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. KEY NATIONAL QUALITY CONTROL LABORATORY INFORMATION AND
MANAGEMENT

(@)

(b)

()

(d)

pg. 2

Background Information
The National Quality Control Laboratory (NQCL) was established under section 35D of the
Pharmacy and Poisons Amendment Act of 1992 (Cap 244, Laws of Kenya) on the 28" October
1992 and came into operation on 06" November 1992. The Laboratory is domiciled in Kenya
with no branches currently.

Principal Activities
The Laboratory, under the Pharmacy and Poisons Amendment Act of 1992 (Cap 244, Laws of
Kenya), has the following mandate:

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 Pharmacy and Poisons Board (PPB) 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 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.

Key Management
The Laboratory’s day-to-day management is under the following key organs:

1. Director; and
2. Management Team.

Fiduciary Management
The key management personnel who held office during the financial year ended 30" June 2021
and who had direct fiduciary responsibility were:

Designation Name
1. | Director and Secretary to the Board Prof. Matilu Mwau
2. | Deputy Director, Technical Services Dr. Ernest G. Mbae
3. | Deputy Director, Quality Assurance Dr. Serah M. Muteru
4. | Head, Wet Chemistry Unit Dr. Peter Ngumo
5. | Head, Instrumentation Unit Dr. Mathayo Kwena
6. | Head, Biological Analysis & Medical Devices Units | Dr. Khadija Hassan
7. | Head, Documentation Unit Dr. Rebecca Manani
8. | Head, Finance and Administration CPA David Yano
9. | Head, Supply Chain Management Unit Mr. George Ogeto Nyambane
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KEY NATIONAL QUALITY CONTROL LABORATORY INFORMATION AND

MANAGEMENT (Continued)

(e) Fiduciary Oversight Arrangements

The Statutory fiduciary oversight agencies (f)

include;
1.  Office of the Auditor-General,

2. Audit and finance committees of the

board of management;
3.  Parliamentary committees;

4.  Development partner oversight; and

5. Other state oversight agencies.

(g) Principal Legal Adviser
The Attorney General
State Law Office
Harambee Avenue
P.O. Box 40112
City Square 00200
Nairobi, Kenya

(j) Independent Auditors
Auditor General
Office of the Auditor General
Anniversary Towers, University Way
P. O. Box 30084 — 00100, GPO
Nairobi, KENYA.

NQCL Headquarters

National Quality Control Laboratory

P. O. Box 29726 - 00202, KNH, Nairobi,
KENYA

Kenyatta National Hospital ~Complex,
Hospital Road,

2" Floor, School of Pharmacy Building,
College of Health Sciences, University of
Nairobi.

NQCL Contacts
Telephone: 020-3544525/30

E-mail: info@nqcl.go.ke
Website: www.nqcl.go.ke
NQCL Bankers

National Bank of Kenya Ltd

Hill Plaza Branch, NHIF Building
P. O. Box 45219 — 00100, GPO
Nairobi, KENYA.
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1.

Th

. BOARD OF DIRECTORS

The appointment in February/March 2018 of the Board of Management was on 15t July,
2019 revoked in entirety by Pharmacy and Poisons Board (PPB) -the appointing Authority
on the advice/directive of the Ministry of Health -vide Gazette Notice No. 6599. The Board
members, in their individual capacities, sued the Pharmacy and Poisons Board ( the
appointing authority) and Ministry vide ELRC Petition No. 137 of 2019 (Mr. Ronoh Sitienei
& 4 Others-Vs- Pharmacy and Poisons Board and Cabinet Secretary and 5 interested
parties). The Judgment was delivered on 15" November, 2019 in favour of the Petitioners-

Board members who were restored to their office as Board members settling the matter

based on two grounds:

(i) The authority to revoke appointment of Board members of any state corporation once
in office rests with the Presidency and hence PPB had acted in excess of its powers
rendering the decision unlawful/void:

(i) Revocation of appointment of Board member must be preceded with show cause
letter for committed offenses for reply; there was none and hence the action was
unconstitutional, invalid.

. However, the appointment of the restored Board members was for the second time vide

Gazette Notice No. 8095 of 16" October 2020 revoked by the Presidency without prior
show cause notice of any offence. The Board members did not bother to challenge the
decision and therefore there is no matter on the same pending in ELRC-court.

. For now 2 years, the Board of management has not been constituted while section 7 (3)

of State Corporation Act that provides for revocation envisages that replacement is
simultaneously made. It is worse for PPB, the appointing authority as it is without a Board
of Management since March 2020 when its term lapsed.

e National Quality Control Laboratory Board of Directors was subsequently revoked vide

Gazette Notice No. 8095 of 16 October 2020 and as at the time of this report (August 2022)

no

Board has been constituted and or re-appointed. Under the circumstances, the following

functions as spelt out under section 35G of the Pharmacy and Poisons Act Cap 244 are not
being performed.
a) To administer the property and funds of the Laboratory in such manner and for such

purposes as shall, in the opinion of the Board of Management, promote its best interests;

b) To receive, on behalf of the Laboratory, grants-in-aid, gifts, donations, fees,

subscriptions or other moneys and make disbursements therefrom;
To make regulations governing the appointment, conduct and discipline of employees
of the Laboratory;

d) In consultation with the Minister, to draw up a scheme of service for employees of the

Laboratory;

pg. 4
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e) To administer the approved terms and conditions of service, including appointments,
dismissals, remuneration and retiring benefits of employees of the Laboratory; and to
appoint such employees upon terms and conditions to be laid down by the Board of
Management, after consultation with the Minister, as it considers necessary for the
proper and efficient administration of the Laboratory.
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3. MANAGEMENT TEAM

Mr. George Ogeto
Nyambane

Dip. SCM

Management Unit

Key manager’s Name — Designation Professional/ | Main Responsibility | Experience
passport-size Academic (Years)
photo Qualification
Prof. Matilu Mwau, Ag. Director, Secretary
D.Phil (Oxon), OGW BoD
Dr. Serah Muteru - Deputy Director 19
Assistant Chief Msc, BPharm; Quality Assurance
Pharmacist MPSK Manager
MPharm, Deputy Director 19
Dr. Ernest Mbae - BPharm; MPSK Technical Services
Deputy Chief
Pharmacist
Dr. Mathayo Kwena— 19
Assistant Chief
Pharmacist Msc, BPharm; Head
MPSK Instrumentation Unit
Dr. Khadija Hassan- 19
Assistant Chief Head Biological
Pharmacist Msc; BPharm; Analysis & Medical
MPSK Devices Units
Dr. Rebecca Manani Msc; BPharm; Head Documentation 17
Assistant Chief BPharm; MPSK Unit
Pharmacist
PhD, MPharm, Head Wet Chemistry 17
Dr. Peter Ngumo - BPharm; MPSK Unit
Assistant Chief
Pharmacist
19
Mr. David K. Yano B. Com Finance, Head, Finance &
CPA K, Administration
BA. Econ CPA I, | Head Supply Chain 20

pg. 6
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REPORT OF THE DIRECTOR.

Since its inception, the NQCL has operated under the Division of Pharmacy in the Ministry of Health.
In September 2014, it was recognized as a Semi — Autonomous Government Agency (SAGA) in the
Ministry of Health and on 11" February, 2016, SCAC categorized it at category PC 4B and advised
the Ministry of Health to embark on the activity of categorization.

The Laboratory continues to receive its budgetary allocation through Ministry of Health under the
Vote Head 1081000900. The NQCL generates income from sample analysis fees 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 Ministry of
Health.

The funds generated and allocated are utilized for the procurement of chemicals, reagents, glassware,
related apparatus and additional equipment and also for remuneration of contracted staff members.
These items 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
Good Manufacturing Practice guidelines and the ISO 17025 accreditation status for laboratories under
the South African National Accreditation System.

The Laboratory has two types of staff among its personnel. The first group comprises of civil servants
seconded to the institution by the Ministry of Health. This group includes pharmacists,
pharmaceutical technologists, accounts assistant, supply chain management assistant and a medical
engineer technician. The second group consists of staff contracted by the BOD for a renewable three-
year contract. These include laboratory technicians, accounts assistant, supply chain management
assistants, an executive secretary, laboratory assistants and a documentation clerk. The laboratory
also engages interns and students on attachment who gain on the job learning as part of the

Government policy on training.

In the financial year under review, the laboratory was not able to utilise its allocation for the vote
head from The National Treasury through the MOH where the vote head is administered at the
headquarters at Afya house. The Director of NQCL has little or no control over this vote head despite

being the authorised Authority to Incur Expenditure (AIE) Officer.

pg. 7
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REPORT OF THE DIRECTOR (Continued)

Previous experience has shown that when approved budgetary allocations are channelled through the
Vote Head 108 — 0009 at the Ministry of Health, 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 be channelled directly to
its account to continue performing its core functions.

Further, there exists no linkage between the PPB (appointing authority) and the NQCL BOD. The
role of PPB ends at appointment level of the BOD and subsequently, the BOD operates on its own
with no reporting mechanism or responsibility to the appointing authority (PPB), no financial support
from the appointing authority and minimal statutory responsibility and consultation with the Ministry
of Health. Consequently, NQCL experiences inadequate funding for its operations.

A proposal has been made for an approved organization structure for the two (2) institutions that
should be put in-place to serve the interests of the MOH and in particular support the big 4 agenda of
Universal Health Coverage (UHC). It proposed that the PPB uses an approved structure and have a
line item for the NQCL in its budget, which will appear as subvention or grant.

The Laboratory further faces challenges in the course of implementing its mandate. PPB the regulator
and created under the same law (Cap 244) has usurped the mandate of the NQCL. Recent Judicial
decision stated that NQCL and PPB have complementary, but distinctive roles; with NQCL having
the mandate of ensuring quality control of medicines through issuance of certificates of analysis and
GMP compliance certification, while PPB has regulatory enforcement role partly based on the said
NQCL certifications to ensure checks and balances. The mandate of keeping a data bank on quality
of medicines should be further, enforced by having all quality control laboratories in the country work
under the collaboration of NQCL to ensure a single data stream. This will also steady the stream of

analysis samples coming to NQCL which is its current source of income.

uum,

rof Matilu Mwau, D.Phil (Oxon), OGW
Ag. Director,

Date 30 JUNE, 2022

pg. 8
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REVIEW OF NATIONAL QUALITY CONTROL LABORATORY’S PERFOMANCE
AGAINST PRE-DETERMINED OBJECTIVES FOR FY 2021/2022

Section 81 Subsection 2 (f) of the Public Finance Management Act, 2012 requires the accounting
officer to include in the financial statement, a statement of the national government National Quality
Control Laboratory’s performance against predetermined objectives. The Laboratory has some
strategic pillars/ themes/issues and objectives within the current Strategic Plan for the FY 2015 FY
2021 that ended. We have since prepared for the period 2022-/27 currently awaiting adoption. These
strategic pillars/ themes/ issues are tabulated below.

The Laboratory develops its annual work plans based on the below outlined pillars/Themes/Issues.
Assessment of the Board’s performance against its annual work plan is done on a quarterly basis. The
Laboratory achieved its performance targets set for the FY 2020/2021 period for its stated strategic
pillars, as indicated in the diagram below:

Under this section therefore, the management has included performance against the strategic
objectives of the organisation. The management has outlined the strategic Pillars, activities towards
their achievement and outputs under each strategic pillar. The Laboratory also briefly outlined

how they have tied achievements to performance contracts.

The Government of Kenya has committed itself to providing Universal Health Coverage (UHC) under
the Big Four Agenda as part of socio-economic transformation through providing equitable,
affordable and quality health care of the highest standard to all Kenyans through the Constitution
2010 under the Bill of Rights. The expectation is that citizens realize increased access to healthcare,
especially to the vulnerable groups arising from concerted government efforts. The UHC’s goal is to
ensure that everyone can access medical services they need without being hindered by finances or
suffering economic ruin in the process.

To achieve the UHC, health commodity security is critical because no services can be rendered
without the necessary Health Products and Technologies (HPTs) which form the second biggest
health budget after human resources. The Laboratory is involved in the HPT key outputs and in
particular the second one, to assure quality of all health commodities, which ensures all health
commodities in the country are of good quality. The Laboratory working with PPB the other
regulatory stakeholder in HPTs, will assure Kenyans of good quality health products by:

1. Conducting GMP inspections for manufacturing sites; both local and external;

pg. 9
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ii.
1il.

1v.

V1.

Quality control testing;

Intensify Pharmacovigilance (reporting of poor quality commodities and adverse reactions
enhanced);

Post market surveillance for selected life-saving commodities including antibiotics on a
regular basis;

Improving end user storage capacities to support product quality through enhancing storage
infrastructure;

Establish Track and Trace mechanisms for HPTs to improve patient safety and eliminate
counterfeits, substandard and falsified medicines.

The Laboratory plays a major role in contributing towards the achievement of good health

deliverables for people through ensuring that appropriate quality control and assurance of all of health

products, vaccines and technologies thus minimizing instances of use of substandard health products,

vaccines, and technologies that would be harmful to the people. It has put in place mechanisms for

ensuring vigilance in its quality assurance work and adopting risk-based systems of quality control

and assurance to minimize incidences of counterfeits.

pg. 10
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NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

. CORPORATE GOVERNANCE STATEMENT

Process of Appointment and Removal of Directors

Cap 244 Laws of Kenya Section 35F allows for the creation of a BOD for the Laboratory, which
shall consist of (9) nine members to be appointed by the president. A member of the BOD
appointed shall hold office for three years but shall be eligible for re-appointment, but not for
more than 2 terms. A quorum of the BOD shall be five members and the members shall meet not

less than four times each calendar year.

