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	FORMAT OF THE CLINICAL TRIAL APPLICATION FORM (CTA)
THE NATIONAL DRUG POLICY AND AUTHORITY (CONDUCT OF CLINICAL TRIALS) REGULATIONS, 2024



CTA Section 1
Identification of the Clinical Trial

1.1 Title of the Study

---------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

1.2 Protocol number,                               date,                           version:

---------------------------------------              ------------------------       -------------------

1.3 Contact Person and contact details

---------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

1.4 [Space for NDA Reference Number] ----------------------------------------------

1.5 Declaration of Intent signed by the Principal Investigator

We, the undersigned have submitted all the required documentation and have disclosed all the information required for approval of this application.

We have read the Protocol and the Investigators brochure, appended.

We have the authority and responsibility to oversee this clinical trial, and agree to ensure that the trial will be conducted according to the Protocol and all legal, ethical and regulatory requirements in Uganda.

Applicant (Local Contact):



NAME


                                                                 Date:

Signature:-------------------------------------------------------------------------------------

Designation-----------------------------------------------------------------------------------

Principal Investigator: 
                                                      Date:         

NAME
--------------------------------------------------------------------------------------


Signature:-----------------------------------------------------------------------------------

Designation---------------------------------------------------------------------------------

CHECKLIST OF REQUIRED DOCUMENTS

	Item
	Requirement

	Fees
	Proof of payment

	Materials transfer:
	Applications for import and/or export of materials (if required)

	CTA
	Clinical Trial Application Form

	APPENDIX 1:
	Trial Protocol

	APPENDIX 2:
	Investigators Brochure

	APPENDIX 3:
	Participant Information Leaflet and Informed Consent

	APPENDIX 4:
	Certificate of GMP manufacture of the trial medicine or other evidence of manufacture quality, safety and consistency


	APPENDIX 5:
	Package Insert/s for other trial medicines.

	APPENDIX 6:
	Certificate of GMP manufacture of the placebo - if appropriate.

	APPENDIX 7:
	Evidence of accreditation of the designated Laboratories or other evidence of GLP and assay validation.

	APPENDIX 8:
	Insurance Certificate specific for the trial in consultation with NDA

	APPENDIX 9:
	Signed and completed Declarations by all Investigators

	APPENDIX 10:
	Approval of Ethics Committees for the Protocol3

	APPENDIX 11:
	Full, legible copies of key, peer-reviewed published articles supporting the application.

	APPENDIX 12:
	Sample of the label for the imported products

	APPENDIX 13:
	Letter of authorization from the manufacturer/product owner

	APPENDIX 14:
	Pharmaceutical Data on dosage form

	APPENDIX 15:
	Other supporting documents


CTA Section 2     
 Basic Administrative Data on the Application

2.1
Name and address of the registered office of the Applicant
	
	Name:
	Telephone Number/s:
	Fax
	E-mail address
	Physical Address
	Postal address

	Applicant
	
	
	
	
	
	

	Sponsor4
	
	
	
	
	
	

	Manufacturer
	
	
	
	
	
	


4If there is no sponsor as in Investigator initiated trials - a statement to this effect.

CTA Section 3
Medicines to be used in the trial
3.1
Investigational medicine

3.1.1
Identifier or name of investigational medicine (code if applicable)

3.1.2
Registration number

3.1.3
Manufacturer/s (Include all sites)

3.1.4
Active ingredient, complete composition, potency and presentation

3.1.5 Evidence of manufacture under conditions compliant with current codes of Good Manufacturing Practice

See Attachment 4 for details of the required information.

3.1.6 
Release Specifications and tests.  Include Certificate of Analysis.

3.1.7
Current approved Package Insert if available.

3.2
Comparator, Concomitant and Rescue medications (and Placebo)

3.2.1
Proprietary name and INN

3.2.2
Active ingredient/s, composition, and presentation

3.2.3
Registration number/s (country)

3.2.4
Approved Package inserts to be appended to application [Appendix 6]

3.2.5
Evidence that Placebo is manufactured under GMP. [Appendix 7]

3.3
Details of handling Trial medicines

3.3.1
Shipping, delivery and distribution of trial medicines

3.3.2
Details of storage requirements and arrangements for cold-chain maintenance where necessary and monitoring during distribution.

