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Nutritionists and Dieticians Act;

(h) the Public Health Officers and Technicians
Council established under the Public
Health Officers ( Training. Registration
and Licensing) Act; and

(1) any other body as may be prescribed by the
Cabinet Secretary under this Act.

61. Any health professionals secking to form a
professional regulatory body must adhere to the criteria
prescribed by the Cabinet Secretary in consultation with the
Authority.

PART VII—REGULATION OF HEALTH
PRODUCTS AND HEALTH TECHNOLOGIES

62. There shall be established by an Act of Parliament,
a single regulatory body for regulation of health products
and health technologies.

63. (1) The regulatory body shall —
(a) licence health products and health technologies;

(b) licence manufacturers and distributors of health
products;

(¢) conduct laboratory  testing and inspection of
manufacturing, storage and distribution facilities
of health products and technologies;

(d) control of clinical trials;

(e) conduct advertising and promotion, post marketing
surveillance for quality, safety and disposal of
health products and health technologies ;

(f) regulate contractors for medical devices and
physical  security  for  products including
radioactive material and biological products.

(2) The classes of products governed by legislation
shall extend to therapeutic feeds and nutritional
formulations.

64. Legislation under section 62 shall provide for the
granting of marketing approval only by a technically
competent body after appropriate assessment has
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established that such a product meets generally recognized
standards and approval may be made subject to conditions,
notably with respect to the conduct and content of
promotion and advertising.

65. (1) No person, firm or institution may engage in
one or more of the activities specified in section 63(1)
whether by way of trade or otherwise, unless one has a
valid licence granted by the single regulatory body
established under this Part.

(2) Any person, firm or institution in the possession of
such a licence shall display the same at a conspicuous place
and shall produce the same for inspection when required to
do so by any officer from the single regulatory body
established under this Act.

66. Any medicine, vaccine or other health product and
technology intended for sale to members of the public shall
be eligible for licensing only if-

(a) after due assessment, it is found to achieve
the therapeutic or the intended effect it claims
to possess or which may reasonably be
attributed to it;

(b) it is sufficiently safe under the normal
conditions of use;

(c) it is made and packaged according to
satisfactory standards.

67. (1) The procurement for the public health services
of health products and technologies shall be undertaken in
line with the Public Procurement and Disposal Act as well
as the inter-governmental arrangements for medicine and
medical products agreed upon.

(2) The classes of products procured by Kenya
Medical Supplies Authority shall extend to therapeutic
feeds and nutritional formulations.

(3) The Kenya Medical Supplies Authority may be the
point of first call for procurement of health products at the
county referral level and it shall endeavor to establish
branches within each county at such locations as it may
determine.

(4) The national government shall provide guidelines
for the procurement, distribution and management of health
products and technologies including essential medicines,
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laboratory chemicals and reagents and non-pharmaceuticals
at all levels of the national health system.

PART VIII—-PROMOTION AND
ADVANCEMENT OF PUBLIC AND
ENVIRONMENTAL HEALTH

68. (1) The National health system shall devise and
implement measures to promote health and to counter
influences having an adverse effect on the health of the
people including—

(a) interventions to reduce the burden imposed
by communicable and non-communicable
discases and neglected diseases, especially
among marginalized and indigent population;

(b) interventions  to promote healthy lifestyle
including physical activity, counter the
excessive use of alcoholic products and the
adulteration of such products, reduce the use
of tobacco and other addictive substances and
to counter exposure of children and others to
tobacco smoke;

(¢) the promotion of supply of safe foodstuffs of
sufficient quality in adequate quantities and
the promotion of nutritional knowledge at all
population levels;

(d) general health education of the public; and

(e) a comprehensive programme to advance

reproductive health including—

(1) effective family planning services;

(1) implementation of means to reduce
unsafe sexual practices;

(iii) adolescence and youth sexual and
reproductive health;

(iv) maternal and neo- natal and child
health;

(v) elimination  of  female  genital
mutilation; and

(vi) maternal nutrition and micro nutrient
supplementation.