Board Remuneration
Each member shall receive a sitting allowance of Kshs. 15,000 up effective 01°* January 2020,
less tax for every meeting and a further allowance for lunch of Kshs. 2,000 when required. The

Director shall be the secretary of the Board of Management.

Roles and Functions of the Board

Section 35G highlights the functions of the BOD, which include:

a. Administer the property and funds of the Laboratory in such manner and for such purposes as
shall, in their opinion, promote its best interests;

b. Receive, on behalf of the Laboratory, grants-in-aid, gifts, donations, fees, subscriptions or
other moneys and make disbursements therefrom;

c. Make regulations governing the appointment, conduct and discipline of employees of the
Laboratory;

d. In consultation with the Cabinet Secretary (CS) Health, draw up a scheme of service for
employees of the Laboratory;

e. Administer the approved terms and conditions of service, including appointments, dismissals,
remuneration and retiring benefits of employees of the Laboratory; and

f. Appoint such employees upon terms and conditions to be laid down by them, after consultation
with the CS Health, as it considers necessary for the proper and efficient administration of the

Laboratory.

Section 35G allows for the BOD to appoint a Director who shall be the chief executive of the

Laboratory responsible to the BOD for the day-to-day management of the Laboratory

pg. 19




NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

CORPORATE GOVERNANCE STATEMENT (Continued)

NUMBER OF BOARD MEETINGS HELD AND THE ATTENDANCE

There were no board meetings during the financial year in question. The board was disbanded vide gazette
notice no. 8095 dated 16™ October, 2020. This BoD was appointed and gazette on 12" February, 2018 vide
gazette no. 1940.

Succession Plan

The BOD’s succession plan is to lobby for a review of (Cap 244 Sec) the section of the law that authorises
another SAGA (PPB) to appoint its BOD. We anticipate that in future the Chairperson and the BOD will be
appointed by the President of the Republic of Kenya or the Cabinet Secretary of the Ministry of Health. The
plan is to ensure the BoD’s appointment is differentiated so as to allow for continuity. Currently the BOD is
not there. We expect a new board to be recruited competitively as governed by SCAC. The BOD will embark
on training of its members on the Mwongozo Code of Governance, which is anchored in the Constitution of

Kenya, 2010.

Board and Member Performance
When the Board is appointed, it will be evaluated on their performance annually as guided in the Mwongozo
code and each member shall be expected to clearly state any conflict of interest that arises in the course of

executing their duties as BODs. The evaluation shall include ethics, conduct as well as governance audit.

Induction and Training

The Laboratory continues to have in place a system of rules, practices and processes based on the same Code
of Governance developed by the Government of Kenya, in 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 continues to provide 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.

pg. 20



NATIONAL QUALITY CONTROL LABORATORY

Annual Reports and Financial Statements

For the year ended 30 June, 2022

Ethics and Conduct

Taking cognisance of the fact that the Laboratory is in the process of being categorised as a state corporation,
it currently is recognized as Semi — Autonomous Government Agency that performs a regulatory duty on
medicines and health technologies control under Ministry of Health. 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.

Conflict of Interest

To avoid conflicts of interest, pressures and influences, the BOD will be bound by the provisions of Public
Officers Ethics Act Cap 183 and the Laboratory’s conflict of interest policy. Two core concepts are embodied
in these regulations; BOD members shall not use public office for private gain nor act impartially and give
preferential treatment to any private organization or individual. A conflict of interest form within the quality

management system of the Laboratory is available to document this when necessary.




NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

MANAGEMENT DISCUSSION AND ANALYSIS

The Laboratory since its establishment has served a variety of clientele that includes government agencies.
These include Kenya Medical Supplies Authority, National AIDS & Sexually Transmitted Infections Control
Programme, National Tuberculosis, Leprosy and Lung Disease Program, Malaria Control Unit, Division of
Vaccines & Immunization, Disease Surveillance and Response Unit, Government & Private Hospitals,
Private Agencies & Non-Governmental Organizations, Prequalified Quality Control Laboratories & ISO

Certified Institutions, National Drug Regulatory Authorities among others.

Other than testing medicines, the Laboratory, has also expanded its testing capacity to include the testing of
medical devices such as male & female latex condoms, gloves, needles and syringes.

In an effort to improve the services it offers its clients, the Laboratory has achieved and maintained World
Health Organization Prequalification Status since 2008 and attained ISO/IEC 17025:2005 accreditation in
2015. These two worlds acclaimed quality standards guarantee that tests carried out by the Laboratory are
recognised internationally. Apart from ensuring that the Kenyan population have medicines of the highest
quality, the Laboratory is also a benchmarking institution for local and regional pharmaceutical

manufacturers and firms.

The Laboratory housed in the Kenyatta National Hospital (KNH) complex grounds was initially set-up as an
upgrade of the Drug Analysis Research Unit of the School of Pharmacy University of Nairobi. It is therefore
a squatter and does not pay any rent only incurring a charge for utilities. Over the years, the Laboratory has
outgrown its capacity due to the nature of increased analytical services and the number of staff it can
accommodate. We are in the process of securing funds for the construction of an ultra- modern Laboratory
in the piece of land recovered from Kenya Reinsurance Corporation. This land, originally been allocated to
the Laboratory by the Ministry of Lands after initial set-up. An extra piece of the allocated land is currently
occupied by the KNH and negotiations are already going on for them to cede this land back to the Laboratory.

The Laboratory has continually complied with all statutory provisions in discharging its mandate for the
Kenya Revenue Authority, National Social Security Fund, National Hospital Insurance fund and The Higher
Educations Loan Board among other deductions as and when required.

The major risk facing the organization is the usurping of its mandate by PPB, which as seen from the financial
performance has resulted in decreased incomes particularly those from analysis of medicines and health
technologies. We hope that this can be mitigated by the new Health Act 2017, which, has proposed the

formation of a single regulatory authority in the health sector.
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NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

ENVIRONMENT AND SUSTAINABILITY REPORTING

Environment and Sustainability (ESR) is the responsibility of an Laboratory to impacts its Environs through
the decisions and activities it carries out in or within the society and the environment, vide transparent and
ethical behaviour that:

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

e Takes into account the expectations of stakeholders or community,

e Is in compliance with applicable law and consistent with international norms of behaviour,

e Is integrated throughout the organization and practiced in its relationships.

It can further be elaborated as a form of corporate self-regulation integrated into an organizations business
model. It functions as a self-regulatory 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 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 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. We have also engaged interns under the Public Service Internship Programme
(PSIP) being run by the Public Service Commission for one (1) year.

In the year under review, we have engaged a total of eleven (11) interns in the following units: Biological
Analysis, Wet Chemistry, Client Services, Procurement, Accounts and Information Communication
Technology Units. This is in-line with the Government policy of engaging the youth in productive activities

and in also reduce unemployment.




NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

ENVIRONMENT AND SUSTAINABILITY REPORTING (Continued)

In procurement, we have ensured that the Laboratory has put in place the Access to Government Procurement
Opportunities (AGPO) to allow for 30 per cent of contracts to be given to the youth, women and persons
with disability without competition from established firms.

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. The Laboratory has a vibrant Environment & Health Safety
Committee, which ensures the members are trained annually on first aid and fire marshalling services.

The Laboratory continues to be responsive to the changes in employment welfare requirements All the BOD
and the contracted staff are under a signed contract with National Health Insurance Fund (NHIF) which
caters for their medical needs as per their job grading. In the previous recruitment, the BOD considered
gender, regional and ethnic balance. It also considered people living with disabilities in the same recruitment.
On training, all the staff continue to be trained on the various techniques as per the requirements of the

Laboratory training needs schedule with a significant emphasis on technical skills.

REPORT OF THE BOARD OF MANAGEMENT

The board of directors is yet to appointed by the president, and therefore currently there is no Board report.

a) Principal activities
The Laboratory continues to;

* Examine and test medicines; on behalf of the Government, locally manufactured and imported
medicines or medicinal substances;

e Perform chemical, biological, biochemical, physiological, pharmacological analysis and other
pharmaceutical evaluation;

* Provide advisory services to the Ministry of Health on medicines quality standards; and

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

The Laboratory has also expanded its testing capacity to include the testing of medical devices such as male

& female latex condoms, gloves, needles and syringes.

b) The Results of the Financial statements and Reports
The results of the Laboratory for the year ended 30 June, 2022 are set out on pages 29 to 35.
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ENVIRONMENT AND SUSTAINABILITY REPORTING (Continued)

¢) Directors/Board of Management
The former BOD was appointed by the appointing authority via a gazette notice No. 1940 dated effective

from 12" February, 2018 and will serve for a period of three (3) years. The BOD was inaugurated on 05%
April 2018. The appointment of the entire Board of Management was revoked by the Pharmacy and
Poisons Board-the appointing Authority-vide Gazette Notice No. 6599 dated 1% July, 2019. The affected
individual Board members filed Petition No. 137 of 2019 (Mr. Ronoh Sitienei & 4 Others-Vs- Pharmacy
and Poisons Board and Cabinet Secretary and 5 interested parties) in the Employment and Labour
Relations Court in their private personal capacities through the firm of Kinyanjui and Njuguna Advocates
as they had ceased as Board members as well as having made individual decision to sue at the time of
filling the matter.

The NQCL was listed as the 2™ interested party and was represented by its in-house Legal Counsel and did
not incur any legal expense in the matter. The Judgment was delivered on 15" November, 2019 in favour
of the Petitioners-Board members who were restored as Board members having been out of office between
15! July, 2019 and 15" November, 2019. The financial statements reviewed by the Internal Audit Unit and
signed by the Director as Secretary to the Board.

d) Dividends/Surplus remission
In accordance with Section 219 (2) of the Public Financial Management Act regulations, regulatory entities

shall remit into Consolidated Fund, ninety per cent of its surplus funds reported in the audited financial
statements after the end of each financial year. The Laboratory did not make any surplus during the year FY
2021-22 and hence no remittance to the Consolidated Fund was done. The Laboratory made a Deficit of

Kshs. (23,651,416.1) during the year.

Office of the Auditor General’s Responsibility
The Auditor General is responsible for the statutory audit of the Laboratory in accordance with Article 229

of the Constitution of Kenya and the Public Audit Act 2015.

The Office of the Auditor General in compliance with Section 23 of the Public Audit Act, 2015, which
empowers the Auditor General to appoint an auditor have carried out the audit of the Laboratory for the
year/period-ended 30 June, 2022.

By Order

|

Prpf. Matilu Mwau, D.Phil (Oxon), OGW

Ag. Director, Secretafy BOD
Qgﬁ NS

Chairperson, BOD

20707 Dae
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STATEMENT OF DIRECTORS’ RESPONSIBILITIES

Section 81 of the Public Finance Management Act, 2012; require 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. The Board is also required to ensure that the Laboratory keeps proper
accounting records, which disclose with reasonable accuracy the financial position of the Laboratory. The

Board is also responsible for safeguarding the assets of the Laboratory.

The Board / Management is responsible for the preparation and presentation of the Laboratory’s financial
statements, which give a true and fair view of the state of affairs of the Laboratory for and as at the financial
year ended on 30 June 2022. This responsibility includes:

I. 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 National Quality Control Laboratory;

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 / Management 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, and in the manner required

by the Public Finance Management Act and the State Corporations Act.

The Board / Management asserts that the financial statements give a true and fair view of the state of the
Laboratory’s transactions during the financial year ended 30 June 2022 and of its financial position as at that
date. The Board further confirms the completeness and accuracy 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 internal control systems.
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STATEMENT OF DIRECTORS’ RESPONSIBILITIES (Continued)

Nothing has come to the attention of the Board / Management indicating that the Laboratory will not remain

a going concern for at least the next twelve (12) months from the date of this statement.

Approval of the Financial Statements

The Laboratory’s financial statements are approved and signed on behalf of the Chairperson of the Board by

the Management, 30 June, 2022;

N

| AL

}I;o/f. Matilu Mwau, D.Phil (Oxon), OGW
Ag. Director, Secretary BOD

Date 30 JUNE, 2022 Date 30 JUNE, 2022
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OFFICE OF THE AUDITOR-GENERAL P.O. Box 30084-00100

Enhancing Accountability s

REPORT OF THE AUDITOR GENERAL ON NATIONAL QUALITY CONTROL
LABORATORY FOR YEAR ENDED 30 JUNE, 2022

PREAMBLE
| draw your attention to the contents of my report which is in three parts:

A. Report on the Financial Statements that considers whether the financial statements
are fairly presented in accordance with the applicable financial reporting
framework, accounting standards and the relevant laws and regulations that have
a direct effect on the financial statements.

B. Report on Lawfulness and Effectiveness in Use of Public Resources which
considers compliance with applicable laws, regulations, policies, gazette notices,
circulars, guidelines and manuals and whether public resources are applied in a
prudent, efficient, economic, transparent and accountable manner to ensure
Government achieves value for money and that such funds are applied for the
intended purpose.

C. Report on Effectiveness of Internal Controls, Risk Management and Governance
which considers how the entity has instituted checks and balances to guide internal
operations. This responds to the effectiveness of the governance structure, the risk
management environment and the internal controls, developed and implemented
by those charged with governance for orderly, efficient and effective operations of
the entity.

An unmodified opinion does not necessarily mean that an entity has complied with all
relevant laws and regulations and that its internal controls, risk management and
governance systems are properly designed and were working effectively in the
financial year under review.

