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Preface

This guide describes the procedures guiding the establishment of National
Medicines and Poisons Board Clinical Trials Committee (NMPBCTC) in
conformity  with  the  World  Health  Organization  (WHO)  Guidelines  for
establishment of Clinical Trials Committee (CTC). The National Medicines
and Poisons Board (NMPB) is the authority mandated, by Medicines and
Poisons Act 2009, for  forming the CTC and to regulate clinical trials in
Sudan.  This  guide explains the basic  functions of  the committee and its
terms  of  reference  in  accordance  to  Guidelines  for  conducting  Clinical
Trials on Human and Animal 2017 and Medicines and Poisons Act 2009.

This guide is intended for researchers, universities, and all research centers
conducting clinical trials in Sudan. It outlines the procedures for submitting
the clinical trial protocol and related documents by the principal investigator
(PI) until a decision is issued by the committee. In addition to describing the
process of following up and reviewing received periodic reports as part of
ensuring  the  integrity  and  accuracy  of  clinical  data  generated  from  the
conducted trials on humans or animals.
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List of Abbreviations

CTC Clinical Trials Committee

FMOH                         The Federal Ministry of Health

GCP Good Clinical Practice 

ICH International Conference for Harmonization 

NMPB The National Medicine and Poisons Board

NMPBCTC National Medicines and Poisons Board Clinical Trials 
Committee

PI                                            Principal Investigator 

SOPs                                       Standard Operating Procedures 
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Glossary

Amendment                         A change made to the terms of the NMPBCTC application, the
protocol or any other supporting documentation after the study
has started.  A study is  normally considered to start  with the
commencement  of  any  protocol  procedures.
Note:  Some  changes  may  not  need  the  approval  of  CTC
notification.

Assent A child (12 to less than 18 years old) agreement to participant 
in research.

Biological Material Organs, parts of organs, cells and tissues and components of
such material from living and dead persons.

Chair A member  of  a  NMPBCTC appointed  to  be a  Chair  by the
appointing  authority.  Where the Chair  is  unavailable  for any
reason, his/her duties may be performed by the vice-Chair or
alternate vice-Chair.

Good Clinical Practice A standard for the design, conduct, performance, monitoring,
auditing,  recording,  analyses,  and  reporting  of  clinical  trials
that provides assurance that the data and reported results are
credible  and  accurate,  and  that  the  rights,  integrity,  and
confidentiality of trial participants are protected.

Human Participant An  individual  living  or  deceased  on  whom  an  investigator
conducts research which  obtains  data  through  intervention  or
interaction  with  the  individual,  or  identifiable  private
information.

Animal subject A  living  animal  or  deceased  on  which  an  investigator
conducts research which  obtains  data  through  intervention  or
observation.

Investigator A licensed professional who acts as an investigator responsible 
for the conduct of a clinical trial at a trial site, as defined in the 
trial protocol. 
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Investigator’s brochure          A document  containing  a  summary  of  the  clinical  and  non-
clinical  data  relating  to  an  investigational  medicinal  product
which are relevant to the study of the product in human\animal
subjects.

Principal Investigator (PI) The investigator who is responsible for the submitted trial site
where the study involves specified procedures requiring site-
specific  assessment  (SSA).  There  must  be  one  PI  for  each
clinical trial site.

Protocol A  document  that  describes  the  objective(s),  design,
methodology,  statistical  considerations,  and organization of a
trial.  The  protocol  usually  also  gives  the  background  and
rationale  for  the  trial,  but  these  could  be  provided  in  other
protocol  referenced  documents.  Throughout  the  ICH  GCP
Guideline  the  term  protocol  refers  to  protocol  and  protocol
amendments.

Protocol Amendment A written description of a change(s) to or formal clarification of
a protocol.

Clinical Trial Site The location(s) where trial-related activities are actually 
conducted.

The Committee Refers to the National Medicines and Poisons Board-Clinical 
Trial Committee.