(2) The national health system shall ensure that
measures for managing environmental risk factors to
curtail occurrence and distribution of diseases are put in
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place and implemented. In particular such mecasures shall
target—
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(a) the reduction of disease burden arising from poor

(b)

(c)

(e)

environmental hygiene, sanitation, occupational
exposure and environmental pollution;

the reduction of morbidity and mortality of
waterborne, foodborne and vector transmitted
diseases, and mitigate the health effects of climate
change;

the reduction of morbidity, mortality, prolonged
hospital stays, long-term disabilities, antibiotic
resistance that emanate from health care acquired
infections;

the strengthening of national and county capacity
to address or forestall transmission of diseases of
international concern; and

building community capacity in  providing
solutions to public health challenges.

69. (1) Pursuant to meeting the objects set out in
section 68, the national government department of health
shall formulate national strategic and operation policies
that shall provide for measures that include—

(a) ensuring and promoting the provision of
quarantine especially in ports, boarders and
frontiers health services;

(b) ensuring that food and water available for
human consumption are hygienic and safe;

(¢) ensuring houses, institutions, hospitals and
other public places maintain environment to
the highest level of sanitation attainable to
prevent, reduce or eliminate environmental
health risks;

(d) developing risk-based, sustainable, integrated
food safety systems, occupational health
practices, water safety systems, appropriate
housing, and vector and vermin control;

(e) strengthening infection prevention and control
systems including health care waste
management in all health facilities:mobilizing

Policies
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resources including human resources for
action;

(g) public education and participation;

(h) promoting the public health and the
prevention, limitation or suppression of
preventable diseases including communicable
and non-communicable, diseases neglected
within Kenya;

(i) ensuring provision of environmental health
and sanitation mechanisms to prevent and
guard against the introduction of infectious
disease into Kenya from outside;

(J) dissemination of public health guidelines to
counties in regard to matters affecting the
public health from the environment and
sanitation;

(k) promoting disease surveillance in connection
with the prevention of environmental, food,
water and sanitation related diseases; and

(I) addressing all issues pertaining to
environmental hygiene and sanitation.

(m) developing guidelines for the conduct of
health impact assessment.

70. The Public Health Act is amended by deleting the gz"eﬁ‘fl'g“’"‘“"
expression “‘Director of Medical Services” and substituting "
therefor the expression “Director-General for health”,
wherever it appears.

71. (1) All employers shall in the workplace establish ~ Lactation stations
lactation stations which shall be adequately provided with e
necessary equipment and facilities including hand washing
equipment, refrigerates or appropriate cooling facilities,
electrical outlets for breast pumps, a small table |,
comfortable seats the standard of which shall be defined by
the Ministry responsible for matters relating to health.

(2) The lactation station shall not be located in the rest
rooms.

(3) All employers shall take strict measures to prevent
any direct or indirect form of promotion, marketing and or
selling of infant formula and or breast substitutes within the
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lactation stations.

72. (1) An employer shall grant all nursing employees
break intervals in addition to the regular times off for meals
to breastfeed or express milk.

(2) The time intervals referred to in sub section (1)
shall include the time it takes an employee to get to and
from the lactation station and shall be counted as
compensable hours worked provided that such intervals
shall not be more than a total of one hour for every eight
hour working period.

PART IX—MENTAL HEALTH

73. There shall be established by an Act of Parliament,
legislation to—

(a) protect the rights of any individual suffering
from any mental disorder or condition;

(b) ensure the custody of such persons and the
management of their estates as necessary;

(c) establish, manage and control mental
hospitals having sufficient capacity to serve
all parts of the country at the national and
county levels;

(dy advance the implementation of other
measures introduced by specific legislation in
the field of mental health; and

(¢) ensure research is conducted to identify the
factors associated with mental health.

PART X—TRADITIONAL AND ALTERNATIVE
MEDICINE

74. (1) The national government department of health
shall formulate policies to guide the practice of traditional
and alternative medicine.

(2) The county executive department for health shall
ensure implementation of any policies thereto.

75. (1) There shall be established regulatory body by
an Act of Parliament, to regulate the practice of traditional
medicine and alternative medicine.