The three parts of the report are aimed at addressing the statutory roles and
responsibilities of the Auditor-General as provided by Article 229 of the Constitution,
the Public Finance Management Act, 2012 and the Public Audit Act, 2015. The three
parts of the report, when read together constitute the report of the Auditor-General.

REPORT ON THE FINANCIAL STATEMENTS
Adverse Opinion

| have audited the accompanying financial statements of National Quality Control
Laboratory set out on pages 29 to 67, which comprise of the statement of financial
position as at 30 June, 2022, and the statement of financial performance, statement

Report of the Auditor General on National Quality Control Laboratory for year ended 30 June, 2022



of changes in net assets, statement of cash flows and the statement of comparison of
budget and actual amounts for the year then ended, and a summary of significant
accounting policies and other explanatory information in accordance with the
provisions of Article 229 of the Constitution of Kenya and Section 35 of the Public Audit
Act, 2015. | have obtained all the information and explanations which, to the best of
my knowledge and belief, were necessary for the purpose of the audit.

In my opinion, because of the significance of the matters discussed in the Basis for
Adverse Opinion section of my report, the financial statements do not present fairly,
the financial position of National Quality Control Laboratory as at 30 June, 2022, and
of its financial performance and its cash flows for the year then ended, in accordance
with International Public Sector Accounting Standards (Accrual Basis) and do not
comply with the Public Finance Management Act, 2012 and Section 35D of the
Pharmacy and Poisons Amendment Act,1992.

Basis of Adverse Opinion
1. Inaccuracies in the Financial Statements

The financial statements presented for audit had the following inaccuracies;

i. The statement of financial performance reflects public contributions and donations
balance of Kshs.25,971,818 for prior year asset donations, some dating back the
year 1994 but which were erroneously recognised in the current year,

i. The statement of financial performance reflects use of goods and services
balance of Kshs.15,718,423 while Note 9 reflects Kshs.8,103,423 resulting to
unreconciled and unexplained variance of Kshs.7,615,000;

ii. The statement of financial performance and as disclosed in Note 9 to the financial
statements reflects use of goods and services balance of Kshs.15,718,423
explained to be direct payments by the Ministry of Health which are also included
under general expenses;

iv. The statement of financial performance and as disclosed in Note 9 to the financial
statements reflects use of goods and services amount of Kshs.15,718,423 which
erroneously includes electricity expenses balance of Kshs.7,184,336 incurred in
the current and prior years some dating back in the year 2007;

v. The statement of financial performance reflects public contribution amount of
Kshs.25,971,618 while the statement of comparison of budget and actual
amounts reflects Kshs.3,557,424 resulting to unreconciled balance of
Kshs.22,414,194,

vi. The statement of financial position and as disclosed in Note 17 to the financial
statements reflects receivables from exchange transactions balance of
Kshs.28,758,092 while re-computation revealed an amount of Kshs.39,977,956
resulting to unexplained and unreconciled variance of Kshs.11,219,864,

vii. The statement of cash flows reflects under cash flows from operating activities
other income — (GMP & GTZ) donated assets of Kshs.25,971,618 for prior year
net book values and which did not involve any movements;

Report of the Auditor General on National Quality Control Laboratory for year ended 30 June, 2022
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viii. The statement of cash flows and as disclosed in Note 19 of financial statements
reflects increase in inventories of Kshs.72,5692,315 while the corresponding
Note 19 reflects Kshs.53,516,257 resulting to unreconciled variance of
Kshs.19,076,057,

ix. The statement of cash flows reflects purchase of property, plant, and equipment
of Kshs.26,051,726 while corresponding Note 20A reflects an amount of
Kshs.80,110 resulting to unreconciled and unexplained variance of
Kshs.25,971,616;

X. The statement of cash flows reflects decrease in non-current receivables balance
of Kshs.63,405,635 but Note 17 and 18 reflects a decrease of Kshs.10,353,378
resulting to unreconciled and unexplained variance of Kshs.53,052,257,

xi. The statement of comparison of budget and actual amounts reflects original
expenses budget amount of Kshs.119,066,000, nil adjustments balance and final
budget of Kshs.128,923,278 resulting to unexplained nor reconciled variance of
Kshs.9,857,278.

In the circumstances, the accuracy and completeness of the above balances included
in these financial statements could not be confirmed.

2. Wrong Prior Year Adjustment

The statement of financial position reflects asset restatement/revaluation balance of
Kshs.88,393,584 (2021 - Kshs.51,943,236) an increase by Kshs.36,450,348 which
was not supported or disclosed in the statement of changes net assets. In addition,
the restatement is not in line with International Public Sector Accounting Standard
(IPSAS) 3 which requires all prior year adjustments/restatements to be effected
through the previous period balances.

In the circumstances, the accuracy and completeness of asset restatement/
revaluation balance of Kshs.88,393,584 could not be confirmed.

3. Irregularities on Payments Received in Advance

The statement of financial positions reflects traded and other payables balance of
Kshs.45,240,837 as disclosed in Note 21A to the financial statements. The amount
includes payments received in advance — analysis fee of Kshs.32,754,220 which
excluded Kshs.2,117,000 from six (6) clients and Kshs.3,704,000 from unidentified
clients. In addition, since the amount is only utilised after clients invoicing it should be
equal to amounts held at the bank. However, only a balance of Kshs.13,909,538 was
reflected under cash and cash equivalents resulting to unexplained and unreconciled
variance of Kshs.18,884,682.

In the circumstances, the accuracy and completeness of payments received in
advance — analysis fee balance of Kshs.32,754,220 could not be confirmed.

4. Unsupported Expenditure

Included in the general expenses balance of Kshs.30,400,437 as disclosed in Note 14
to the financial statements is Kshs.246,356 which was not supported by payment
vouchers. This is contrary to Regulation 104(1) of the Public Financial Management
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(National Government) Regulations, 2015 which states that ‘All receipts and payments
vouchers of public moneys shall be properly supported by pre-numbered receipt and
payment vouchers and shall be supported by the appropriate authority and
documentation’.

In the circumstances, the accuracy and completeness of general expenses balance of
balance of Kshs.246,356 could not be confirmed.

5. Inaccuracy in Cash and Cash Equivalents

The statement of financial position reflects cash and cash equivalent balance of
Kshs.13,909,538 as disclosed in Note 16 to the financial statements. However, the
following unsatisfactory matters were noted,;

5.1. Omitted Cash in Hand

The board of survey reflected cash in hand balance of Kshs.3,700 while
re-computation revealed a balance of Kshs.983,991 resulting to unreconciled and
unexplained variance of Kshs.980,291. In addition, the cash in hand balance was
omitted from the financial statements.

5.2. Errors in the Cashbook

It was noted that receipts in bank statements of Kshs.1,107,000 were not recorded in
the cashbook, receipts of Kshs.599,000 were erroneously recorded as Kshs.59,900
and Kshs.333,000 recorded in cashbook was not traced in the bank statements.

In the circumstances, the accuracy and completeness of cash and cash equivalent
balance of Kshs.13,909,538 could not be confirmed.

6. Wrong Recognition of Non-Current Asset

The statement of financial position reflects property, plant, and equipment balance of
Kshs.55,836,318 as disclosed in Note 20A to the financial statements. The balance
includes buildings-renovations of Kshs.10,647,564. However, these relates to repairs
and maintenance to the building that the Laboratory occupies and which belongs to
the University of Nairobi.

In the circumstances, the accuracy and completeness of property, plant and
equipment balance of Kshs.10,647,564 could not be confirmed.

7. Failure to Revalue Intangible Asset

The statement of financial position reflects property, plant and equipment balance of
Kshs.55,836,318 as disclosed in Note 20A to financial statements. However, the
balance omits donated Laboratory Information Management Systems (LIMS) that was
installed at a valued cost of Kshs.4,561,700 in the year 2015 and is still in use.
However, Management has not revalued these assets contrary to Paragraph 49 of
International Public Sector Accounting Standards (IPSAS) 17.

In the circumstances, the fair value of property, plant and equipment balance of
Kshs.55,836,318 could not be confirmed.

Report of the Auditor General on National Quality Control Laboratory for year ended 30 June, 2022
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8. Undisclosed Expenses

The statement of financial performance reflects general expenses of Kshs.22,297 014
as disclosed in Note 14 to the financial statements. The amount includes chemicals &
reagents of Kshs.11,886,118 but analysis of schedules revealed supplies of
Kshs.6,664,153 which was omitted from this amount.

In the circumstances, the accuracy and completeness of chemicals& reagents balance
of Kshs.11,886,118 could not be confirmed

The audit was conducted in accordance with International Standards of Supreme Audit
Institutions (ISSAIs). | am independent of the National Quality Control Laboratory
Management in accordance with ISSAI 130 on Code of Ethics. | have fulfilled other
ethical responsibilities in accordance with the ISSAI and in accordance with other
ethical requirements applicable to performing audits of financial statements in Kenya.
| believe that the audit evidence | have obtained is sufficient and appropriate to provide
a basis for my adverse opinion.

Key Audit Matters

Key audit matters are those matters that, in my professional judgment, are of most
significance in the audit of the financial statements. There were no key audit matters
to report in the year under review.

Other Matter
1. Budgetary Control and Performance

The statement of comparison of budget and actual amounts reflects total income
budget of Kshs. 95,796,497 and actual amounts on comparable basis of
Kshs.63,170,051, resulting to underfunding of Kshs.32,626,445 or 34% of the budget.
Similarly, the Laboratory spent Kshs.100,772,184 against an approved budget of
Kshs.128,923,278 resulting to an under-expenditure of Kshs.43,869,5170r 34% of the
approved budget.

The underfunding and underperformance affected the planned activities of examining
and testing medicines and any material or substance to ensure the quality control.

2. Unresolved Prior Year Audit Matters

In the audit report of the previous year, several issues were raised under the Report
on Financial Statements, Report on Lawfulness and Effectiveness in Use of Public
Resources, and Report on Effectiveness of Internal Controls, Risk Management and
Governance. However, the Management has not resolved the issues or given any
explanation for failure to adhere to the provisions of the Public Sector Accounting
Standards Board templates.

REPORT ON LAWFULNESS AND EFFECTIVENESS IN USE OF PUBLIC
RESOURCES

Conclusion

As required by Article 229(6) of the Constitution, because of the significance of the
matters discussed in the report on Lawfulness and Effectiveness in Use of Public
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Resources section of my report based on the audit procedures performed, | confirm
that public resources have not been applied lawfully and in an effective way.

Basis for Conclusion

1. Budget Imbalance

The statement of comparison of budget and actual amounts reflects approved final
income budget of Kshs.95,796,497 and an approved final expenditure budget of
Kshs.128,923,278 resulting to a variance of Kshs.33,126,781. The budget imbalance
is contrary to the provisions of Section 33(c) of the Public Finance Management
(National Governments) Regulations, 2015 which states that budget revenue and
expenditure appropriation shall be balanced.

In the circumstances, Management was in breach of law.
2. Irregular Cash Purchases

The statement of financial performance reflects total expenses of Kshs.94,773,157.
However, analysis of expenditure records including cash book revealed cash
purchases amounting to Kshs.5,356,759 which did not adhere to the maximum value
per financial year for low-value procurements. This was contrary to the second
schedule of the Public Procurement and Asset Disposal Regulations, 2020 which sets
the maximum low value procurement at Kshs.50,000 per item per financial year.

In the circumstances, Management was in breach of law.
3. Expensing of Imprest

Included in the general expenses balance of Kshs.22,292,014 as disclosed in Note 14
to the financial statements is Kshs.2,341,602 relating to other travelling expenses
which was paid direct without using the imprest system. This was contrary to
Regulation 91, 92 and 93 of the Public Financial Management (National Government)
Regulations, 2015 which requires imprest be issued to employees which is to be
surrendered within 7 days after return from the official duty.

In the circumstances, Management was in breach of law.
4. Failure to Provide Procurement Documents

The statement of financial performance includes repairs and maintenance expenses
amount of Kshs.4,801,539 as disclosed in Note 13 to the financial statements out of
which Kshs.538,308 was for installation and configuration of power backup inverter.
In addition, included in the general expenses amount of Kshs.22,297,014 as disclosed
in Note 14 to the financial statements are chemicals & reagents of Kshs.11,886,118
out of which goods worth Kshs.3,650,649 were from three (3) suppliers. However,
these payments were not supported by procurement records and contract
agreements. This was contrary to 68(2)(d) of the Public Finance Management Act,
2012 which states that in the performance of a function under Subsection (1), an
accounting officer shall ensure that all contracts entered into by the entity are lawful
and are complied with;

In the circumstances, Management was in breach of law.
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5. Unapproved Tariffs

The statement of financial performance reflects revenue from exchange transaction of
Kshs.43,894,205 as disclosed in Note 8 to the financial statements. However, the
tariffs applied to generate this revenue were only approved by the Directors on
21 December, 2018 and there was no evidence of approval by the National Treasury.
This was contrary to Regulation 62(2) of the Public Finance Management (National
Government) Regulations, 2015 which requires an Accounting Officer to obtain
approval from the National Treasury for the proposed tariff structure.

