National Health Research [ No. 2 of 2013

3

THE NATIONAL HEALTH RESEARCH ACT, 2013

Section

1
2.
3.

13.
14.
15.
16.
17.
18.
19.

ARRANGEMENT OF SECTIONS

PART |
PRELIMINARY
Short title
Interpretation
Application and scope

PART II
THE NATIONAL HEALTH RESEARCH AUTHORITY
Establishment of National Health Research Authority
Functions of Authority
Powers of Authority
Council of Authority
Exercise of functions and powers of Authority
Committees of Council
Delegation of functions
Director
Secretary, inspectors and other staff of Authority
PART 11
THE NATIONAL HEALTH RESEARCH ETHICS SYSTEM
National Health Research Ethics Board
Functions of Board
Tenure of office and vacancy of Board
Proceedings of Board
Research protocol
Health research ethics committees

Functions and procedures of health research ethics
committee

Single copies of this Act may be obtained from the Government Printer,
P.O. Box 30136, 10101 Lusaka. Price K23.00



4 No. 2 of 2013] National Health Research

20.
21.
22.
23.
24,
25.
26.
27.
28.
29.
30.

31.
32.
33.

35.
36.
37.
38.
39.
40.
41.

R &S

45.

46.
47.

Misconduct by health researchers
Complaints
Immunity from liability or penalty
Reports by Board

Staff of Board

Disclosure of interest by members of Board
Protection of personal information

Immunity of member of Board or committee
Annual report of Board
Appeas
Jurisdiction over offences committed outside Zambia

PART IV

ReGuLATORY FRAMEWORK FOR HEALTH RESEARCH
Priority areas for health research
Dissemination of health research information
Access to, and deposition of, health research databases
Monitoring and eva uation
Partnerships in health research
Human research guidelines
Consultation about regulatory framework
Interim regulatory requirements
Revocation of regulatory frameworks
Procedures for making submissions

Health Research Trust Account
Credit of amounts to Trust Account

Purposes of Trust Account

Accounting for gifts and bequests

PART V

HeaALTH RESEARCH ON, OR EXPERIMENTATION WITH HUMAN

PaRTICIPANTS AND ANIMAL SUBJECTS

Health research on, or experimentation with, human
participants or animal subjects

Prohibition of reproductive cloning of human beings

Prohibition of removal of tissue, organs, blood, blood
products or gametes from living persons for research
purposes



National Health Research [ No.20f 2013 5

PART VI
BioLocicaL MATERIALS FOR HEALTH RESEARCH
48. Purposesof collection of biological materials
49. Storageof biological materials
50. Exportation and importation of biological materials
51. Designation of institution as bio-bank
52. Searches at ports of entry, exit and sites

53.  Ownership of biological materialsand material transfer
agreement

PART VII
CLinicaL TRiALS
54. Clinicd trias
PART VIII

RseARcH IN TRADITIONAL, COMPLEMENTARY AND ALTERNATIVE
MEDICINE

55. Researchintraditional, complementary and alternative
medicine

PART IX
INTELLECTUAL PROPERTY RIGHTS

56. Intellectua property rights

PART X

GENERAL Provisions

57. Entry by inspectors or other authorised persons
58. Duty to provide information to inspector
59. Service of Notice
60. Authentication of documents
61. Genera penaltiesfor offences
62. Offences by body corporation or an unincorporate body
63. Regulations
64. Trangtional provisions
Schedule



National Health Research [ No.20of 2013 7

GOVERNMENT OF ZAMBIA

ACT

No. 2 of 2013

Date of Assent: 21/03/13

An Act to edablish the National Health Research Authority

and provide for its functions and powers; establish the
National Health Resear ch Ethics Board and providefor its
functionsand powers, provide aregulatory framework for
the devdopment, regulation, financing and coordination of
health research and enaure the devdopment of consgtent
health resear ch sandardsand guiddinesfor ethically sound
health ressarch; provide for the establishment of health
research ethics committees and the regulation and
management of research ingitutions, health researchers
and health establishments involved in or undertaking
research; provide for the regulation of biological material
for health research; provide for ethical approval for the
conduct of dinical trials, provide for the use of traditional,
complementary and alternative medicines in health
research; provide for data management and intelectual
property rights in health research; provide for the
designation of biobanks, and providefor mattersconnected
with, or incidental to, the foregoing.

[22nd March, 2013

ENACTED by the Parliament of Zambia.

PART |

PrELIMINARY

1. ThisAct may be cited as the National Health Research
Act, 2013.

2.

In this Act, unless the context otherwise requires—

Enactment

Short title

Interpretation
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Cap. 1

“ accreditation ” means a process of certification of
competence in health research;

“ animal subject " means an animal which is used for health
research or clinical trial;

“ Authority " meansthe National Health Research Authority
established under section four;

“ Board” meansthe Nationa Health Research Ethics Board
constituted under section thirteen;

“ bio-bank ” means a collection of biological materials and
the associated data and information which is stored in an
organised system;

“ biological materials ” means organs and parts of organs,
cells and tissue, sub cellular structures and cell products,
blood, saliva, sputum, gametes (sperm and ova), embryos
and foetal tissue, waste, including urine, feaces, sweat,
hair, epithelial scales, nail clippings, placentaand cell lines
from human or animal tissue;

“ blood product ” means any product derived or produced
from blood, including circulating progenitor cells, bone
marrow progenitor cellsand umbilical cord progenitor cells;

“ Board Chairperson " means the person appointed as
Chairperson of the Board in accordance with section
thirteen;

“ Cabinet” hasthe meaning assigned toit in the Constitution;

“ central health research repository " meansthe central health
research repository as prescribed by the Minister under
section thirty-three;

“ Chairperson” means the person appointed Chairperson of
the Council under section seven;

“ clinical trial regulations” means regulations made under
section fifty-four;

“clinical trial " means a systematic study, involving human
participants or animal subjects, that serves to answer
specific questions about the safety or efficacy of amedicine,
vaccine or method of prevention or treatment;

“ committee” means acommittee of the Council established
under section nine;