3.3.3
Details of dispensing trial medicines and Waste disposal procedures.

3.3.4
Packaging and Labelling of the medical products

3.4
Estimates of quantities of each medication (presentation) to be used for the trial, and for which an import permit is needed.

CTA Section 4
Sites & Investigators
4.1
National Principal Investigator or co-ordinator (Responsible person)

	Name:
	

	Qualifications
	

	Contact Details
	

	Physical address
	

	Declaration of Capacity & Interests [Appendix 10]
	


4.2
For each Site list the following:

4.2.1 Site Identifier (Name)

Physical Address: (for rural sites include GPS coordinates)

Telephone & Fax numbers

E-mail address

4.2.2 Description of the site facilities & Staff

· Clinic and counselling rooms

· Emergency facilities

· Facilities for special examinations (if required)

· Capacity to collect, prepare, store and transport clinical samples

· Storage and handling facilities for medicines

· Name and qualifications of person with responsibility for dispensing medicines


4.3
Site Principal Investigator

	Name:
	

	Qualifications
	

	Contact Details
	

	Physical address
	

	Declaration of Capacity & Interests [Appendix 10]
	


4.4
Site Sub-investigators and trial-specific support staff

	Name:
	

	Qualifications
	

	Contact Details
	

	Physical address
	

	Declaration of Capacity & Interests [Appendix 10]
	


4.5
For Hospital or Public Health Clinic Sites

· Responsible Administrator

· Contact Details

· Append Signed Letter of Agreement for Trial to take place.

4.6
Append Signed Agreement/s between the Investigators and the Sponsor/s and/or Clinical Research Organization. (Appendix 13)

CTA Section 5
PARTICIPANTS
5.1
Numbers of Participants 

5.1.1 
Total number to be enrolled, worldwide

5.1.2
Total number to be enrolled in Uganda

5.1.3
Number of trial sites in Uganda

5.1.4
Intended numbers of participants at each site - evidence of availability.

5.2
Duration

5.2.1
Estimated trial duration: First enrolment to Final Report

5.2.2
Duration for individual Participant

· Screening period

· Intervention period

· Follow-up period

5.3
What is the intended compensation for time and other inconvenience per participant? This should not be confused with compensation in terms of damage.

CTA Section 6
History of Previous and in-progress trials
6.1
List the titles of previous trials with this (or similar) medicines in Uganda

6.2
List the titles of previous trials with this (or similar) medicines in other countries

6.3
Append Interim or Final report-summaries of these trials to this application. (This may be in the Investigators Brochure or APPENDIX 3)

6.4
Include a letter or certificate from the regulatory authorities in countries where previous trials have been undertaken (including those in-progress) that these trials have been GCP compliant.

CTA Section 7
Ethics review
7.1
Provide the local IRC approval of the Protocol for each site [Appendix 11]

7.2
What GCP Guidelines have been followed in compiling this protocol?

7.3
Will GCP training be provided for local staff and investigators?

CTA Section 8
Trial conduct monitoring and reports
8.1
Describe the Safety and Monitoring Plan for each site.

8.2
Describe the system to be used to detect, record, assign causality and the actions for adverse events.

8.3
Describe the actions to be taken following reports of Serious Adverse Events.

88.4
Describe the composition and remit of the Data Safety Monitoring Board or similar body.  Include conditions for Pause- or Stop- rules.

8.5
When will Interim Reports be submitted?

8.6
Final Report - Estimated due-date?

CTA Section 9
INSURANCE
9.1 
Provide a copy of the current insurance certificate.  (APPENDIX 9)

9.2
Provide evidence that each member of the Investigator team is covered by relevant Malpractice insurance for this trial

CTA Section 10
Description of the Trial
10.1
Is the Title of the Trial fully descriptive?