In the circumstances, Management was in breached the law.
6. Long Outstanding Debts

The statement of financial position includes receivables from exchange transactions
of Kshs.28,758,092 as disclosed in Note 17 to the financial statements out of which
Kshs.13,875,671 has been outstanding for more than two (2) years and there was no
evidence of strategies to recover the amounts. The balance also includes
Kshs.6,013,120 owed by the Kenya Medical Supplies Authority (KEMSA) that has
been outstanding for more than seventeen (17) years. This was contrary to
Section 83(2)(g) of the Public Finance Management (National Government)
Regulations, 2015, which states that it is the responsibility and duty of the Accounting
Officer to pursue debtors with appropriate sensitivity and rigour to ensure that amounts
receivable by the government are collected and banked promptly.

In the circumstances, Management was in breach of law.

7. Poor Inventory Management

The statement of financial position reflects inventories balance Kshs.53,516,257 as
disclosed in Note 19 to the financial statements. However, this balance was not
supported by stock schedules and stock cards. This was contrary to Regulation 140(1)
of the Public Finance Management (National Government) Regulations, 2015 which
states that ‘Accounting Officer shall be responsible for the proper custody, care and
use of Government inventories under their control’.

In the circumstances, Management was in breach of law.

8. Delayed Release of Tested Samples

The statement of financial performance includes revenue from rendering of services
of Kshs.43,894,205 as disclosed in Note 8 to the financial statements which is
generated from testing samples and certificate of analysis issued. However, as at
30 June, 2022 the sample receiving register included sixty (60) samples which had not
been tested for six (6) months and hindered smooth trading by the clients. This was
contrary to Paragraph 2.1 of the Guidelines for Submitting Samples to the National
Quality Control Laboratory 2017 which requires samples be tested within forty-two (42)
working days from the date of receipt.

In the circumstances, Management was in breach of law.
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The audit was conducted in accordance with ISSAI 4000. The standard requires that
| comply with ethical requirements and plan and perform the audit to obtain assurance
about whether the activities, financial transactions and information reflected in the
financial statements are in compliance, in all material respects, with the authorities
that govern them. | believe that the audit evidence | have obtained is sufficient and
appropriate to provide a basis for my conclusion.

REPORT ON EFFECTIVENESS OF INTERNAL CONTROLS, RISK MANAGEMENT
AND GOVERNANCE

Conclusion

As required by Section 7(1)(a) of the Public Audit Act, 2015, because of the
significance of the matters discussed in the Basis for Conclusion on Effectiveness of
Internal Controls, Risk Management and Governance section of my report, based on
the audit procedures performed, | confirm that internal controls, risk management and
governance were not effective.

Basis for Conclusion
1. Failure to Update Asset Register

The fixed asset register presented for audit omitted buildings, motor vehicles,
furniture & fittings but only included medical equipment whose purchase prices and
acquisition dates were not disclosed.

In the circumstances, the effectiveness of controls on maintenance of a fixed assets
register could not be confirmed.

2. Un-Functional Departments

Examination of the Laboratory’s operations revealed that the entity lacked key
administrative departments and key functions of audit, human resource management
and procurement which were outsourced from Ministry of Health.

In the circumstances, the Laboratory may not operate effectively and may lead to poor
performance levels.

3. Lack of Board of Directors

During the year under review the National Quality Control Laboratory operated without
a Board of Directors since the Board was revoked vide Gazette Notice No.8095 of
16 October, 2020.

In the circumstances, the functions spelt out in Section 35G of the Pharmacy and
Poisons Act Cap 244 were not performed and operations were undertaken without a
supervisory organ.

The audit was conducted in accordance with ISSAI 2315 and ISSAI 2330. The
standard requires that | plan and perform the audit to obtain assurance about whether
effective processes and systems of internal control, risk management and overall
governance were operating effectively, in all material respects. | believe that the audit
evidence | have obtained is sufficient and appropriate to provide a basis for my
conclusion.
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Responsibilities of Management and those Charged with Governance

Management is responsible for the preparation and fair presentation of these financial
statements in accordance with International Public Sector Accounting Standards
(Accrual Basis) and for maintaining effective internal control as Management
determines is necessary to enable the preparation of financial statements that are free
from material misstatement, whether due to fraud or error and for its assessment of
the effectiveness of internal control, risk management and governance.

In preparing the financial statements, Management is responsible for assessing the
Laboratory’s ability to continue sustain its services, disclosing, as applicable, matters
related to sustainability of services and using the applicable basis of accounting
unless Management is aware of the intention to terminate the Laboratory or to cease
operations.

Management is also responsible for the submission of the financial statements to the
Auditor-General in accordance with the provisions of Section 47 of the Public Audit
Act, 2015.

In addition to the responsibility for the preparation and presentation of the financial
statements described above, Management is also responsible for ensuring that the
activities, revenue transactions and information reflected in the financial statements
are in compliance with the authorities which govern them, and that public resources
are applied in an effective way.

Those charged with governance are responsible for overseeing the Laboratory’'s
revenue reporting process, reviewing the effectiveness of how Management monitors
compliance with relevant legislative and regulatory requirements, ensuring that
effective processes and systems are in place to address key roles and responsibilities
in relation to governance and risk management, and ensuring the adequacy and
effectiveness of the control environment.

Auditor-General’s Responsibilities for the Audit

The audit objectives are to obtain reasonable assurance about whether the financial
statements as a whole are free from material misstatement, whether due to fraud or
error, and to issue an auditor’s report that includes my opinion in accordance with the
provisions of Section 48 of the Public Audit Act, 2015 and submit the audit report in
compliance with Article 229(7) of the Constitution. Reasonable assurance is a high
level of assurance, but is not a guarantee that an audit conducted in accordance with
ISSAIs will always detect a material misstatement and weakness when it exists.
Misstatements can arise from fraud or error and are considered material if, individually
or in the aggregate, they could reasonably be expected to influence the economic
decisions of users taken on the basis of these financial statements.

In addition to the audit of the financial statements, a compliance audit is planned and
performed to express a conclusion about whether, in all material respects, the
activities, financial transactions and information reflected in the financial statements
are in compliance with the authorities that govern them in accordance with the
provisions of Article 229(6) of the Constitution and submit the audit report in
compliance with Article 229(7) of the Constitution.
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Further, in planning and performing the audit of the financial statements and review
of compliance, | consider internal control in order to give an assurance on the
effectiveness of internal controls, risk management and governance processes and
systems in accordance with the provisions of Section 7(1)(a) of the Public Audit Act,
2015 and submit the audit report in compliance with Article 229(7) of the Constitution.
My consideration of the internal control would not necessarily disclose all matters in
the internal control that might be material weaknesses under the ISSAIls. A material
weakness is a condition in which the design or operation of one or more of the internal
control components does not reduce to a relatively low level the risk that
misstatements caused by error or fraud in amounts that would be material in relation
to the financial statements being audited may occur and not be detected within a
timely period by employees in the normal course of performing their assigned
functions.

Because of its inherent limitations, internal controls may not prevent or detect
misstatements and instances of non-compliance. Also, projections of any evaluation
of effectiveness to future periods are subject to the risk that controls may become
inadequate because of changes in conditions, or that the degree of compliance with
policies and procedures may deteriorate.

As part of an audit conducted in accordance with ISSAls, | exercise professional
judgement and maintain professional scepticism throughout the audit. | also:

e |dentify and assess the risks of material misstatement of the financial statements,
whether due to fraud or error, design and perform audit procedures responsive to
those risks and obtain audit evidence that is sufficient and appropriate to provide
a basis for my opinion. The risk of not detecting a material misstatement resulting
from fraud is higher than for one resulting from error, as fraud may involve
collusion, forgery, intentional omissions, misrepresentations or the override of
internal control.

e Evaluate the appropriateness of accounting policies used and the reasonableness
of accounting estimates and related disclosures made by the Management.

e Conclude on the appropriateness of the Management'’s use of the applicable basis
of accounting and, based on the audit evidence obtained, whether a material
uncertainty exists related to events or conditions that may cast significant doubt
on the Laboratory’s ability to continue to sustain its services. If | conclude that a
material uncertainty exists, | am required to draw attention in the auditor’s report
to the related disclosures in the financial statements or, if such disclosures are
inadequate, to modify my opinion. My conclusions are based on the audit evidence
obtained up to the date of my audit report. However, future events or conditions
may cause the Laboratory to cease to sustain its services.

e Evaluate the overall presentation, structure and content of the financial
statements, including the disclosures and whether the financial statements
represent the underlying transactions and events in a manner that achieves fair
presentation.

¢ Obtain sufficient appropriate audit evidence regarding the financial information and
business activities of the Laboratory to express an opinion on the financial
statements.

Report of the Auditor General on National Quality Control Laboratory for year ended 30 June, 2022
10



e Perform such other procedures as | consider necessary in the circumstances.

| communicate with Management regarding, among other matters, the planned scope
and timing of the audit and significant audit findings, including any significant
deficiencies in internal control that are identified during the audit.

| also provide Management with a statement that | have complied with relevant ethical
requirements regarding independence and to communicate with them all relationships
and other matters that may reasonably be thought to bear on my independence and
where applicable, related safeguards.

.
CPA ngy CBS

AUDITOR-GENERAL

Nairobi

25 April, 2023

Report of the Auditor General on National Quality Control Laboratory for year ended 30 June, 2022
11



NATIONAL QUALITY CONTROL LABORATORY

Annual Reports and Financial Statements
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Revenue from non-exchange transactions

10. STATEMENT OF FINANCIAL PERFORMANCE FOR THE YEAR ENDED 30 JUNE 2022

Public contributions and Donations — Deferred income (GTZ) 6 25,971,618.1 4,120,587.4
Transfers from other GoK — gifts and services-in-kind

(8103423+7615000+30376200) 7 15,718,423.0 2,572,873.0
Revenue from exchange transactions

Rendering of services — Analysis fees 8 43,894,205.0 35,838,700.0
Other income - (GMP certification / CoA -certified copies)

Total Revenue 85,584,246.1 42,532,160.4
Expenses;-

Use of goods and services -Electricity 9 15,718,423.0 2,572,873.0
Employee costs - Personnel 10 33,936,278.0 30,381,321.0
Remuneration of Directors (BoM) 11 649,026.0
Depreciation and Amortization expense 12 8,252,762.9 9,522,620.9
Provision for Bad debt 178 303,971.40 558,771.4
Provision for Audit fees & Consultancy 684,000.0 348,000.0
Contracted services - Repairs and Maintenance 13 4,801,539.0 8,241,575.0
Grants and subsidies - -
General expenses (Admin exp & Chemical / Reagents)

e ’ = 252050 20,157,453.0
Finance costs 15 116,974.0 131,609.9
Total Expenses 86,669,733.7 | 72,563,250.2
Surplus/( deficit) for the period/year (1,085,487.6) (30,031,089.8)
Total expenses 94,773,156.7 72,563,250.2
Other gains/(losses) = -
Gain on foreign exchange transactions - -
Surplus before tax (1,085,487.6) (30,031,089.8)
Taxation 27 - -
Surplus/( deficit) for the period/year (1,085,487.6) (30,031,089.8)
Remission to National Treasury 51 - -
Net Surplus/( deficit) for the year (1,085,487.6) (30,031,089.8)

The notes set out on pages 36 to 66 form an integral part of these Financial Statements.
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NATIONAL QUALITY CONTROL LABORATORY
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STATEMENT OF FINANCIAL POSITION AS AT 30 JUNE 2022

Current assets

Cash and cash equivalents 16 13,909,538.0 19,823,662.4
Receivables from exchange transactions 17 28,758,091.9 18,625,713.6
Receivables from non-exchange transactions staff advances 18 464,000.0 243,000.0
Inventories 44232314+9283943 19 13,253,451.3
Non-current assets
96,647,886.9 51,945,827.3
Property, plant and equipment 20A 55,836,318.2 60,531,657.5
(AN TR T P A CR R e i) S Tt B e
Total assets 174,898,399.6 |  138,449,102.9
Liabilities
Current liabilities
Trade and other payables from exchange transactions 21A =
=22905331+4031624+1489551+5653351+406388+530095 45,240,837.2 32,449,784.0
Non-current employee benefit obligation - Gratuity 5,709,901.0 5,521,175.6
50,950,738.2 37,970,959.6
Non-current liabilities
Non-current employee benefit obligation - Gratuity 21B - 3,791,918.8

NHIF MEDICAL SCHEME

Total liabilities

50,950,738.2

41,762,878.4

Net assets

Accumulated surplus B/F

44,742,988.2

74,774,078.0

(Deficit) / Surplus for the year

(9,188,910.6)

Accumulated surplus C/D

123,947,661.3

(30,031,089.8)

44,742,988.2

Total net assets and liabilities

174,898,399.6

138,449,102.9

The Financial Statements set out on pages 29 to 37 were signed on behalf of the Board of Directors by:

Accounting Officer / Directgr Head of Finance

eve
SRl

Pipf. Matilu Mwau, D.Phil
(Oxon), OGW

pate 30 JUNE, 2022 Date

CPA Kemoi, David Yano
ICPAK No. cccvvvennnnnn

30 JUNE, 2022

pg. 30

Chairperson of the Board

Chairperson, Board of
Management

Date

30 JUNE, 2022
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STATEMENT OF CHANGES IN NET ASSETS FOR THE YEAR ENDED 30 JUNE 2022

Balance as at 30 June, 2015 32,224,428 32,224,428
Surplus / Deficit for the Year - Restated 26,712,041 26,712,041
Restatgm_ent of property plant and equipment NBV and 21,326,844 21.326.844
depreciation