Clinical Trial/Study Any investigation in human participants intended to discover or
verify  the  clinical,  pharmacological  and/or  other  
pharmacodynamics  effects  of  an  investigational  product(s),  
and/or to identify any adverse reactions to an investigational
product(s), and/or to study absorption, distribution, 
metabolism, and excretion of an investigational product(s) with
the object of ascertaining its safety and/or efficacy. The terms 
clinical trial and clinical study are synonymous.
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1. Introduction

1.1 Purpose

 This  regulatory  guide  defines  the  operational  framework  of  the  CTC  under  the
NMPB, the authority responsible for overseeing CTs in Sudan. It is complied with the
principles of the NMPB Guidelines for the Conduct of Clinical Trials on Humans and
Animals  2017 and the  Medicines  and Poisons  Act  2009.  The guide  describes  the
committee’s  role  in  ensuring  compliance  with  ethical,  technical,  and  scientific
standards governing clinical trials involving therapeutic and non-therapeutic products,
herbal preparations, and new medical devices tested on humans and animals within
Sudan.
The purpose of this guide is to provide researchers with a clear roadmap to achieve
study objectives while safeguarding the health, well-being, and rights of participants
by supporting Declaration of Helsinki and Good Clinical Practice (GCP ICH). It also
highlights  the importance  of maintaining  dignity in  the handling and treatment  of
biological materials, with consideration of scientific procedures and the concerns of
the  local  community.  Furthermore,  the  guide  emphasizes  the  committee’s  role  in
minimizing  foreseeable  risks  to  research  participants,  researchers,  and  the
environment.

1.2 Scope

 The scope of NMPBCTC involves ethical, technical and scientific aspects of human
and animal clinical trials in Sudan. 

1.3 Responsibilities of NMPBCTC

 The  NMPBCTC  should  safeguard  the  rights,  safety,  and  well-being  of  all  trial
participants.  Special  attention  should  be  paid  to  trials  that  include  vulnerable
participants.

 The NMPBCTC should develop the guidelines for ethical  and technical  review of
clinical trials protocols in Sudan.

 The NMPBCTC is responsible for follow-up of the approved clinical trial protocols
through periodic progress reports submitted by the principal investigators or delegated
sub investigators; and site visits. 

 The validity of this regulatory guide for the below mentioned types of clinical trials
that will be conducted nationally, regionally or internationally in one center or multi
centers. 
Note: All clinical trials that involve medicinal, herbal products or new devices,
shall be reviewed by the NMPBCTC.

 To monitor and evaluate the parties which are permissible to conduct and process the
clinical trials on the human and animal, these parties are:
(A)   Universities, academic institutions, specialized scientific research institutions,

medicine-  pharmaceuticals  companies  provided  that  they  should  have  the
capabilities for conducting the trials. Moreover, it is permissible, for any of these
parties,  to  conduct  the  clinical  aspect  of  the  study  in  the  public  and  private
hospitals and in the licensed specialized remedial centers wherein the technical
capabilities are available for assuming the emergent and prompt care along with
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the  clinical  laboratory  investigations  deemed  necessary  for  conducting  and
processing the trials therein.

(B)   For the analysis of the biological samples, which pertain to the medicinal trials,
shall be conducted and processed in laboratories accepted by the NMPB.

2 The NMP BCTC 

2.1 Membership of the NMPBCTC

 The authority of the NMPB shall appoint the chairperson and eventually the members
in  consultation  with  the  appointed  chairperson.   The term of  the  chairperson and
members serving on the NMPBCTC can end by resignation, death, termination (e.g.:
misconduct,  absenteeism  -  more  than  3  consecutive  unexplained  absenteeism)  or
completing three years period, renewable twice.

 Members of the NMPBCTC should be trained in research ethics -at least- if they are
not expert in this field.

2.1.1 Composition of the NMPBCTC

 The  NMPBCTC should be composed of different resource persons concerned with
human and animal clinical trial protocols enterprise in the Sudan.

 The  NMPBCTC is a multidisciplinary and a multi-sectorial, including persons with
relevant  but diverse scientific  expertise,  balanced age and gender distribution,  and
they have the qualifications and experience to review clinical trials protocols. 

 The NMPBCTC consists of 10-12 members, who collectively have the qualifications
and  experience  to  review  and  evaluate  clinical  trial  protocols  from  an  ethical,
technical and scientific points of view. 

