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(2) The chairperson shall be competitively recruited
and appointed by the Cabinet Secretary from among
persons who have— -.

(a) at least a postgraduate university degree
recognized in Kenya;

(b) at least fifteen years’ experience in matters relating
to leadership and management in private or public
sector; or

(c) a distinguished public, private or teaching sector
record on matters relating to health.

(3) Appointments under section 6(d), (f), and (g) shall
be made from nominees submitted by their duly recognised
national body and appointed by the Cabinet Secretary.

(4) In making the appointment under subsection (3),
the Cabinet Secretary shall ensure that the appointments
fulfill the requirements of the gender balance enshrined in
the Constitution.

(5) The remuneration, fees or allowances payable to
members of the Board shall be determined by the Salaries
and Remuneration Commission.

(6) The procedure for the conduct of business and the
affairs of the Board shall be as set out in the First Schedule.

7. (1) The chairperson and members of the Board
appointed under section 6(1) shall serve for a term of three
years and shall be eligible for re-appointment for one
further term of three years.

(2) The Cabinet Secretary shall appoint one third of
the members of the Board under section 6(c), (d) (e), (f),
and (g) in a staggered manner separated by two months so
that the respective expiry dates of their terms shall fall at
different times.

8. A person shall cease to be a member of the Board if
such person—

(a) resigns in writing to the Cabinet Secretary;

(b) is convicted of a criminal offence and sentenced to
a term of imprisonment exceeding six months
without the option of a fine;

Tenure of the
Board members.

Vacation of
office.
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(c) is adjudged bankrupt;

(d) is unable to perform the functions of his or her
office by reason of mental or physical incapacity;
or

(e) dies.

9. Whenever the office of the chairperson or a member
of the Board appointed under section 6(c), (d) (e), (f), and
(g) falls vacant, the vacancy shall be filled in the same
manner as specified for that office under section 6.

10. (1) The Board shall have all powers necessary for
the proper performance of its functions under this Act.

(2) Without prejudice to the generality of the
foregoing, the Board shall have power to—

(a) control, supervise and administer the assets of the
Service in such a manner as best promotes the
purpose and objects of the Service;

(b) determine the provisions :‘to be made for the
capital, recurrent expenditures and reserves of the
Service; |

(c) receive any grants, gifts, donations or endowment
and make legitimate disbursements therefrom;

(d) levy fees for services rendered by the Service as
may be determined from time to time;

(e) open such bank accounts for the funds of the
Service as may be necessary;

(f) invest any funds of the Service not immediately
required for its purposes in the manner provided in
section 24;

(g) provide expert advice on the safety and sufficiency
of the national blood and blood products supply

and safe clinical transfusion practices;

. S ) :
(h) provide strategic direction and oversight to the

Service;
(i) approve contracts, undertakings, and other

activities entered into by the management or
otherwise undertaken in the name of the Service;

(j) appoint, assign and license any institution or
organization as the Board may require to perform
any of its functions under this Act;

Filling of
vacancy.

Powers and
responsibilities of
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(k) enter into association with other bodies or
organizations within or outside Kenya as it may
consider desirable or appropriate in the furtherance
of or for the performance of its functions under
this Act;

(1) mobilise resources including levying fees for
services rendered by the Service as may be
determined from time to time by the Board;

(m)appoint and. supervise the Chief Executive Officer
and other staff of the Service;

(n) perform or undertake any other activity that may
be necessary for the fulfillment of any of the
functions of the Service under this Act.

(3) The Board shall be responsible for—

(a) enforcement of good corporate governance
practices within the Board and senior
management;

(b) formulation of strategies and policies of the
service in accordance with this Act and best
practices;

(c) protection of the funds, property and assets of the
service;

(d) effective administration and implementation of
this Act; and

(e) doing all other things necessary to give effect to
the provisions of this Act.

11. (1) There shall be a Chief Executive Officer of the

Service who shall be appointed by the Board through an
open, transparent and competitive recruitment process.

(2) The terms, conditions and remuneration of the

Chief Executive Officer shall be determined by the Board
upon the advice of the Salaries and Remuneration
Commission in the instrument of appointment or otherwise
in writing from time to time.