Balance as at 30 June, 2016 80,263,313 80,263,313
Surplus / Deficit for the Year 6,428,141 6,428,141
Balance as at 30 June, 2017 86,691,454 86,691,454
Surplus / Deficit for the Year (27,573,409) (27,573,409)
Balance as at 30 June, 2018 59.118.045 59,118,045
Surplus / Deficit for the Year (10,465,509) (10,465,509)
Balance as at 30 June, 2019 48,652,536 48,652,536
Surplus / Deficit for the Year 14,667,676 14,667,676
Balance as at 30 June, 2020 63,320,212 63,320,212

Surplus / Deficit for the Year

(30,031,089.8)

(30,031,089.8)

Balance as at 30 June, 2021

33,289,122

33,289,122

Surplus / Deficit for the Year

(9,188,910.6)

(9,188,910.6)

Balance as at 30 June, 2022

24,100,212

24,100,212
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11. STATEMENT OF CASH FLOWS FOR THE YEAR ENDED 30 JUNE 2022

STATEMENT OF CASH FLOWS 2021 - 2022 2020 - 2021
Kshs Kshs

Cash flows from operating activities

Receipts

Rendering of services — A-I-A Income 8 43,894,205.0 35,838,700.0

Other income - (GMP & GTZ Donated Assets) 25,971,618.1 -

Other income - (GoK Grants) 15,718,423.0 2,572,873.0

Total Receipts 85,584,246.1 38,411,573.0

Payments

Compensation of employees (Staff') 10 33,936,278.0 30,381,321.0

Board Expenses 11 - 649,026.0

Goods and services Repairs & Maintenance 13 4,801,539.0 8,241,575.0

Other payments (General / Admin/ office exp) 14 30,400,437.0 20,157,453.0

Finance cost 15 116,974.0 131,609.9

Total Payments 69,255,228.0 59,560,984.9

Net cash flows from operating activities ; 16,329,018.1 (21,149,411.9)

Cash flows from investing activities;

Purchase of property, Plant, Equipment and 20

intangible assets =25971618+80110 (26,051,726.0) (341,040.0)

Proceeds from sale of Property, Plant and Equipment

— Donations -

(Increase) / Decrease in non-current receivables 17 /18 63,405,635.2 4,920,500.9

(Increase) / Decrease in inventories 19 (72,592,314.2) (1,239,078.3)

Increase / (Decrease) in payables 21 12,791,053.2 13,170,486.8

(Increase) / Decrease in Payables — staff Gratuity 22 (3,791,918.8) 1,772,872.8

Net cash flows used in investing activities (26,239,270.5) 18,283,742.2

Cash flows from financing activities;

(Decrease) Increase in deposits - prepayments 21 3,996,128.0 (9,378,568.0)

Net cash flows used in financing activities 3,996,128.0 (9,378,568.0)

Net increase/(decrease) in cash and cash

equivalents (5,914,124.40) | (12,244,237.69)

Cash and cash equivalents at 1 JULY 16 19,823,662.4 32,067,900.0

Cash and cash equivalents at 30 JUNE 16 13,909,538.0 19,823,662.4

Accounting Officer / Director Head of Finance Chairperson of the Board

Chairperson, Board of
Management

Prof. Matilu Mwau, D.Phil
(Oxon), OGW

CPA Kemoi, David Yano
ICPAK No. ..ovvvvinniinnnnns

pate 30 JUNE, 2022 Date 30 JUNE, 2022 Date 30 JUNE, 2022
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NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

Note; Source of the data is approved 2020-21 Budget

Budget notes denoted with the asterisk mark *
1. Provide explanation of differences between actual and budgeted amounts (if 10% over/ under) IPSAS 24.14
2. Provide an explanation of changes between original and final budget indicating whether the difference is due to
reallocations or other causes. (IPSAS 24.29)
3. Where the total of actual on comparable basis does not tie to the statement of financial performance totals due to
differences in accounting basis (budget is cash

Basis, statement of financial performance is accrual) provide reconciliation.

SURPLUS/ DEFICIT RECONCILIATION

Surplus/ deficit as per statement of financial performance 14,419,415.00 | (30,031,089.80)
Donations 3,557,423.61 4,120,600.00
MoH (Electricity and Imprest) 8,103,423.00 2,572,900.00
Finance cost 116,974.00 131,609.90
Provision B/DD — 558771, Audit fees +348000 862,742.76 558,771.40
Depreciation - 8,252,762.92 2,356,471.00
Total transfers and sponsorships 35,312,741.28 | (19,942,737.50)
(i) Government Grants and Subsidies - AIE; Kshs. (12,157,577.0)— A* variance
We budgeted for Kshs. 27,876,000 which included Electricity but received Kshs. 8,103,423.0 in
(ii) Rendering Services AIA , Internally Generated funds Kshs (18,670,795.0)— A* variance
During the year our targeted to raise ksh. 62,565,000 in our Budget yet in the year under review against
(iii) Rendering of services — GMP certification; Kshs. (962,000.0)— A* variance
There is no GMP certification fee received for the period.
(iv) Property, Plant & Equipment Kshs. (80,110.0)— A* variance
There PPE purchased by the laboratory during the financial year.
(v) Compensation of Employee’s Kshs. 7,985,461.0) — A* variance
This resulted from gratuity payout to contracted staff as budgeted ending in the period under review
(vi) Remuneration to the Board Kshs. 0 — F* variance
This is due to lack of the number of sittings of the Board members for the year under review bet
he Board was degazetted
(vii) Goods and Services — Repairs & Maintenance Kshs. 7,881,316 — A* variance
This resulted from a reduction in the Laboratory operations hence the adverse variance of repairs
and maintenance costs.
(viii) Finance Cost Kshs. (116,974.0) A* variance
This item was not factored in the budgeting although the Bank charges increased due to the
numerous cash transactions in the year under review.
(ix) General / Administrative Expenses (Other Payments) - Kshs. 20,533,563.0 — F* variance
The Management had budgeted for activities which would have resulted to more spending for
equivalent planned services to the citizens, but the AIE allocation was not received.
(x)  Electricity & Other GoK Grants - Kshs. 12,157,577.0 — F* favorable

pg.

During the year our budgeted target was ksh. 2,572,873 yet in the year under review, we received
ksh. 8,103,423 hence the variance.
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13. NOTES TO THE FINANCIAL STATEMENTS FOR THE YEAR ENDED 30 JUNE 2022

GENERAL INFORMATION

The National Quality Control Laboratory is established by and derives its authority and
accountability from Section 35D of the Pharmacy and Poisons Act Cap 244 of the Laws of Kenya.
The National Quality Control Laboratory is wholly owned by the Government of Kenya and is
domiciled in Kenya. The National Quality Control Laboratory’s principal activity is to examine
and test medicines for quality and carrying out Good Manufacturing Practices inspections in
pharmaceutical manufacturing industry premises.

STATEMENT OF COMPLIANCE AND BASIS OF PREPARATION

The financial statements have been prepared on a historical cost basis except for the measurement
at re-valued amounts of certain items of property, plant and equipment, marketable securities and
financial instruments at fair value, impaired assets at their estimated recoverable amounts and
actuarially determined liabilities at their present value. The preparation of financial statements in
conformity with International Public Sector Accounting Standards (IPSAS) allows the use of
estimates and assumptions. It also requires management to exercise judgement in the process of
applying the Laboratory’s accounting policies. The areas involving a higher degree of judgment
or complexity, or where assumptions and estimates are significant to the financial statements, are
disclosed in the notes. The financial statements have been prepared and presented in Kenya
Shillings, which is the functional and reporting currency of the NQCL.

The financial statements have been prepared in accordance with the PFM Act, the State
Corporations Act and IPSAS. The accounting policies adopted have been consistently applied to
all the years presented.

ADOPTION OF NEW AND REVISED STANDARDS

i.  Relevant new standards and amendments to published standards effective for the year
ended 30 June 2022
Standard Impact

Applicable: 1** January 2018

The objective to issue IPSAS 39 was to create convergence to changes in

IPSAS 39: IAS 19 Employee benefits. The IPSASB needed to create convergence of
Employee IPSAS 25 to the amendments done to IAS 19. The main objective is to
Benefits

ensure accurate information relating to pension liabilities arising from the
defined benefit scheme by doing away with the corridor approach. This has
been effected through.

Applicable: 1 January 2019:

The standard covers public sector combinations arising from exchange

IPSAS 40: transactions in which case they are treated similarly with IFRS 3 (applicable
Public Sector to acquisitions only) Business combinations and combinations arising from
Combinations non-exchange transactions which are covered purely under Public Sector

combinations as amalgamations.
This standard has not been applied.
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

ii. New and amended standards and interpretations in issue but not yet effective in the year
ended 30 June 2018-19.

Standard

Effective date and impact:

IPSAS 41:
Financial
Instruments

Applicable: 1% January 2022:

The objective of IPSAS 41 is to establish principles for the financial reporting of

financial assets and liabilities that will present relevant and useful information to

users of financial statements for their assessment of the amounts, timing and

uncertainty of National Quality Control Laboratory’s future cash flows.

IPSAS 41 provides users of financial statements with more useful information than

IPSAS 29, by:

» Applying a single classification and measurement model for financial assets that
considers the characteristics of the asset’s cash flows and the objective for which
the asset is held;

* Applying a single forward-looking expected credit loss model that is applicable to
all financial instruments subject to impairment testing; and

* Applying an improved hedge accounting model that broadens the hedging
arrangements in scope of the guidance. The model develops a strong link between
a National Quality Control Laboratory’s risk management strategies and the
accounting treatment for instruments held as part of the risk management strategy.

IPSAS 42:
Social
Benefits

Applicable: 1% January 2022

The objective of this Standard is to improve the relevance, faithful

representativeness and comparability of the information that a reporting National

Quality Control Laboratory provides in its financial statements about social benefits.

The information provided should help users of the financial statements and general

purpose financial reports assess:

(a) The nature of such social benefits provided by the National Quality Control
Laboratory;

(b) The key features of the operation of those social benefit schemes; and

(c) The impact of such social benefits provided on the National Quality Control
Laboratory’s financial performance, financial position and cash flows.

pg. 36




NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

NOTES TO THE FINANCIAL STATEMENTS (Continued)

-

Amendments to
Other IPSAS
resulting from
IPSAS 41, Financial
Instruments

Applicable: 1st January 2022:

a)

b)

c)

Amendments to IPSAS 5, to update the guidance related to the
components of borrowing costs which were inadvertently omitted when
IPSAS 41 was issued.

Amendments to IPSAS 30, regarding illustrative examples on hedging
and credit risk which were inadvertently omitted when IPSAS 41 was
issued.

Amendments to IPSAS 30, to update the guidance for accounting for
financial guarantee contracts which were inadvertently omitted when
IPSAS 41 was issued.

Amendments to IPSAS 33, to update the guidance on classifying financial
instruments on initial adoption of accrual basis IPSAS which were inadvertently
omitted when IPSAS 41 was issued.

Other Improvements
to IPSAS

Applicable: 1% January 2021:

a)

b)

d)

Amendments to IPSAS 13, to include the appropriate references to [IPSAS
on impairment, in place of the current references to other international
and/or national accounting frameworks

IPSAS 13, Leases and IPSAS 17, Property, Plant, and Equipment.
Amendments to remove transitional provisions which should have been
deleted when IPSAS 33, First Time Adoption of Accrual Basis
International Public Sector Accounting Standards (IPSASs) was
approved

IPSAS 21, Impairment of Non-Cash-Generating Assets and [PSAS 26,
Impairment of Cash Generating Assets.

Amendments to ensure consistency of impairment guidance to account
for revalued assets in the scope of IPSAS 17, Property, Plant, and
Equipment and IPSAS 31, Intangible Assets.

IPSAS 33, First-time Adoption of Accrual Basis International Public
Sector Accounting Standards (IPSASs).

Amendments to the implementation guidance on deemed cost in IPSAS
33 to make it consistent with the core principles in the Standard

iii. Early adoption of standards

The National Quality Control Laboratory has to the extent possible adopted some of the
effectively maturing new or amended standards in year 2022
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

4.

pg-

SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

a)

b)

38

Revenue recognition
i. Revenue from non-exchange transactions
Fees, taxes and fines

The National Quality Control Laboratory recognizes revenues from fees, taxes and fines
when the event occurs and the asset recognition criteria are met. To the extent that there
is a related condition attached that would give rise to a liability to repay the amount,
deferred income is recognized instead of revenue. Other non-exchange revenues are
recognized when it is probable that the future economic benefits or service potential
associated with the asset will flow to the National Quality Control Laboratory and the fair
value of the asset can be measured reliably.

Transfers from other government entities.

Revenues from non-exchange transactions with other government entities are measured
at fair value and recognized on obtaining control of the asset (cash, goods, services and
property) if the transfer is free from conditions and it is probable that the economic
benefits or service potential related to the asset will flow to the National Quality Control
Laboratory and can be measured reliably. Recurrent grants are recognized in the statement
of comprehensive income. Development/capital grants are recognized in the statement of
financial position and realised in the statement of comprehensive income over the useful
life of the assets that has been acquired using such funds.

Rendering of services

The National Quality Control Laboratory recognizes revenue from rendering of services
by reference to the stage of completion when the outcome of the transaction can be
estimated reliably. The stage of completion is measured by reference to labour hours
incurred to date as a percentage of total estimated labour hours. Where the contract
outcome cannot be measured reliably, revenue is recognized only to the extent that the
expenses incurred are recoverable.

Interest income

Interest income is accrued using the effective yield method. The effective yield discounts
estimated future cash receipts through the expected life of the financial asset to that asset’s
net carrying amount. The method applies this yield to the principal outstanding to
determine interest income each period.