(2) The regulatory body shall, maintain a register at
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both the national and county levels.

(3) The regulatory body in consultation with the
National government department for health shall set the
minimum standards of practice for traditional medicine
and alternative medicine.

(4) The regulatory body shall be responsible for
registration, licensing and standards compliance of practice
in traditional and alternative medicine.

76. The regulatory body shall institute measures for
documentation and mapping of traditional and alternative
medicine practice and the county executive departments for
health shall facilitate the mapping of traditional and
alternative medicine.

77. The national government department for health
shall, in consultation with key stakeholders develop
policies for standardization of traditional and alternative
medicine practice.

78. The charges levied on the practice of traditional
medicine shall be approved by the Authority in
consultation with statutory bodies.

79. The national government department of health
shall develop policy guidelines for referral mechanisms and
a system of referrals from practitioners of traditional and
alternative medicine to conventional health facilities and
may prescribe regulations for incidental and connected
purposes which shall be implemented by county
departments.

PART XI-—HUMAN ORGANS, HUMAN BLOOD,
BLOOD PRODUCTS, OTHER TISSUES AND
GAMETES

80. (1) No person shall remove tissue or gametes from
a human being for transplantation in another human being
or carry out the transplantation of such tissue or gametes
except—

(a) in a duly authorized health facility for that
purpose; and

(b) on the written authority of—

(i) the medical practitioner in charge of
clinical services in that health facility or
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any other medical practitioner authorized
by him or her; or

(i) in the case where there is no medical
practitioner in charge of the clinical
services at that health facility, a medical
practitioner authorized by the person in
charge of the hospital; or

(iti) the person from whom the tissue or
gametes are removed, in the prescribed
manner.

(2) The medical practitioner mentioned in subsection
(1) (b) shall not be the lead participant in a transplant for
which he or she has granted authorization under that
subsection.

(3) The Cabinet Secretary shall prescribe through
regulations—

(a)the criteria for the approval of organ transplant
facilities; and

(b)the procedural measures to be applied for such
approval.

(4) (a) Any person who contravenes the provision of
this section or fails to comply therewith or who charges a
fee for a human organ commits an offence.

(b) Any person convicted of an offence under
paragraph (a) is liable on conviction to a fine not
exceeding ten million shillings or to imprisonment
for a period not exceeding ten years or to both a
fine and imprisonment.

81. (1) (a) A person who is competent to make a will
may—

(iy in the will; or

(ii) in a document signed by him or her in the
presence of at least two competent witnesses who
are present when he or she signs and signed by
them in his or her presence; or

(iii) in an oral statement made in the presence of at
least two competent witnesses,

donate his or her body or any specified tissue thereof
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to be used after his or her death, or give consent to the
post mortem examination of his or her body, for any
purpose provided for in this Act.

(b) A person who makes a donation as
contemplated in paragraph (a) must nominate an
institution or a person contemplated under this Act.

(c) If no donee is nominated in terms of paragraph
(b), the donation shall be null and void.

(d) Paragraph (b) does not apply in respect of an
organ donated for the purposes contemplated in section
80(1) and the donee of such organ must be determined as
provided in section 80(2).

(2) In the absence of a donation under subsection (1)
(a) or of a contrary direction given by a person whilst alive
and upon death the person’s body remains unclaimed under
any other law, the spouse or spouses, elder child, parent,
guardian, eldest brother or sister of that person, in the
specific order mentioned, may, after that person’s death,
donate the body or any specific tissue of that person to an
institution or a person contemplated in this subsection.

(3) (a) The Cabinet Secretary may, after the death
of a person and if none of the persons contemplated in
subsection (2) can be located, donate the body or part or
any specific tissue of that person to an institution or a
person contemplated in section 81(2).

(b) The Cabinet Secretary shall only allow the
donated tissue to be used if all the prescribed steps have
been taken to locate the persons contemplated in
subsection (2).