(3) A person shall be qualified for appointment as the

Chief Executive Officer of the Service if such person—

(a) is a citizen of Kenya;

The Chief
Executive Officer.
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(b) possesses at least ten years’ experience in a
leadership or senior management position;

(c) holds a minimum of a first degree in laboratory
medicine from a recognized university;

(d) holds a master’s degree in health systems
management from a recognized university; and

(e) satisfies the requirements of Chapter Six of the
Constitution.

(4) The Chief Executive Officer shall —

(a) be an ex-officio member of the Board with no right
to vote;

(b) be the secretary to the Board; and

(c) subject to the direction of the Board be responsible
for—

(i) the day to day running and operation of the
Service;

(if) administration, organization and oversight of
the staff of the Service;

(iif) management of the funds, property and
affairs of the Service;

(iv) implementation of the policies and
programmes of the Service and reporting
thereon to the Board;

(v) development of operational plans for
achieving the objectives of the Service;

(vi) supervision of the assets of the Service in
such manner and for such purposes as to best
promote the purpose for which the Service is
established;

(vii) performance of any other function necessary
for the implementation of this Act, as may be
determined by the Board.

(5) The Chief Executive Officer shall hold office for a
term of four years and shall be eligible for reappointment
for one further term of four years.

12. The Chief Executive Officer may be removed
from office by the Board through a fair administrative
action for—

Removal of the
Chief Executive
Officer.
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(a) inability to perform the functions of the office
arising out of physical or mental incapacity;

(b) gross misconduct;
(c) being an adjudged bankrupt;
(d) gross incompetence or neglect of duty; or

(e) violation of the Constitution or any other written
law. ‘

13. (1) There shall be a Medical Director for the
Service who shall be appointed by the Board ithrough an
open, transparent and competitive recruitment process and
whose terms and conditions of employment shall be
determined by the Board.

(2) The Medical Director for the Service shall be paid
such remuneration and allowances as the Board may, in
consultation with the Salaries and Remuneration
Commission, determine. ‘

(3) A person shall be eligible for appointment as a
Medical Director under subsection (1) if the person—

(a) is a citizen of Kenya;

(b) is a medical practitioner registered by the Medical
Practitioners and Dentists Board;

(c) holds a postgraduate degree in medicine,
pathology or a related field;

(d) has additional training in any of the following—
(i) transfusion medicine;
(ii) haematology;
(iii) management of blood transfusion services;

(e) has at least seven years proven knowledge and
experience in clinical practice; and

(f) satisfies the requirements of Chapter Six of the
Constitution.

(4) The Medical Director shall hold office for a term
of five years and shall be eligible for reappointment for one
further term of five years.

14. The functions of the Medical Director shall be
to—

Medical Director.

Functions of the
Medical Director.
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(a) provide technical support to hospital transfusion
committees;

(b) be responsible for the all medical matters that
relate to the care and safety of donors;

(c) provide consultative services to transfusing
services on clinical transfusion issues;

(d) supervise all therapeutic phlebotomy conducted at
the Service; and

(e) supervise all apheresis procedures conducted at the
Service.

15. The Board shall appoint such officers and staff as
are necessary for the proper discharge of its functions under
this Act, upon such terms and conditions of service as it
may determine, upon the advise of the Salaries and
Remuneration Commission.

16. The Board may, by resolution either generally or
in any particular case, delegate to any committee or to any
member, officer, employee or agent of the Service, the
exercise of any of the powers or the performance of any of
the functions or duties of the Service under this Act or
under any other written law.

17. (1) No matter or thing done by a member of the
Board or by any officer, staff or agent of the Service shall,
if the act or omission was done in good faith for the
purpose of executing the functions, powers or duties of the
Service under this Act, render the officer, staff, agent or
any person acting on their directions personally liable to
any action, claim or demand whatsoever.