 The chairperson of the committee  and most of the members  are from outside the
NMPB to maintain the independence of the committee.

 One member whose primary area of interest is non-medical. 
 One member represents Federal Ministry of Health (FMOH).
 One member represents NMPB. [Preferred to be a clinical pharmacist]

2.1.2 NMPBCTC Independent Consultants:

 The NMPBCTC may call upon experts as independent consultants who may provide
review of selected clinical trials protocols, when needed.

 These experts may be specialists in ethics or specific health issues, or methodologies,
or represent specific communities, or patient groups or ethnic minority.  NMPBCTC
consultants  are required to give their  specialists  views but do not take part  in the
decision-making process, which will  be made by the members of the  NMPBCTC.
Invited experts are expected to sign a confidentiality agreement.

2.2 Declarations of conflict of interest

 Before the first meeting of the NMPBCTC, the chair and members should declare to
the committee by signing a written form which will be kept with the rapporteur.
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 Before each meeting NMPBCTC chair and members should declare to the committee
any material interests they may have in relation to an application for ethical review or
any other matter for consideration at that meeting. 

 Such a declaration should be made verbally at the meeting, and should be recorded in
minutes, prior to the matter being considered, or in writing to the chair prior to the
meeting. 

 A material  interest  is  any  personal  or  business  interest  that  may,  or  may  not  be
perceived to, unduly influence the member’s or the committee’s judgment about the
matter concerned. 
 The committee has the following options: 
1. The member should leave the meeting room and take no part in the discussion or

the vote on the application.
2. The member may remain in the meeting room in order to provide any relevant

information requested by other members but may not vote.
3. The member may remain in the meeting room and take a full part in the review,

but not taking part in a decision making.
4. The minutes should record any declaration of interest the Committee considers to

be material, and its decision on the procedure to be followed. If the Committee is
in any doubt, it is recommended that the member should leave the meeting room.

2.3 Procedure of the NMPBCTC

 The officer in charge should review the received application documents in order to
check list, then submit it with the full dossier of the clinical trial to the rapporteur.

 The NMPBCTC should receive  the full  dossier  from the  rapporteur  including the
following documents:
- The main application form filled that consists of the protocol contents.
- Amendments should be accompanied with a cover letter.
- Written informed consent form(s) or consent form updates (If applicable) that the

investigator proposes for use in the trial, including participants/subject recruitment
procedures  (e.g.  advertisements),  written  information  to  be  provided  to
participants.

- Application form of declaration of the authority responsible for the clinical trial.
- Clinical trial site evaluation form.
- Investigator's Brochure (IB) and available safety information.
- Information about sponsor, payments and compensation available to participants.
- The principal investigator’s current curriculum vitae and/or other documentation

evidencing qualifications.
- Any other documents that the NMPBCTC may need to fulfil its responsibilities.

 The NMPBCTC procedure steps:
1. Receiving the document of the protocol:

1.1. The principal investigator shall submit a protocol’s documents (the proposal
and application forms) to the NMPB, and the officer in charge review it according
to the check list form No. (PSR-F-03-01).
1.2. The principal investigator shall submit the documents of the intended clinical
trial to the NMPB that include forms No. (PSR-F-03-03), (PSR-F-03-04) or (PSR-
F-03-08), (PSR-F-03-05) or (PSR-F-03-07) and (PSR-F-03-06).

2. Assessment of the completion of the document of the protocol:
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2.1. The officer in charge shall review the contents of the protocol’s documents;
uncompleted document must be returned back to the applicant for correction or
completion according to the requirements stated in form No. (PSR-F-03-01), then
submit all documents to the rapporteur.
2.2.  The  officer  in  charge  shall  review  the  documents  within  a  period  not
exceeding one week from the date of receiving the documents according to the
form No. (PSR-F-03-02).
2.3. After making sure of completeness of the protocol’s documents, it will be
submitted to the rapporteur of the committee as soon as possible (2 weeks).
2.4. Acknowledge letter of receipt of protocol’s documents should be sent back. 