Budget information

The original budget for FY 2020-2021 was approved by the BOD and forwarded to the MOH.
Subsequent revisions or additional appropriations were made to the approved budget in
accordance with specific approvals from the appropriate authorities. The additional
appropriations are added to the original budget by the National Quality Control Laboratory
upon receiving the respective approvals in order to conclude the final budget.
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

4

SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES (Continued)

b) Budget information (Continued)

There were recorded additional appropriations on the 2020-2021 budgets following the
governing body’s approvals. The Laboratory did not consume the funding as proposed in the
budget since the funds were being discharge under the MOH.

The National Quality Control Laboratory’s budget is prepared on a different basis to the actual
income and expenditure disclosed in the financial statements. The financial statements are
prepared on accrual basis using a classification based on the nature of expenses in the
statement of financial performance, whereas the budget is prepared on a cash basis. The
amounts in the financial statements were recast from the accrual basis to the cash basis and
reclassified by presentation to be on the same basis as the approved budget. A comparison of
budget and actual amounts, prepared on a comparable basis to the approved budget, is then
presented in the statement of comparison of budget and actual amounts.

In addition to the Basis difference, adjustments to amounts in the financial statements are also
made for differences in the formats and classification schemes adopted for the presentation of
the financial statements and the approved budget.

A statement to reconcile the actual amounts on a comparable basis included in the statement
of comparison of budget and actual amounts and the actuals as per the statement of financial
performance has been presented under section 1 of these financial statements.

Taxes
Current income tax

Current income tax assets and liabilities for the current period are measured at the amount
expected to be recovered from or paid to the taxation authorities. The tax rates and tax laws
used to compute the amount are those that are enacted or substantively enacted, at the reporting
date in the area where the National Quality Control Laboratory operates and generates taxable
income.

Current income tax relating to items recognized directly in net assets is recognized in net assets
and not in the statement of financial performance. Management periodically evaluates a
position taken in the tax returns with respect to situations in which applicable tax regulations
are subject to interpretation and establishes provisions where appropriate.

NQCL is exempted from paying corporate tax by virtue of being a SAGAs

Sales tax
Expenses and assets are recognized net of the amount of sales tax, except:

» When the sales tax incurred on a purchase of assets or services is not recoverable from
the taxation authority, in which case, the sales tax is recognized as part of the cost of
acquisition of the asset or as part of the expense item, as applicable
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

4
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SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES (Continued)

d)

40

b) Taxes (Continued)

» When receivables and payables are stated with the amount of sales tax included

The net amount of sales tax recoverable from, or payable to, the taxation authority is included
as part of receivables or payables in the statement of financial position.

Property, plant and equipment

All property, plant and equipment are stated at cost less accumulated depreciation and
impairment losses. Cost includes expenditure that is directly attributable to the acquisition of
the items.

When significant parts of property, plant and equipment are required to be replaced at
intervals, the National Quality Control Laboratory recognizes such parts as individual assets
with specific useful lives and depreciates them accordingly. Likewise, when a major
inspection is performed, its cost is recognized in the carrying amount of the plant and
equipment as a replacement if the recognition criteria are satisfied. All other repair and
maintenance costs are recognized in surplus or deficit as incurred. Where an asset is acquired
in a non-exchange transaction for nil or nominal consideration the asset is initially measured
at its fair value.

Research and development costs

The Laboratory’s research costs/ expenses as incurred. Development costs on an individual
project are recognized as intangible assets when the Laboratory can demonstrate:

»  The technical feasibility of completing the asset so that the asset will be available for

use or sale
»  Its intention to complete and its ability to use or sell the asset
»  How the asset will generate future economic benefits or service potential
»  The availability of resources to complete the asset

The ability to measure reliably the expenditure during development.

Following initial recognition of an asset, the asset is carried at cost less any accumulated
amortization and accumulated impairment losses.

Amortization of the asset begins when development is complete and the asset is available for
use. It is amortized over the period of expected future benefit. During the period of
development, the asset is tested for impairment annually with any impairment losses
recognized immediately in surplus or deficit.
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SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES (Continued)
f) Financial instruments

Financial assets
Initial recognition and measurement

Financial assets within the scope of IPSAS 29 Financial Instruments: Recognition and
Measurement are classified as financial assets at fair value through surplus or deficit, loans
and receivables, held-to-maturity investments or available-for-sale financial assets, as
appropriate. The National Quality Control Laboratory determines the classification of its
financial assets at initial recognition.

Loans and receivables

Loans and receivables are non-derivative financial assets with fixed or determinable payments
that are not quoted in an active market. After initial measurement, such financial assets are
subsequently measured at amortized cost using the effective interest method, less impairment.
Amortized cost is calculated by taking into account any discount or premium on acquisition
and fees or costs that are an integral part of the effective interest rate. Losses arising from
impairment are recognized in the surplus or deficit.

Held-to-maturity

Non-derivative financial assets with fixed or determinable payments and fixed maturities are
classified as held to maturity when the National Quality Control Laboratory has the positive
intention and ability to hold it to maturity. After initial measurement, held-to-maturity
investments are measured at amortized cost using the effective interest method, less
impairment. Amortized cost is calculated by taking into account any discount or premium on
acquisition and fees or costs that are an integral part of the effective interest rate. The losses
arising from impairment are recognized in surplus or deficit.

Impairment of financial assets

The National Quality Control Laboratory assesses at each reporting date whether there is
objective evidence that a financial asset or a National Quality Control Laboratory of financial
assets is impaired. A financial asset or a National Quality Control Laboratory of financial
assets is deemed to be impaired if, and only if, there is objective evidence of impairment as a
result of one or more events that has occurred after the initial recognition of the asset (an
incurred ‘loss event’) and that loss event has an impact on the estimated future cash flows of
the financial asset or the National Quality Control Laboratory of financial assets that can be
reliably estimated.

Evidence of impairment may include the following indicators:

» The debtors or National Quality Control Laboratory of debtors are experiencing
significant financial difficulty
» Default or delinquency in interest or principal payments

> The probability that debtors will enter bankruptcy or other financial reorganization
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SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES (Continued)
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f) Financial instruments (Continued)

AN

» Observable data indicates a measurable decrease in estimated future cash flows (e.g.
changes in arrears or economic conditions that correlate with defaults)

Financial liabilities

Initial recognition and measurement

Financial liabilities within the scope of IPSAS 29 are classified as financial liabilities at fair
value through surplus or deficit or loans and borrowings, as appropriate. The National Quality
Control Laboratory determines the classification of its financial liabilities at initial
recognition.

All financial liabilities are recognized initially at fair value and, in the case of loans and
borrowings, plus directly attributable transaction costs.

Loans and borrowing

After initial recognition, interest bearing loans and borrowings are subsequently measured at
amortized cost using the effective interest method. Gains and losses are recognized in surplus
or deficit when the liabilities are derecognized as well as through the effective interest method
amortization process. Amortized cost is calculated by taking into account any discount or
premium on acquisition and fees or costs that are an integral part of the effective interest rate.

Inventories

Inventory is measured at cost upon initial recognition. To the extent that inventory was
received through non-exchange transactions (for no cost or for a nominal cost), the cost of the
inventory is its fair value at the date of acquisition.

Costs incurred in bringing each product to its present location and conditions are accounted
for, as follows:

Raw materials: purchase cost using the weighted average cost method.

Finished goods and work in progress: cost of direct materials and labour and a proportion of
manufacturing overheads based on the normal operating capacity, but excluding borrowing
costs

After initial recognition, inventory is measured at the lower of cost and net realizable value.
However, to the extent that a class of inventory is distributed or deployed at no charge or for
a nominal charge, that class of inventory is measured at the lower of cost and current
replacement cost.

Net realizable value is the estimated selling price in the ordinary course of operations, less the
estimated costs of completion and the estimated costs necessary to make the sale, exchange,
or distribution.
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SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES (Continued)

g)

h)

i)

Inventories are recognized as an expense when deployed for utilization or consumption
in the ordinary course of operations of the Laboratory

f) Financial instruments (Continued)
Provisions;

Provision are recognized when the Laboratory has a present obligation (legal or constructive)
as a result of a past event, it is probable that an outflow of resources embodying economic
benefits or service potential will be required to settle the obligation and a reliable estimate can
be made of the amount of the obligation.

Where the Laboratory expects some or all of a provision to be reimbursed, for example, under
an insurance contract, the reimbursement is recognized as a separate asset only when the
reimbursement is virtually certain.

The expense relating to any provision is presented in the statement of financial performance
net of any reimbursement at 3%.

Contingent liabilities

The National Quality Control Laboratory does not recognize a contingent liability, but
discloses details of any contingencies in the notes to the financial statements, unless the
possibility of an outflow of resources embodying economic benefits or service potential is
remote.

Contingent assets

The National Quality Control Laboratory does not recognize a contingent asset, but discloses
details of a possible asset whose existence is contingent on the occurrence or non-occurrence
of one or more uncertain future events not wholly within the control of the National Quality
Control Laboratory in the notes to the financial statements. Contingent assets are assessed
continually to ensure that developments are appropriately reflected in the financial statements.
If it has become virtually certain that an inflow of economic benefits or service potential will
arise and the asset’s value can be measured reliably, the asset and the related revenue are
recognized in the financial statements of the period in which the change occurs.

Nature and purpose of reserves

The laboratory maintains retained earnings (Surplus / deficits) as its reserves in general.
Changes in accounting policies and estimates

The National Quality Control Laboratory recognizes the effects of changes in accounting
policy retrospectively. The effects of changes in accounting policy are applied prospectively
if retrospective application is impractical.

Employee benefits

Retirement benefit plans
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The National Quality Control Laboratory provides retirement benefits for its employees and
directors. Defined contribution plans are post-employment benefit plans under which a
National Quality Control Laboratory pays fixed contributions into

SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES (Continued)

»

K)

D
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a separate National Quality Control Laboratory (a fund), and will have no legal or
constructive obligation to pay further contributions if the fund does not hold sufficient assets
to pay all employee benefits relating

i) Employee benefits (Continued)

to employee service in the current and prior periods. The contributions to fund obligations for
the payment of retirement benefits are charged against income in the year in which they
become payable. Defined benefit plans are post-employment benefit plans other than defined-
contribution plans. The defined benefit funds are actuarially valued tri-annually on the
projected unit credit method basis. Deficits identified are recovered through lump sum
payments or increased future contributions on proportional basis to all participating
employers. The contributions and lump sum payments reduce the post-employment benefit
obligation. The Laboratory does not maintain a defined contributory plan or a defined benefit
plan as it is yet to adopt its scheme of service which provides for the employees retirement
benefits as half of the employees are public service commission officers posted through the
Ministry of Health while the other half are contracted, interns or casuals This is due to
challenges on the status of the Laboratory, its financial arrangements with the parent Ministry
(Health) and the Board of Managements appointing National Quality Control Laboratory
(Pharmacy and Poisons Board).

Foreign currency transactions

Transactions in foreign currencies are initially accounted for at the ruling rate of exchange on
the date of the transaction. Trade creditors or debtors denominated in foreign currency are
reported at the statement of financial position reporting date by applying the exchange rate on
that date. Exchange differences arising from the settlement of creditors, or from the reporting
of creditors at rates different from those at which they were initially recorded during the
period, are recognized as income or expenses in the period in which they arise.

Related parties

The Laboratory regards a related party as a person or an entity with the ability to exert control
individually or jointly, or to exercise significant influence over the National Quality Control
Laboratory, or vice versa. Members of key management are regarded as related parties and
comprise the Directors, the CEO and senior managers.

Cash and cash equivalents

Cash and cash equivalents comprise cash on hand and cash at bank, short-term deposits on
call and highly liquid investments with an original maturity of three months or less, which are
readily convertible to known amounts of cash and are subject to insignificant risk of changes
in value. Bank account balances include amounts held at the Central Bank of Kenya and at
various commercial banks at the end of the financial year. For the purposes of these
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financial statements, cash and cash equivalents also include short term cash imprest and
advances to authorised public officers and/or institutions which were not surrendered or
accounted for at the end of the financial year.

SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES (Continued)

m)

n)

P)

Budget information

The original budget for FY 2020-2021 and projections for 2021-22 as per the procurement
plan was approved by the Board of Management. Subsequent revisions or additional
adjustments were made to the approved budget in accordance with specific approvals from
the appropriate Managements. The additional adjustments are effected to the original budget
by the Laboratory upon receiving the respective approvals in order to conclude the final
budget. Accordingly, the National Quality Control Laboratory did not record additional
adjustments on the 2020-21 budgets following the Board’s approval.

The Laboratory’s budget is prepared on a different basis to the actual income and expenditure
disclosed in the financial statements. The financial statements are prepared on accrual basis
using a classification based on the nature of expenses in the statement of financial
performance, whereas the budget is prepared on a cash basis. The amounts in the financial
statements were recast from the accrual basis to the cash basis and reclassified by presentation
to be on the same basis as the approved budget. A comparison of budget and actual amounts,
prepared on a comparable basis to the approved budget, is then presented in the statement of
comparison of budget and actual amounts. In addition to the Basis difference, adjustments to
amounts in the financial statements are also made for differences in the formats and
classification schemes adopted for the presentation of the financial statements and the
approved budget.

A statement to reconcile the actual amounts on a comparable basis included in the statement
of comparison of budget and actual amounts and the actuals as per the statement of financial
performance has been presented under section necessary of these financial statements.