(2) Any expenses incurred by any officer, staff, agent
Or any person in any suit or prosecution brought against
him or her in any court, in respect of any act which is done
or purported to be done by him or her under the direction of
the Board shall, if the court holds that such act was done in
good faith, be paid by the Service, unless such expenses are
recoverable by him or her in such suit or prosecution.

18. The provisions of section 17 shall not relieve the
Service of the liability to pay compensation or damages to
any person for any injury to him or her, his or her property
or any of his or her interests caused by the exercise of any
power conferred by this Act or any other written law or by
the failure, wholly or partially, of any works.

Staff of the
Service.
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19. (1) The common seal of the Service shall be kept
in such custody as the Board may direct, and shall not be
used except upon the order of the Board.

(2) The affixing of the common seal of the Service
shall be authenticated by the signature of the Chairperson
and the Chief Executive Officer and any document not
required by law to be made under seal and all decisions of
the Board may be authenticated by the signatures of both
the Chairperson and the Chief Executive Officer.

(3) Notwithstanding the provisions of subsection (2),
the Board shall, in the absence of either the Chairperson or
the Chief Executive Officer in a particular matter, nominate
one member to authenticate the seal on behalf of either the
Chairperson of the Chief Executive Officer.

(4) The common seal of the Service when affixed to a
document and duly authenticated shall be judicially noticed
and unless the contrary is proved, any necessary order or
authorization by the Board under this section shall be
presumed to have been duly given.

PART III—FINANCIAL PROVISIONS

Common seal.

20. The funds of the Service shall consist of — Funds of the Service.

(a) such monies as may be appropriated by the
National Assembly;

(b) fees, monies or assets as may accrue fo or vest in
the Service in the course of the exercise of its
powers or the performance of its functions under
this Act or under any written law;

(c) gifts, grants and donations as may accrue to the
Service;

(d) such monies as may be payable to the Service
pursuant to this Act or any other written law; and

(e) all monies from any other lawful source provided,
donated jor lent to the Service.

21.The financial year of the Service shall be the
period of twelve months ending on the thirtieth June of
each year. |

22.(1) At least three months before the end of each
financial year, the Board shall cause to be prepared the

Financial year.

Annual estimates.
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estimates of the revenue and expenditure of the Service for
the next financial year.

(2) The annual estimates shall be for the entire
financial year and shall provide for—

(a) payment of the salaries, allowances and other
charges in respect of Board members and staff of
the Service;

(b) payment of pensions, gratuities and other charges
in respect of members of 1staff of the Service;

(c) the proper maintenance of the buildings and
grounds of the Service;

(d) maintenance, repair and replacement of the
equipment and other property of the Service;

(e) creation of such reserve funds to meet future or
contingent liabilities in respect of disaster
response, insurance or replacement of buildings or
equipment, or in respect of such other matter as
the Board may deem appropriate;

(f) the carrying out of core activities of the Service
including blood donor education, blood collection
drives, blood donor notification and retention,
testing, products preparation; banking and
haemovigilance; and

(g) procurement of commodities, supplies and
consumables including testing kits, blood bags and
containers.

(3) The annual estimates shall be approved by the
Board before the commencement of the financial year to
which they relate and, once approved, the sum provided in
the estimates shall be submitted to the Cabinet Secretary
for approval.

23. (1) The Board shall ensure the Service maintains Accounts and

: dit.
proper books and records of accounts of the income,
expenditure and assets of the Service.

(2) Within a period of three months after the end of
each financial year, the Board shall submit to the Auditor
General the accounts of the Service together with—

(a) a statement of the income and expenditure of the
Service during that financial year; and
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(b) a statement of the assets and liabilities of the
Service on the last day of that year.

(3) The accounts of the Service shall be audited and
reported upon in accordance with the provisions of the
Public Audit Act.

24. The Board may invest any of the funds of the
Board in securities in which for the time being trustees may
by law invest funds or in any other securities which the
Treasury may from time to time approve for that purpose.

PART IV—ROLE OF THE COUNTY
GOVERNMENTS

25. Every county government shall carry out such
assignable duties as licensed by the Board and shall—

(a) ensure an enabling environment for collaboration
with the Service;

(b) in collaboration with the Service, carry out
inspection on health facilities on blood transfusion
and safety; and

(c) comply with the provisions of the act on blood
transfusion.