3. Review of the documents:
3.1. The documents of the clinical trial should be presented to the committee for
review according to SOPs. No. (PSR-P03).
3.2. The committee may request more information about the proposed clinical trial
or invite the principal investigator to meet the committee when necessary.
3.3.  The rapporteur  issues  a  letter  to  the  principal  investigator  to  provide  the
information needed or meet the committee accordingly.
3.4. When the final decision is made, the secretary of the committee should issue a
decision letter signed by the secretariat general to the principal investigator.
3.5.  The secretary of the committee should notify the principal  investigator  to
receive the committee decision letter.
3.6. In case of approval of the clinical trial, the principal investigator receives an
ethical clearance certificate.

4. Reporting and Follow-up:
4.1. The committee may visit the clinical trial site before the start or during the
progress of the clinical trial as deemed appropriate by the committee.
4.2. In multi-center trials or large studies, the Committee may require a Data and
Safety  Monitoring  Board  (DSMB)  to  keep  the  Committee  up  to  date  of  the
balance between risks and benefits.
4.3. The committee should receive progress clinical trial’s reports at least every 6
months and the final report after completion of the clinical trial.

2.4  NMPBCTC Rapporteur and Secretariat

The  responsible  person  of  clinical  trials  in  the  NMPB  is  the  rapporteur  and
coordinator of the committee. 

2.4.1 Responsibilities of Rapporteur and Secretariat

The  secretary  to  the  meeting  will  normally  be  the  committee  secretariat.  The
responsibilities of the secretariat in relation to NMPBCTC meetings are as follows: 
Publishing the schedule of the committee meetings:

- Preparing the agenda.
- Allocating lead reviewers.
- Distributing the agenda and papers.
- Recording apologies for absence prior to the meeting.
- Raising in agreement with the NMPBCTC Chair any concern that a meeting

may not be quorate.
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- Recording attendance of members, deputy, consultants, and observers for the
discussion of each application for ethical review.

- Advising  the  meeting  as  necessary  on  compliance  with  standard  operating
procedures and, where relevant, the need for the NMPBCTC.

- Making a written record of the meeting (minutes).
- Recording individual votes where a vote is taken on a decision.
- Preparing  the  minutes  of  the  meeting  circulating  it  before  the  subsequent

meeting for review and approval at the following meeting.
- Notifying applicants of decisions taken at the meeting and taking other follow-

up action as necessary.
- Manage and facilitate all official correspondence of the NMPBCTC.
- Preparation, maintenance and distribution of study files.
- Organization  of  regular  meetings  and  implementing  its  decision  and

recommendations  
- Facilitate regular and ad hoc meetings in consultation with the chairperson of

the committee.
- Archive  while  ensuring  strict  confidentiality  all  project-related  protocols,

correspondence, decisions and minutes of the committee for a period of at least
five years after the completion of the study.

- Communication with the members and investigators.  

2.5  Functions and Operations of the NMPBCTC

 The  NMPBCTC  performs  its  functions  according  to  written  standard  operating
procedures (SOPs). The SOPs should be in compliance with ICH-GCP and with the
Medicines and Poisons Act 2009. 

 The  NMPBCTC  makes  its  decisions  at  announced  meetings  at  which  at  least  a
quorum is present.

 Only  members  who  participate  in  the  NMPBCTC review  and  discussion  should
vote/provide their opinion and/or advice.

 Members who have conflicts of interest should declare these to the chairperson (or
vice chair as appropriate) prior to the review of the application and these should be
recorded in the minutes. In this case, the member may remain in the meeting room in
order to provide any relevant information requested by other members, but may not
vote.

 The investigator may provide information on any aspect of the trial, but should not
participate  in  the  deliberations  of  the  NMPBCTC  or  in  the  vote/opinion  of  the
committee.