Comparative figures
Where necessary comparative figures for the previous financial year have been amended or
reconfigured to conform to the required changes in presentation.

Subsequent events

There have been no events subsequent to the financial year end with a significant impact on
the financial statements for the year ended 30 June, 2022.
» Auvailability of funding to replace the asset

» Changes in the market in relation to the asset

Provisions
Provisions were raised and management determined a 3% estimate of Bad and Doubtful
Debts —outstanding as at the end of the period under review estimate based on the

information available.
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Additional disclosure of these estimates of provisions is included in Note 17.

Provisions are measured at the management's best estimate of the expenditure required to
settle the obligation at the reporting date, and are discounted to present value where the effect
is material.

SIGNIFICANT JUDGMENTS AND SOURCES OF ESTIMATION UNCERTAINTY

The preparation of the National Quality Control Laboratory's financial statements in conformity
with IPSAS requires management to make judgments, estimates and assumptions that affect the
reported amounts of revenues, expenses, assets and liabilities, and the disclosure of contingent
liabilities, at the end of the reporting period. However, uncertainty about these assumptions and
estimates could result in outcomes that require a material adjustment to the carrying amount of the
asset or liability affected in future periods. State all judgements, estimates and assumptions made
as shown below;

Estimates and assumptions

The key assumptions concerning the future and other key sources of estimation uncertainty at the
reporting date, that have a significant risk of causing a material adjustment to the carrying amounts
of assets and liabilities within the next financial year, are described below. The National Quality
Control Laboratory based its assumptions and estimates on parameters available when the
consolidated financial statements were prepared. However, existing circumstances and
assumptions about future developments may change due to market changes or circumstances
arising beyond the control of the National Quality Control Laboratory. Such changes are reflected
in the assumptions when they occur. IPSAS 1.140

Useful lives and residual values

The useful lives and residual values of assets are assessed using the following indicators to inform
potential future use and value from disposal:

»  The condition of the asset based on the assessment of experts employed by the National
Quality Control Laboratory

»  The nature of the asset, its susceptibility and adaptability to changes in technology and
processes

»  The nature of the processes in which the asset is deployed

PUBLIC CONTRIBUTIONS AND DONATIONS

GTZ Donations 3,557,423.6+22414194.5 25971,618 4,120,600

Total transfers and sponsorships 25,971,618 4,120,600

The charge for the year is derived from computations of depreciating GTZ Assets left when the
donor left the Laboratory to the Kenyan Government in 1994.

46
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7. TRANSFERS FROM MINISTRIES, DEPARTMENTS AND AGENCIES

Ministry of
Health 15,718,423 15,718,423 | 2,572,873.0
8103423+7615000
KEMSA
Equipment
MoH Imprest
LOERRE SN 15,718,423. 15,718,423 | 5 572 873.0
8. RENDERING OF SERVICES
Analysis fees 43,894,205 35,838,700
GMP Inspection Certification - fees 0 0
Total revenue from rendering of service 43,894,205 35,838,700

This reflects pharmaceutical testing services (analysis fees) for pharmaceuticals products where a
certificate of analysis is issued against samples submitted by clients and the GMP inspection

certifications.

9.  USE OF GOODS AND SERVICES

Electricity

8,103,423.0

2,572,873

Total good and services

8,103,423.0

2,572,873

NQCL consumed electricity paid by MOH for the two (2) financial years
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10. EMPLOYEE COSTS

Basic Salaries and wages 6,869,559 7,980,616
Extraneous allowance-MOH Staff 3,120,000 4,140,000
Employee related costs, NHIF & NSSF = 369,200+118.400 487,600 482,500
Employee related costs — PAYE 5,478,807 4,785,900
Travel allowances — Diff. increased staff 1,610,000 1,600,000
Housing benefits and allowances 5,273,200 5,240,200
Risk allow 1,610,000 1,600,000
Wages; Casuals — Guards & Cleaners 863,000 0
Overtime 5,663 0
Sub -Total Employee costs 25,317,829 25,829,216
Leave pay 2021-22 156,000 162,000
Employee related costs — NSSF (employer-paid) 59,200 64,800
Employee related costs — Medical scheme 2,413,944 2,756,159
Gratuity, Net — one year contract staff 5,989,305 1,569,146
Sub -Total Employee costs 8,618,449 4,552,105
Total Employee costs 33,936,278 30,381,321

11. REMUNERATION THE BOARD OF DIRECTORS

Lunch 0 112,000
Sitting Allowance 0 502,250
Accommodation 0
Travel 0 34,776
Chairman’s Honoraria 0
Total Board of Director’s emoluments 0 649,026

12. DEPRECIATION AND AMORTIZATION EXPENSES

Property, plant and equipment - GoK Note 20A 4,695,339.30 5,402,034

Property, plant and equipment — Donation Note 20B 3,557,423.60 4,120,587

Total depreciation and amortization 8,252,762.90 9,522,625
13. REPAIRS AND MAINTENANCE

Equipment and Machinery 4,801,539 8,215,575

Total repairs and maintenance 4,801,539 8,215,575

pg. 48
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14. GENERAL/ADMINISTRATIVE & CHEMICAL/REAGENT EXPENSES
Admin fees - Office expenses 2,192,495.0 3,246,822
Audit fees 684,000.0 0
Training, Professional & Consulting fees 994,289.0 1,644,689
Legal costs 0
Consumables — (Lunches / snacks) 931,305.0 610,030
Electricity 0 0
Fuel and oil - Generator. 229,270.0 489,398
Chemicals & Reagents =4751118+7135000 11,886,118.0 10,184,857
Printing and stationery = 1282576+480000 1,762,576.0 882,248
Telecommunication (Telephone, internet & Postage) 1,275,3 59.0 965, 160
Training - 0
Others - Travelling / Motor vehicle costs 2,341,602.0 2,134,249
Total general expenses 22,297,014.00 20,157,453
15. FINANCE COSTS
Bank charges 116,974.4 131,609
Total finance costs 116,974.4 131,609
16. CASH AND CASH EQUIVALENTS
Current account 13,909,538 19,823,662
Total cash and cash equivalents 13,909,538 19,823,662
16 B). DETAILED ANALYSIS OF THE CASH AND CASH EQUIVALENTS
a) Current account
National Bank of Kenya Ltd 01001031744600 14,031,687.1 | 20,283,800.4
Sub- total 14,031,687.1 | 20,283,800.4
b) Others (....)
Cash in transit — Unpresented Cheques (3731) 478,738
Cash in hand 0
Payments in bank statements not in cashbook
Sub- total 0
Grand total 13,909,538 | 19,823,662.4
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17.  A) RECEIVABLES FROM EXCHANGE TRANSACTIONS

Current receivables
Other exchange debtors- AIA fees 21,131,775 10,999,397
Less: impairment allowance -
Total current receivables
Non-current receivables

Non-current receivables — Uncollectable 7,626,317.0 7,626,317

Total non-current receivables

Sub -Total receivables 28,758,092 18,625,713
Less: impairment allowance -

Total receivables 28,758,092 18,625,713

Note 17B. PROVISION FOR BAD & DOUBTFUL DEBTS

Provision For Bad & Doubtful Debts - 15625714 862,742.8 558,771
Total receivables 862,742.8 558,771
The laboratory Policy on total Debtors is 3%

18. RECEIVABLES FROM NON-EXCHANGE TRANSACTIONS.

Current receivables

Other debtors - staff advance, 464,000.0 243,000
Less: impairment allowance

Total current receivables 464,000.0 243,000

19. INVENTORIES.

Consumable stores 44232314 8,935,324

Medical supplies 9,283,943 | 5,206,990
Spare parts and meters - Consumables - -
Total inventories at the lower of cost and net realizable value 53,516,257 | 13,253,451

20. PROPERTIES, PLANT AND EQUIPMENT.
Tabulated below;

pg. 50
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NATIONAL QUALITY CONTROL LABORATORY
Annual Reports and Financial Statements
For the year ended 30 June, 2022

NOTES TO THE FINANCIAL STATEMENTS (Continued)

NOTE 20A —i THE RESTATEMENT EXPLANATIONS FOR OF KSH. 11,453,865
In 2016-17 the Accumulated Depreciation for Automotive is ksh. 4,271,438 added to the charge for the
year is ksh. 1,167,972 which sums up to ksh. 5,439,410 which value exceeds the computed Net Book Value
for the year ksh. 6,240,311 less ksh. 1, 167, 972 which results to ksh. 5,072,339. The NBV of ksh.
5,072,339 is therefore less than the accumulated Depreciation of ksh. 5,439,410 by ksh. 367,071

In the same way Office Electronic Equipment Accumulated Depreciation computation would be ksh.
5,765,072+2882392 = 6,725,294 against NBV of ksh. 5,765,072 which exceeds it by ksh. 960,222. This has
been reduced from the charge for the year ksh. 2,882,392 to get ksh. 1,922,170 as the charge for the year.
Therefore, effectively the Accumulated Depreciation equals NBV at ksh. 5,765,072 which has been carried
down since 2017 as NBV / disposal value. The ksh 5,072,339 and ksh. 5,765,072 with the difference of (ksh
367,071) and ksh. 960,222 could Accounts for the ksh. 11,453,865 in the Note 20A —i in the SOFP

International funders
Public contributions and donations — Deferred income 3,557,424 4,120,587

Total deferred income 3,557,424 4,120,587

The deferred income movement is as follows:

25,971,618.1
Balance brought forward 25971,618.1
Additions / Transfers to Capital fund -(-) - () - () -(-)
Transfers to income statement (-) | (3,557,423.6) (-) | (3,557,423.6)
Other transfers () (-)
Balance carried forward - 22,414,194.5 -| 22,414,194.5

21. A) TRADE AND OTHER PAYABLES FROM EXCHANGE TRANSACTIONS

Trade payables 11,385,829 3,136,714
Electricity =77666+98444+111509 0 5,653,351
Payments received in advance — Analysis fees 32,754,220 22,905,331
Employee- PAYE- June, 2022 406,388 406,388

NSSF- OQutstanding 10,400 10,200
Gratuity 0
Other payables - OAG 684,000 348,000
Total trade and other payables 45,240,837 32,459,984

pg. 55
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21 B. EMPLOYEE BENEFIT OBLIGATIONS

KShs KShs KShs Kshs KShs
Current benefit obligation — lot - - - 1,554,071 5,521,176
Lot 1 Contracted staff 253,546
Non-current benefit obligation — 3,902,283 3791918
Lot 2 contracted staff - - S
Total employee benefits
obligation gratuity - - 0 5,709,901 9,313,094

22.

Gratuity (lot 1 & 2) — Outstanding (3,903,054+5,521,176)

The National Quality Control Laboratory operates a defined benefit scheme for all full-time employees
from July 1, 2015. The scheme is based on 31% percentage of basic salary of an employee at the time of
retirement. During the year, No actuarial valuers were engaged to value the scheme. The liability at the end
of the year is as follows:

Valuation at the beginning of the year 5,709,901 | 1,951,526.9
Changes in valuation during the year
Valuation at end of the year 5,709,901 | 1,951,526.9

The company also contributes to the statutory - National Social Security Fund (NSSF). This is a defined
contribution scheme registered under the National Social Security Act. The company’s obligation under
the scheme is limited to specific contributions legislated from time to time and is currently at Kshs.200 per
employee per month.

NON-CURRENT PROVISIONS

T [ 3758758 | aassases
Additional Provisions gratuity =3902283/2 -1 1,951,141.5 - 1,951,141.5
Provision utilised — Audit fees 684,000 684,000
Change due to discount and time value for

money (effects) i ) ) i
Less: Current portion (=) () (-) (-)
Tota! i.ncome (Decrease) / increase in 5.709.901 684.000 6.393900
provision 7 ; ’

23. SERVICE CONCESSION ARRANGEMENTS

Fair value of service concession assets recognized under PPE, Accumulated depreciation to date,
Net carrying amount, Service concession liability at beginning of the year, Service concession
revenue recognized, Service concession liability at end of the year.
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

24,

25.

CASH GENERATED FROM OPERATIONS

Adjusted for:

Depreciation (-) 8,252,763 9,522,621.0
Finance cost 116,974 131,431.0
Working Capital adjustments 8,369,737 9,654,052
Increase in inventory (40,.262,805.7) (6,699,360.7)
Increase in receivables (10,132,378.2) (4,986,060.5)
Increase in deferred income 3,557,423.6 4,120,587.0
Increase in payables 12,791,053.2 12,935,777.3
Increase in provision (303,971.4) (245,698.5)
Net cash flow from operating activities (25,980,941.5) 15,024,995

FINANCIAL RISK MANAGEMENT

The National Quality Control Laboratory’s activities expose it to a variety of financial risks
including credit and liquidity risks and effects of changes in foreign currency. The company’s
overall risk management programme focuses on unpredictability of changes in the business
environment and seeks to minimise the potential adverse effect of such risks on its performance
by setting acceptable levels of risk. The company does not hedge any risks and has in place policies
to ensure that credit is only extended to customers with an established credit history. The National
Quality Control Laboratory’s financial risk management objectives and policies are detailed

below:
i) Credit Risk

The National Quality Control Laboratory has exposure to credit risk, which is the risk that a
counterparty will be unable to pay amounts in full when due. Credit risk arises from cash and
cash equivalents, and deposits with banks, as well as trade and other receivables and available-
for-sale financial investments.