26. The Service shall—

(a) advise the county governments on blood safety
issues;

(b) assign and where necessary provide licences for
assignable duties;

(c) provide training to the county government staff in
blood transfusion safety;

(d) provide equipment for blood collection, testing
and storage; and

(¢) monitor compliance with policies and standards
for transfusion practice.

PART V—MANAGEMENT OF BLOOD SERVICES

27.(1) The Board shall establish such blood service
centres for the better implementation of the functions of
the Service.

(2) The service centres shall be managed by accredited
and licenced institutions on behalf of the Service as shall be
assigned by the Board.

No. 34 of 2015.

Investment of
funds.

Role of county
governments.

Role of the
Service.

Blood service
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(3) The levels and services to be offered by the blood
service centres shall be as set out in the Second Schedule.

(4) Despite the provisions of this section, there shall be
established blood service centres in all Level 5 and Level 6
hospitals as defined in the Health Act.

28. The assignable services by the Board shall
include—

(a) blood donor mobilization;

(b) education;

(c) recruitment;

(d) blood collection

(e) processing;

(f) blood storage and distribution; and
(2) haemovigilance.

29.(1) The Service shall operate a National Blood
Transfusion Reference Laboratory which shall —

(a) co-ordinate with other blood centres and testing
laboratories;

(b) provide scientific and technical assistance as may
be required by the Service;

(c) establish quality standards for testing, blood
grouping and processing of blood in accordance
with the regulations made under this Act;

(d) manufacture and process specialized blood
products; and

(e) conduct such other quality, reference and
specialized testing.

30.(1) An institution or organisation intending to
carry out any of the services of the Service shall apply in
writing for a licence in terms of the regulations.

(2) The Service may after scrutiny of the application
issue or refuse to issue a licence.

(3) The Service may, after scrutiny of the application
for renewal of licence, renew or refuse to issue a new
licence in accordance with the regulations.

No. 21 of 2017.
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(4) The Service shall determine the tenure of the
licence and the fees to be paid for such an application for
licence.

31. Where a licence holder violates any of the
conditions contained in the licence or fails to abide by any
notification, order or directive issued under the licence or
this law, the Service may —

(a) issue a warning;
(b) suspend the licence subject to a time limit; or
(c) cancel the licence.

32.(1) Any institution or organisation dissatisfied
with an administrative action taken in accordance with
section 31 may appeal in writing to the Board against such
decision.

(2) An appeal under subsection (1) shall —

(a) be lodged within sixty days from the date on
which the written reasons for the decision were
given by the Service; and

(b) set out the grounds of appeal.

(3) After considering the grounds of appeal and the
reasons for the decision, the Board must as soon as is
practicable —

(a) confirm, set aside or vary the decision; or

(b) substitute any other decision for the decision of the
Service

(4) Any person aggrieved by the decision of the Board
may appeal to the High Court.

PART VI—RIGHTS AND RESPONSIBILITIES OF
BLOOD DONORS

33.(1) A health care provider shall inform a blood
donor, or where the donor is a minor or the person is by any
reasons incapacitated, inform the parent or guardian of the
donor of —

(a) information of their health conditions and risks
posed to their health;

(b) clear and appropriate information, including the
purpose of donor selection;

Administrative
action.

Appeals.

Health
information.
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(c) the consequences of failure to provide relevant
information on the blood transmission service;

(d) information on treatment for any adverse reaction;
(e) information with regard to their blood test results;

() notification of positive test results and the
availability of appropriate counselling and referral;
and

(g) the need to ensure the confidentiality of all
personal information provided by the donor.

(2) A health care provider shall where possible inform
the donor in a language that the donor understands and in a
manner that takes into account the donor’s literacy levels.

34. Every blood donor shall have the responsibility
to—

(a) supply the health care providers with accurate
information pertaining to the donor’s health status;

(b) refrain from blood donation if they have reasons to
believe that they are unsuitable to donate;

(c) decide whether to be informed about their
transmission time interval status;

(d) withdraw from blood donation at any time during
the procedure for any reasons; and

(e) inform the blood transfusion service, after
donating blood, of any doubts about their
suitability or health status within twenty eight days
after blood donation.