"82. (1) A donation under section 83 may only be made
for—
(a) the purposes of the training of students in
health sciences;
(b) the purposes of health research;

(c) the purposes of the advancement of health
sciences;

(d) therapeutic purposes, including the use of
tissue in any living person; or

(e) the production of a therapeutic, diagnostic or
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prophylactic substance.
(2) This Part does not apply to the—

(a) preparation of the body of a deceased person
for the purposes of embalming;

(b) making of incisions in the body for the
infusion thereof by a preservative; or

(c) restoration of any disfigurement or mutilation
of the body before its burial.

83. A donor may, prior to the transplantation of the
relevant organ into the donee, revoke a donation in the
same way in which it was made or, in the case of a
donation by way of a will or other document, also by the
intentional destruction of that will or document.

84. (1) Subject to subsection (2), a post mortem
examination of the body of a deceased person may be
conducted if -

(a) the person when alive gave consent thereto;

(b) the spouse(s), child, guardian, brother or
sister of the deceased, in the specific order
mentioned, gave consent thereto; or such an
examination is necessary for determining the
cause of death.

(2) A post mortem examination may not take place
unless—

(a) the medical practitioner in charge of clinical
services in the hospital or authorized
institution or of the mortuary in question, or
any other medical practitioner authorized by
such practitioner; or

(b) in the case where there is no medical
practitioner in charge of clinical services, a
medical practitioner authorized by the person
in charge of such hospital or authorised
institution, authorizes the post mortem
examination in writing and in the prescribed
manner.

85. (1) There shall be established by an Act of
Parliament, a body to be known as the Kenya National
Blood Transfusion Service.
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(2) The legislation contemplated under subsection (1)
shall provide for among other things, the institutional
organization of blood transfusion service within the
Republic of Kenya.

(3) The Service shall be charged with the mandate of
developing a comprehensive and coordinated national
blood service based on voluntary non remunerated blood
donations so as to guarantee availability of adequate and
safe blood.

(4) The Service shall establish settings and
mechanisms that will enable it superintend, regulate and
provide blood transfusion services in the Republic of
Kenya as required by this Act or any other written law.

(5) Any person who contravenes the provisions of this
section or who fails to comply therewith is guilty of an
offence and is liable on conviction to a fine not exceeding
one million Shillings or to imprisonment for a term not
exceeding five years or to both fine and imprisonment.

PART XII-—HEALTH FINANCING

86. (1) The department of health shall ensure Healthfinance
progressive financial access to universal health coverage by
taking measures that include—

(a) developing mechanisms for an integrated
national health insurance system including
making provisions for social health protection
and health technology assessment;

(b) establishing in collaboration with the
department responsible for finance oversight
mechanism to regulate all health insurance
providers;

(c) developing policies and strategies that ensure
realization of universal health coverage;

(d) determining, during each financial period and
in consultation with individual county
authorities, cost sharing mechanisms for
services provided by the public health system
without significantly impending the access of
a particular population groups to the system
in the areas concerned;

(€) defining in collaboration with the department



(f)
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responsible for finance, public financing of
heath care framework, including annual
allocations towards reimbursing all health
care providers responding to disasters and
emergencies as contemplated under this Act.

ensuring, that all pharmaceutical and non-
pharmaceutical products correspond to Kenya
Medical Supplies Authority market prices;
and

defining in collaboration with the department
responsible for finance, a standard health
package  financed through  prepayment
mechanisms including last expense.

(2) The Ministry of health shall, in consultation through the
established inter-governmental relations mechanisms—

(a)

provide a framework for collaboration with
the ministries responsible for finance,
planning and any other relevant department to
secure health care for vulnerable groups and
indigents;

provide a framework for examining means of
optimizing usage of private health services as
a result of relieving the burden carried by the
publicly financed system; and

provide a framework for establishing a
harmonized  common  mechanism  for
coordinating planning and financing and
monitoring and evaluation within the health
sector,

87. (1) The National Treasury shall, facilitate the
opening and maintenance of bank accounts by the county
treasuries, for purposes of operationalizing disbursements
of conditional grants, donation and any other monies
designated for health as may be prescribed, in accordance
with the provisions of the Constitution and the Public
Finance Management Act.