Management assesses the credit quality of each customer, taking into account its financial
position, past experience and other factors. Individual risk limits are set based on internal or
external assessment in accordance with limits set by the directors. The amounts presented in
the statement of financial position are net of allowances for doubtful receivables, estimated by
the company’s management based on prior experience and their assessment of the current
economic environment.

The carrying amount of financial assets recorded in the financial statements representing the
National Quality Control Laboratory’s maximum exposure to credit risk without taking account
of the value of any collateral obtained is made up as follows:
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

Receivables from exchange transactions 28,758,092 18,605,065 10,153,027 -
Receivables from non-exchange transactions 464,000 464,000 - -
Bank balances 13,909, 538 13,909, 538 - -
Total 29,222,092 19,069,065 10,153,027 -
At 30 June 2021
Receivables from exchange transactions 18,868,713.60 8,715,686 10,153,027 -
Receivables from non-exchange transactions 243,000 243,000 - -
Bank balances 19,822,463 19,822,463 - -
Total 38,934,177 28,781,149 10,153,027 -

The customers under the fully performing category are paying their debts as they continue
trading. The credit risk associated with these receivables is minimal and the allowance for
uncollectible amounts that the company has recognised in the financial statements is considered
adequate to cover any potentially irrecoverable amounts.

i) Credit risk (Continued)
The National Quality Control Laboratory has significant concentration of credit risk on amounts
due from receivables
The board of directors sets the company’s credit policies and objectives and lays down
parameters within which the various aspects of credit risk management are operated.

ii) Liquidity risk management
Ultimate responsibility for liquidity risk management rests with the National Quality Control
Laboratory’s directors, who have built an appropriate liquidity risk management framework for
the Management of the Laboratory’s short, medium and long-term funding and liquidity
management requirements. The National Quality Control Laboratory manages liquidity risk
through continuous monitoring of forecasts and actual cash flows.

The table below represents cash flows payable by the company under non-derivative
financial liabilities by their remaining contractual maturities at the reporting date. The amounts
disclosed in the table are the contractual undiscounted cash flows. Balances due within 12
months equal their carrying balances, as the impact of discounting is not significant.
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FINANCIAL RISK MANAGEMENT (Continued)

pg.

At 30 June 2022
Trade payables 11,385,829.0 | 11,385,829.0
Provisions - KENAO 684,000.0 684,000.0
Employee benefit obligation 5,709,901.0 5,709,901.0
Total 17,779,730.0 17,779,730.0
At 30 June 2021
Trade payables - 3,136,714 3,136,714
Provisions - KENAO - 348,000 348,000
Employee benefit obligation - 5,521,176 5,521,176
Total 9,005,890 9,005,890
At 30 June 2020 - 3,176,154 3,176,154
Trade payables - 348,000 348,000
Provisions - KENAO - 2,019,046 2,019,046
Employee benefit obligation - 5,543,200 5,543,200
Total 11,086,400 11,086,400
At 30 June 2019 - 3,313,093 3,313,093
Trade payables - 348,000 348,000
Provisions - 2,311,999 2,311,999
Emplqyee benefit obligation - - 5.973,092 5,973,092
Gratuity
Total - 11,946,184 11,946,184

iii)Market risk

The board has put in place an internal audit function to assist it in assessing the risk faced by
the National Quality Control Laboratory on an on-going basis, evaluate and test the design and
effectiveness of its internal accounting and operational controls.

Market risk is the risk arising from changes in market prices, such as interest rate, equity prices
and foreign exchange rates which will affect the National Quality Control Laboratory’s income
or the value of its holding of financial instruments. The objective of market risk management
is to manage and control market risk exposures within acceptable parameters, while optimising
the return. Overall responsibility for managing market risk rests with the Audit and Risk
Management Committee.

iii) Market risk (Continued)

The company’s Finance Department is responsible for the development of detailed risk
management policies (subject to review and approval by Audit and Risk Management
Committee) and for the day to day implementation of those policies.

There has been no change to the National Quality Control Laboratory’s exposure to market
risks or the manner in which it manages and measures the risk.

a) Foreign currency risk

59
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NOTES TO THE FINANCIAL STATEMENTS (Continued)
FINANCIAL RISK MANAGEMENT (Continued)

The National Quality Control Laboratory has no transactional currency exposures. Such
exposure arises through purchases of goods and services that are done in currencies other
than the local currency. Invoices denominated in foreign currencies are paid after 30 days
from the date of the invoice and conversion at the time of payment is done using the
prevailing exchange rate. The carrying amount of the National Quality Control
Laboratory’s foreign currency denominated monetary assets and monetary liabilities at the
end of the reporting period are as follows:-

At 30 June 2022

Financial assets(Total assets) 174,898,399.6

Liabilities

Trade and other payables 50,950,738 - -
Net foreign currency asset/(liability) - - -

The National Quality Control Laboratory manages foreign exchange risk form future
commercial transactions and recognised assets and liabilities by projecting for expected
sales proceeds and matching the same with expected payments.

At 30 June 2022
0
Financial assets (investments, cash ,debtors) 174,898,399.6
Liabilities
Trade and other payables 50,950,738
Net foreign currency asset/(liability) 0 0

Foreign currency sensitivity analysis

The following table demonstrates the effect on the company’s statement of
comprehensive income on applying the sensitivity for a reasonable possible change in the
exchange rate of the three main transaction currencies, with all other variables held
constant. The reverse would

iii) Market risk (Continued)
Occur if the Kenya Shilling appreciated with all other variables held constant.
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FINANCIAL RISK MANAGEMENT (Continued)

2022
Euro (+/-) 10% 0 0
USD (+/-)10% 0 0
2020
Euro (+/-)10% 0 0
USD 10% 0 0
2019
Euro (+/-)10% 0 0
USD (+/-)10% 0 0
b) Interest rate risk

Interest rate risk is the risk that the National Quality Control Laboratory’s financial
condition may be adversely affected as a result of changes in interest rate levels. The
company’s interest rate risk arises from bank deposits. This exposes the company to cash
flow interest rate risk. The interest rate risk exposure arises mainly from interest rate
movements on the company’s deposits.

Management of interest rate risk

To manage the interest rate risk, management has endeavoured to bank with institutions
that offer favourable interest rates. We equally, intend to minimise regular withdrawals of
cash by executing planned periodic payment of suppliers.

Sensitivity analysis

The National Quality Control Laboratory analyses its interest rate exposure on a dynamic
basis by conducting a sensitivity analysis. This involves determining the impact on profit
or loss of defined rate shifts. The sensitivity analysis for interest rate risk assumes that all
other variables, in particular foreign exchange rates, remain constant. The analysis has been
performed on the same basis as the prior year. Using the end of the year figures, the
sensitivity analysis indicates the impact on the statement of comprehensive income if
current floating interest rates increase/decrease by one percentage point as a
decrease/increase of KShs (2022 is KShs ). A rate increase/decrease of 5%
would result in a decrease/increase in profit before tax of KShs - (2022 is KShs )

Fair value of financial assets and liabilities

a) Financial instruments measured at fair value
Determination of fair value and fair values hierarchy
IFRS 7 specifies a hierarchy of valuation techniques based on whether the inputs to
those valuation techniques are observable or unobservable. Observable inputs reflect
market data obtained from independent sources; unobservable inputs reflect the
National Quality Control Laboratory’s market assumptions. These two types of inputs
have created the following fair value hierarchy:
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

FINANCIAL RISK MANAGEMENT (Continued)
iii) Market risk (Continued)

. Level 1 — Quoted prices (unadjusted) in active markets for identical assets or
liabilities. This level includes listed equity securities and debt instruments on
exchanges.

. Level 2 — Inputs other than quoted prices included within Level 1 that are observable
for the asset or liability, either directly (that is, as prices) or indirectly (that is, derived
from prices).

. Level 3 —inputs for the asset or liability that are not based on observable market data
(unobservable inputs). This level includes equity investments and debt instruments
with significant unobservable components. This hierarchy requires the use of
observable market data when available. The National Quality Control Laboratory
considers relevant and observable market prices in its valuations where possible.

N—

on- financial Assets

Land and buildings 10,647,564.0 - - 10,647,564.0
PProperty, plant and equipment 45,188,754.19 - 45,188,754.19
t 30 June 2022 55.836,318.2 55.836,318.2
ILand and buildings - - - -
Property, plant and equipment 60,531,658 . - 60,531,658
At 30 June 2021 60,531,658 60,531,658
Land and buildings - - - -
Property, plant and equipment 65,992,651 - - 65,592,651
At 30 June 2020 65,592,651 65,592,651
Non- financial Assets
ILand and buildings 60,042,741 - - -
Property, plant and equipment 11,558,233 - - 60,042,741
Restatement/ Revaluation -2020 71,600,974 11,558,233
At 30 June 2019 60,042,741 71,600,974

Fair value of financial assets and liabilities

The following table shows an analysis of financial and non- financial instruments recorded
at fair value by level of the fair value hierarchy:

Disclosures of fair values of financial instruments not measured at fair value have not
been made because the carrying amounts are a reasonable approximation of their fair
values.

iv)Capital Risk Management

The objective of the National Quality Control Laboratory’s capital risk management is to
safeguard the Board’s ability to continue as a going concern. The National Quality Control
Laboratory capital structure comprises of the following funds:
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

26.

FINANCIAL RISK MANAGEMENT (Continued)
iv) Capital Risk Management (Continued)

Revaluation reserve

88,393,583.70

Retained earnings

(9,188,910.56)

(30,031,089.80)

Capital reserve

44,742,988.18

74,774,077.98

Total funds

123,947,661.32

44,742,988.18

Total borrowings

Less: cash and bank balances

(13,909,538.0)

(19,823,662.4)

Net debt/(excess cash and cash equivalents)

18,601,065

8,468,687

Gearing

15.01%

18.93%

RELATED PARTY BALANCES
Nature of related party relationships

Entities and other parties related to the National Quality Control Laboratory include those parties
who have ability to exercise control or exercise significant influence over its operating and
financial decisions. Related parties include management personnel, their associates and close

family members.

Government of Kenya.
The Government of Kenya is the principal shareholder of the Laboratory, holding 100% of the
Laboratory’s equity interest. The Government of Kenya has provided full guarantees to all long-term
lenders of the National Quality Control Laboratory, both domestic and external. Other related parties

peg-

include:
1) The National Government;
i1) The Parent Ministry;
1ii) Key management;
1v) Board of directors;
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NOTES TO THE FINANCIAL STATEMENTS (Continued)

27.

28.

29.

RELATED PARTY BALANCES (Continued)

Transactions with related parties;

a) Sales to related parties

Sales of goods / services to a related MDA’s - KEMSA-4,756,930
PPB -1,458,170

6,215,100

5,030,800

Total

6,215,100

5,030,800

b) Grants from the Government

Grants from National Gov’t — MoH = 8103423+7615000

15,718,423.0

2,572,873

Donations in kind - GTZ

3,557,424.0

4,120,600

Total

19,275,847.0

6,693,473

¢) Expenses incurred on behalf of the laboratory by related
party

Payments of salaries and wages for - employees

33,936,278.0

Payments for goods and services for a related party

30,400,437.0

Total

64,336,715.0

d) Key management compensation

Directors’ emoluments

Compensation to the CEO

600,000

Compensation to key management (Directors)

649,026

Total

SISO |O |

10,400,426

CONTINGENT ASSETS AND CONTINGENT LIABILITIES

Court case no ......... against the Laboratory

Bank guarantees in favour of subsidiary

Total

CAPITAL COMMITMENTS

Authorised for

Authorised and contracted for

Total

DIVIDENDS/SURPLUS REMISSION

In accordance with Section 219 (2) of the Public Financial Management Act regulations,
regulatory entities shall remit into Consolidated Fund, ninety per centum of its surplus funds

reported in the audited financial statements after the end of each financial year. The National
Quality Control Laboratory did not remit any surplus.to the Consolidated Fund. [Entities to edit

accordingly].
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30.

31.

32.

33.

TAXATION

At beginning of the year 406,388
Income tax charge for the year (note 27) 5,478,807
Under/(over) provision in prior year/s (note 27)

Income tax paid during the year 5,478,807
At end of the year 406,388

[Provide short appropriate explanations as necessary]
EVENTS AFTER THE REPORTING PERIOD
There were no material adjusting and non- adjusting events after the reporting period.

ULTIMATE AND HOLDING NATIONAL QUALITY CONTROL LABORATORY

The National Quality Control Laboratory is a State Corporation/ or a Semi- Autonomous
Government Agency under the Ministry of Health. Its ultimate parent is the Government of Kenya.
CURRENCY

The financial statements are presented in Kenya Shillings (Kshs).

=
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APPENDIX II: INTER-NATIONAL QUALITY CONTROL LABORATORY

TRANSFERS

CONTROL
LABORATORY
NAME:

NATIONAL QUALITY

National Quality Control Laboratory

Break down of Transfers from the State Department of Health

FY 21/22

a. | Recurrent Grants

Bank Statement Date Amount (KShs)
June, 2022 =8103423+7615000 15,718,423.0
Total 15,718,423.0
b. | Development Grants
Bank Statement Date Amount (KShs)
June, 2022 -
Total -
c. | Direct Payments
Bank Statement Date Amount (KShs)
NASCOP As at June, 2022 0
KEMSA As at June, 2022 1,407,000.00
PPB As at June, 2022 4,014,830.00
Total 5,421,830.00

The above amounts have been communicated to and reconciled with the parent Ministry

e

<

\
CPA Kemoi, David Yano
Finance Manager NQCL

Date 30 JUNE, 2022
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