35.(1) A blood donor shall give a written and
informed consent prior to donating blood on receiving
information in accordance with section 33.

(2) A blood donor who is below the age of eighteen
years shall require the consent of parent or legal guardian
before making the blood donation.

(3) A blood donor shall be provided with information
in an understandable language regarding the completion of
the donor questionnaire, blood collection procedure, tests
to be conducted and results.

36. Every collection centre shall provide counseling
services to a person who wishes to donate blood, both
before and after donating blood.

Duties of the
donor.

Informed consent.
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37.(1) A person shall not disclose any information
and test results of a blood donor to any other person
except—

(a) with the written consent of the donor;

(b) if that person is a child, with the written consent of
a parent or legal guardian of that child;

(c) for the purposes of an epidemiological study or
research authorised by the Cabinet Secretary;

(d) to a court of law under a court order; or

(e) if authorized or required to do so under this Act or
under any other written law.

(2) Subsection (1) shall not apply to a disclosure of
statistical or other information that cannot reasonably be
expected to lead to the identification of the person to whom
the information relates.

38.(1) A blood donor who experiences an adverse
reaction after blood donation shall be entitled to medical
treatment to be undertaken at a public hospital or institution
or any other institution approved or gazetted by the Cabinet
Secretary.

(2) The expenses incurred for the treatment of any
person under subsection (1) shall be borne by the State.

(3) The Service shall be notified of any case of
adverse reaction under subsection (1).

PART VII—BLOOD DONOR MANAGEMENT

39. (1) A blood donor shall engage in blood donation
on a voluntary and non-remuneration basis.

(2) The qualifications for eligibility as a blood donor
shall be as prescribed by the Cabinet Secretary.

(3) In addition to the qualifications prescribed under
subsection (2), a blood donor shall—

(a) complete a donor questionnaire declaring their
identity, health status and lifestyle prior to
donation; and

(b) pass a medical examination, including personal
medical history and physical examination.

40.(1) The Service shall promote public awareness
about blood and blood donation through a comprehensive
nationwide educational and information campaign.

Confidentiality.

Medical
treatment.

Blood donor.
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(2) In conducting the education and information
campaign referred to in subsection (1), the Service shall
collaborate with relevant stakeholders to ensure the
involvement and participation of the public.

'/(3) The recruitment and mobilization of blood donors
shall be conducted according to regulations and in
consultation with other stakeholders.

41.(1) The collection of blood and blood products
under this Act shall be carried out by a qualified health
professional under the instructions of a medical
practitioner.

(2) Upon the collection of blood from a donor, the
blood shall be deemed to be the property of the Service.

(3) Every blood collection service shall be organized
and carried out at established blood centres and licensed
facilities.

42. (1) All blood donated under this Act shall undergo
mandatory testing and processing as prescribed in
regulations.

(2) The testing, processing and banking of blood and
blood products for distribution to transfusing facilities shall
be done at licensed blood centres as prescribed in
regulations.

43.(1) The Service shall supply blood and blood
products to all licensed transfusing facilities in the country.

(2) The blood and blood products collected under this
Act shall be used for the treatment of patients, in
accordance with good clinical practice as provided in the
regulations.

44. (1) Any blood, blood products or consumables that
is found to be unsuitable for use shall be disposed of as
" prescribed in regulations.

(2) The Service shall prescribe an inventory to be
maintained in respect of all blood, blood products and
consumables disposed under this section.

45.(1) Any blood or blood product shall not be
imported into Kenya if—

(a) its origin cannot be verified;

Blood collection.

Testing,
processing and
storage.

Utilization of
blood and blood
products.

Disposal of blood,
blood products
and consumables.

Import and export
of blood and
blood products,
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(b) there is no proof of the blood or blood product
having been tested at the country of origin;

(c) the blood or blood product cannot be re-tested;
(d) the blood cold chain was not maintained;
(e) quality standards were compromised; or

(f) any other reasons exist as may be stated by the
Service.