10.2 
Summarized Rationale for this Clinical Trial, including relevance to Uganda

10.3
BRIEF Background information should include:

· The disease or condition and local epidemiology

· Properties of the medicine - hypothesis for action

· Description of risks of the protocol and the potential harms of the medicine.

· Pre-clinical animal toxicology test results in-animals and in-vitro that establishes probable safety and efficacy in humans 
*
· Prior Clinical trial report summaries that establishes probable safety and efficacy in humans *
· Include evidence that the formulations used in the pre-clinical and previous studies are identical to that in this application.  Any variations should be highlighted and justified. *
· Published reviews or reports relevant to this disease and this type of medicine

10.4
Objectives of this trial 
(List as Primary and Secondary objectives and provide justification)

10.5
Trial Design: Describe and justify each component.

10.5.1
Phase

Placebo or comparator

Randomization and blinding

Other detail

10.5.2
Time sequence –

A Table of screening, intervention and follow-up visits will be of assistance.

10.5.3
Participants

Eligibility

Inclusion criteria - list and justify each

Exclusion criteria - list and justify each

10.5.4
Treatment regimens for each group.

The table in 10.5.2 above can be used to set this out
10.5.5
Follow-up, sampling collection and monitoring plans; 
Immediate monitoring - intermediate monitoring - long term monitoring
Diary cards

Telephone access to investigators

10.6
Outcomes Measurements and Analysis

10.6.1
Describe each outcome/variable (including safety) and explain or justify

10.6.2
Describe the samples that will be collected and the analyses to be conducted on each sample

10.6.3
Provide evidence that the Laboratories that will conduct the Safety screening, and the End-point assays are accredited and competent to do the assays. (APPENDIX 8)

10.6.4Describe the intended statistical analysis to be conducted. Provide evidence that the clinical trial is powered to provide the intended outcome

10.7   Are any sub-studies intended? Provide full details

10.8   Are any genetic studies (HLA-typing or gene-marker analysis) intended? Provide full details, and justify this. Is there a separate consent form for this?

10.9   Will clinical samples be stored for any period beyond the duration of this trial? 

10.9.1 What is the purpose of such archiving?

10.9.2 What controls are to be placed on their confidentiality and possiblr future use?

10.10   Participant Information Leaflet and Informed Consent Form
10.10.1 Append a copy of the participant information leaflet and consent form (Appendix 4)

10.10.2 In what languages will this be available?

10.10.3 For the subjects who are minors, append the consent form of the parents or guardians of the minors.

10.10.4 Are there separate consent forms for sub-studies or genetic studies?

CTA SECTION 11: Publication Policy
11.1   Provide details of the investigators and sponsors intentions and freedom to publish the outcomes of this clinical trial.
� Note:


Certificate of Good Manufacturing Practice (GMP) for the   investigational product or statement on GMP from the manufacturer/re-packer (whichever is more relevant).


The GMP certificates or other documents must be issued by an authority recognised by NDA i.e. the authorities listed in the WHO certification Scheme On The Quality Of Pharmaceutical Product Moving In International Commerce, 


Or the statement on GMP can be issued by the Quality Assurance Department where the product is manufactured.


For local product, the manufacturing licence is required.


For a comparator product, the following is required:


a GMP certificate


If not available  one of the following can be submitted:


Approval letter from the regulatory authority


Annual Registration of Drug Establishment 


Package insert


For a repacked product, a statement of GMP must be submitted by the re-packer.





3IRC approvals of study protocols should be submitted along with    the CTA to NDA and should include:


Details of IRC membership


Statement of compliance with the requirements in the ICH Guide


A relevant minute of the meeting that approved the study protocol


Any amendments to the trial protocol required by the IRC


Any conditions included in the approval


The final decision








*  Cross-reference to detail in the Investigator’s Brochure.
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