(2) Funds identified and designated for health in sub-
section (1) shall not be appropriated for any other purpose.

PART XIII—THE PRIVATE SECTOR
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88. (1) The Cabinet Secretary shall pursue strategies
conducive to the development and regulation of private
health services and their attunement to the neceds of the
population.

(2) The public and private health services and facilities
shall  complement each other in the provision of
comprehensive and accessible health care to the people.

89. (1) Private entities shall be permitted to operate
hospitals, clinics, laboratories and other institutions in the
health sector, subject to licensing by the appropriate
regulatory bodies.

(2) The standards to be met in order to qualify for the
issue of an operational licence under this section and the
conditions that may be attached to such a licence shall be
as defined in regulations issued under this Act by the
Cabinet Secretary.

90. Private health workers appropriately qualified to
practice any health profession shall similarly be entitled to
practice their profession in Kenya, subject to licensing by
the appropriate regulatory bodies

91. (1) Institutions licensed under section 88 and
private health workers licensed under section 89 shall
irrespective of any specific conditions attached to such a
licence be bound—

(a) to permit and facilitate inspection at any time
by the Authority and regulatory bodies;

(b) to provide emergency services in their field of
expertise required or requested either by
individuals, population groups or institutions,
without regard to the prospect or otherwise of
direct financial reimbursement.

(2) Institutions and private health workers shall
nevertheless be entitled to compensation under similar
terms as contemplated under this Act.

92. (1) Where appropriate, and subject to the
provisions of the Public Private Partnerships Act, the
Cabinet Secretary and the County Governors shall be
entitled to enter into partnership agreements with
companies operating in the private sector in order to
develop specific services or facilities that will serve the
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needs of public health.

(2) Counties or individual facilities may similarly
enter into agreements of this type with the private sector
subject to the provisions of the Public Private Partnerships
Act.

PART XIV—PROMOTION AND CONDUCT OF
RESEARCH FOR HEALTH

93. (1) There shall be established by the Cabinet
Secretary, a National Health Research Committee which
shall be a technical committee.

(2) The membership of the Committee shall be as
provided for under section 94 and shall consist of not more
than eleven members appointed by the Cabinet Secretary.

94. (1) The membership of the Committee established
under this section shall as much as possible reflect ethnic,
gender, county and regional balance and shall include
membership drawn from the following —

(a) the chairperson who shall be a distinguished
health researcher and renowned in a health
discipline;

(b) one representative from Kenya Medical
Research Institute;

(¢) one representative from the National
Commission for Science, Technology and
Innovation;

(d) head of the directorate of the Ministry of
health  responsible  for research and
development;

(¢) one representative from the Authority;
() two representatives from public universities;
(g) one representative from private universities

(h) one research expert with orientation to
traditional and alternative medicine;

(i) one research expert with orientation in
clinical trials; and

(j) one distinguished bio-medical science
researcher.
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95. (1) The term of office of the Chairperson shall be
five years, renewable for one further term of five years.

(2) The chairperson may resign through a letter
addressed to the Cabinet Secretary.

(3) A member of the Committee shall hold office for
a term of three years, renewable for one further term of
three years.

(4) A member of the Committee may resign through a
letter addressed to the Cabinet Secretary.

96. (1) The Committee shall make recommendations
on the development on the national research for health
policy and on the various priorities to be accorded in the
area of research for health in the light of current knowledge
and needs, recognized priorities and economic resources.

(2) In identifying research for health priorities, the
Committee shall give due regard to—

(a) the burden of disease;

(b) the cost-effectiveness of interventions aimed
at reducing the burden of disease;

(¢) the availability of human and institutional
resources for the implementation of an
intervention at the level closest to the affected
communities;

(d) the health needs of vulnerable groups such as
women, older persons, children and people
with disabilities;

(e) the health needs of communities;
() national security; and
(g) emerging issues on health.
(3) The Committee shall have the responsibility to —

(a) determine the extent of research for health to
be carried out by public and private health
authorities whether national or international;

(b) ensure that research for health agenda and
research resources focus on priority health
problems;

(¢) develop and advise the Cabinet Secretary on
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