(2) Any blood or blood products shall be exported
from Kenya in accordance with regulations.

(3) A person shall not import or export any blood or
blood products without the prior written approval of the
Cabinet Secretary acting on the recommendations of the
Service.

(4) A person who contravenes the provisions of
subsection (3) commits an offence and shall be liable, upon
conviction, to a fine not exceeding one million shillings or
imprisonment for a term not exceeding three years, or to
both.

46. The national and county governments shall ensure
that all transfusing health facilities adhere to the standards
and regulations set by this Act in relation to blood
transfusion management and as directed by the Service.

47.(1) The Service shall develop standard data
collection tools and systems and shall monitor their use by
blood centres, establishments and transfusing facilities.

(2) The Service shall collect, collate and disseminate
all data related to blood transfusion to the relevant offices.

(3) The Service shall establish the necessary data and
information security mechanisms.

PART VIII—OFFENCES AND PENALTIES

48. Any person who collects, stores, issues, distributes
or otherwise trades in blood or blood products in
contravention of the provisions of this Act commits an
offence and shall be liable, upon conviction, to a fine not
exceeding one million shillings or imprisonment for a term
not exceeding three years, or to both.

49. Any person who engages in blood transfusion
services without a valid license commits an offence and

Transfusing
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shall be liable, upon conviction, to a fine not exceeding one
million shillings or imprisonment for a term not exceeding
three years, or to both.

50.Any person who collects blood without the
consent of the donor or, in the case of a minor, without the
consent of their legal guardian, commits an offence and
shall be liable, upon conviction, to a fine not exceeding one
million shillings or imprisonment for a term not exceeding
three years, or to both.

51. Any person who—

(a) transfuses into any person, blood or blood
components or products not obtained from the
established and licenced blood transfusion centres,
blood collection centres or a duly licensed hospital
blood bank;

(b) transfuses into any person, blood or blood
products imported contrary to the provisions of
this Act;

(c) transfuses into any person, blood or blood
products without grouping, cross matching and
conducting the transmission time interval testing
as stipulated in regulations;

(d) extracts from or transfuses into any person, blood
or blood products by using a blood transfusion
instrument which has expired, or which is not free
from micro-organisms or which has previously
been used on another person;

(e) transfuses into any person, blood or blood
products which have expired; or

() transfuses into any person, blood or blood
products which have not been tested,

commits an offence and shall be liable, upon
conviction, to a fine not exceeding one million shillings or
imprisonment for a term not exceeding three years, or to
both.

52. Any person who violates any prohibition or fails to
comply with any duty contained in any notification or
directive issued under this Act in order to prevent the
transmission of infections through blood and blood

Blood collection
without consent.
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to blood
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the power to make regulations for the better carrying into effect of the
provisions of the Act. '

Part X of the Bill provides for the transitional provisions from the
old Service to the new Service. ‘ ‘

 The First Schedule to the Bill pro?ides the provisions as to the
conduct of the business and affairs of the Board.

' The Second Schedule to the Bill provides for the levels of the blood
service centres.

Statement on the delegation of legislative powers and limitation of
fundamental rights and freedoms |

‘This Bill delegates legislative powers to the Cabinet Secretary to
make regulations, but it does not limit fundamental rights and freedoms.

Statement of how the Bill concerns‘fcounty governments

The Bill concerns county governments in terms of Article 109(5) of
the Constitution as it contains provisions that affect the functions and
powers of the county governments as set out in the Fourth Schedule to the
Constitution. ' i

County health services is a function of the county governments as

provided in Part 2 of the Fourth Schedule to the Constitution, and these

services include ambulance services, primary health care and pharmacies,
all of which may involve blood transfusion services.

Statement as to whether the Bill is a 'money‘ Bill within the meaniilg"of
Article 114 of the Constitution _ i

| The enactment of this Bill may occasion additional expenditure of
public funds. ‘

Dated the 12th March, 2020. « i
; SABINA CHEGE,
Member of Parliament.