 The committee meetings may be held on a weekly basis or as appropriate. 
 The committee shall be reformed every two years or as required.
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4. Attachments

1. Clinical Trial Office Receiving Application, form (PSR-F-03-01)
2. Clinical Trial Office Review, form (PSR-F-03-02)
3. Clinical Trial Main application, form (PSR-F-03-03)
4. Declaration for participation (Informed Consent), form (PSR-F-03-04)
5. Declaration of the authority responsible for the research, form (PSR-F-03-05)
6. Clinical Trial Site evaluation (Arabic), form (PSR-F-03-06)
7. Declaration of the authority responsible for the research (Arabic), form (PSR-F-03-07)
8. Declaration for participation (Informed Consent) (Arabic), form (PSR-F-03-08)
9. Ethical Clearance Certificate Template 
10. Ethical Clearance Certificate Renewal Template
11. Sudan Medicines and Poisons Act 2009
12. Sudan Medicines and Poisons Act 2009 (Arabic Copy)
13. Guidelines of Conducting Clinical Trials on Human and Animal (Arabic Copy)
14. SOPs of Conducting Clinical Trials in Sudan 2022, form (PSR-P03)
15. Good Clinical Practice ICH E6(R3) 2025
16. Tanzania Guidelines for Health Research 2023
17. DOH Standard on Human Subject Research, January 2020
18. National University of Ireland (NUI Galway) Research Ethics Committee Standard 

Operating Procedures 2021
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5. Appendix:

5.1 Appendix 1: The Medicines and Poisons Act 2009

Chapter -4 
Restriction on conducting & processing the experiments. 
Approval for processing the experiments on the humankind 
22.. 
(1)  It  is  not  permissible  for  any  person  to  conduct&  process  medical
experiments,  for  any  medicine  or  pharmaceutical  products  and  any  human
except after the approval of the board. 
(2) For obtaining the approval, the following must be submitted: 
(A) A Scientific document wherein shown the details of the experiments which
he intends to process. 
(B)  A sufficient and an adequate detail  about the medicine or product which
shall be placed on trial& given to the human, its doses, quantities, method of
handling & taking it, type& number of check-ups/ examinations and analysis
which shall be processed on the human. This is in addition to the number and
age of persons on whom the experiments shall be conducted & processed. 
(C)  Components/  ingredients  of  the  medicine  or  pharmaceutical  product,  its
toxics/ poisons, its physiological, biological and clinical effect on the body & its
function and all  which relates to its  effectiveness& effects,  its  safety on the
human body as well as the details of the previous trials & experiments. 
(D)  Any  other  statements  &  information  according  to  which  is  directed  &
decided by the board in the regulations. 

Giving on permission for conducting & processing the trials/ experiments 
23. It is neither permissible to give permission nor to permit conduct & process
any  medical  trials/  experiments  on  the  humankind  unless  the  results  of  the
previously- authenticated scientific and medical trials/ experiments which ere
conducted  &  processed  in  other  countries,  that  the  particular  medicine  or
product  caused  no harm for  the  human health  in  comparison with  the  used
alternatives& substitutes. This is taking, the efficiency & effectiveness of the
medicine or product and type of disease, in to consideration. 

Approval  &  consent  of  the  particular  person  for  processing  the
experiments. 
24. It is neither permissible to give permission nor to conduct& process any
experiment on any person unless he submits his approval & informing him or
his  guardian,  in  case  of  a  minor,  clearly,  that  he  is  susceptible  to  undergo
medical experiments. This is in addition to making him well- aware of all the
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harmful effects which might have resulted from the trials of using the medicine
or product along with the number& type/ kind of samples that will be taken
from him, check-ups/ examinations and analysis which he shall undergo as well
as the guarantees and rights which shall be provided for him. 

Processing the experiments on the animal 
25. It is not permissible to conduct the trials which pertain to the medicines,
drugs  and  pharmaceutical  &  veterinary  products,  clinically,  except  after
obtaining permission from the board pursuant to the regulations. 

Responsibility of the party requesting to conduct& process the experiment 
26. The person or party, requesting to conduct the experiment, shall be deemed
&  considered  wholly&  directly  held  responsible  for  any  harms  &damages
which the human or community or environment shall sustain. Accordingly, he
shall be obliged to pay all the dues& indemnities/ compensations which result
from  such  harms&  damages  in  addition  to  any  other  liability/  legal
responsibility. 
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5.2 Appendix 2: The Guidelines of Conducting Clinical Trials 
on Human and Animal (Arabic Copy)
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5.3 Appendix 3: The SOPs of conducting clinical trials on 
humans and animals-NMPB
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