual Financial Statements, which have been prepared
using appropriate accounting policies supported by reasonable, prudent judgments and estimates,
in conformity with International Public Sector Accounting Standards and the requirements of the
Act. The Board is of the opinion that the Financial Statements give a true and fair view of the
state of the financial affairs of the Laboratory and of its operating results.

The Board further accepts responsibility for the maintenance of accounting records, which may
be relied upon in the preparation of the Financial Statements, as well as adequate systems of
internal financial control.

N\
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NATIONAL QUALITY CONTROL LABORATORY
IX. STATEMENT OF THE BOARD OF MANAGEMENT’S RESPONSIBILITIES

Section192 of thc Public linance Management Act, 2012 of the Statc Corporations Act, rcquirc
the Board to prepare financial statements in respect to the Laboratory, which give a true and fair
view of the state of affairs and the operating results at the end of the financial year/period. The
Board is also required to ensure that the Laboratory keeps proper accounting records which
disclosc with rcasonable accuracy the financial position of the Laboratory. The Board is also
responsible for sateguarding the assets of the Laboratory.

The Board is responsible for the preparation and presentation of the Laboratory’s financial
statements, which givc a truc and fair vicw of the statc of affairs of the Laboratory for and as at
the financial year ended on June 30, 2016.

This responsibility includes:

1. Maintaining adequate financial management arrangements and ensuring that these continue
to be effective throughout the reporting period;

2. Maintaining proper accounting records, which disclose with reasonable accuracy at any time
the financial position of the entity;

3. Designing, implementing and maintaining internal controls relevant to the preparation and
fair presentation of the financial statements, and ensuring that they are free from material
misstatements, whether due to error or fraud;

4. Safeguarding the assets of the Laboratory;

5. Selecting and applying appropriate accounting policies; and

6. Making accounting estimates that are reasonable in the circumstances.

The Board accepts responsibility for the Laboratory’s financial statements, which have been

prepared using appropriate accounting policies supported by reasonable and prudent judgements

and estimates, in conformity with International Public Sector Accounting Standards (IPSAS -

Accrual), and in the manner required by the Public Finance Management Act and the State

Corporations Act.

The Board asserts that the financial statements give a true and fair view of the state of the
Laboratory’s transactions during the financial year ended June 30, 2016, and of its financial
position as at that date. The Board further confirms the completeness of the accounting records
maintained by the Laboratory, which have been relied upon in the preparation of the financial
statements as well as the adequacy of the systems of internal financial control. Nothing has come
to the attention of the Board to indicate that the Laboratory will not remain a going concern for at
least the next twelve months from the date of this statement.

Senior Management’s Responsibility for the Financial Statements

The Laboratory’s Management takes responsibility for the preparation and fair presentation of the
financial statements in accordance with International Public Sector Accounting Standards
(IPSAS), and for such internal control as the management determines is necessary to enable the
preparation of financial statements that are free from material misstatement, whether due to fraud
or error.

The financial statements of the Laboratory for the year ended 30 June, 2016, presented for audit
comprise:

a) Statement of financial performance,

b) Statement of financial position,

¢) Statement of changes in net assets,

d) Statement of cash flows,

e) Statement of comparison of budget and actual amounts, and

f) A summary of significant accounting policies and other explanatory information.
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Approval of the Financial Statements

The Laboratory’s financial statements were/ are approved by the Chairperson of the Board on,
20 September, 2016 and signed on its behalf by:

h J

Dr. Hezekiah Kibet Chepkwony, PhD Mr. John Sitienei Ronoh
Director & Secretary to the Board Chairman

Date go“’"IM’ﬂ:_'IFf— L l ‘f rgbﬂ'?'
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