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APPLICATION FOR AN AMENDMENT TO AN APPROVED STUDY
	PART 1: ADMINISTRATIVE 

(Blocks will expand to contain the information required, no extra references or pages should be added)

	Ethics Reference Number:
	

	Study Title:


	

	Phase of study (if applicable):

	

	Protocol/Project/Study Number (if applicable): 
	

	Approved Version/No. and Date (if applicable):
	

	Amended Version/No.  and Date (if applicable):


	

	*Health product being studied (if applicable): 
	

	Sponsor/Funder/Donor:
	

	Name of Site Principal Investigator(s):


	

	Applicant:
	

	Contact Person:
	

	Address:
	

	Cell No.:
	

	E-mail address:
	

	Date of Application: 
	


*Please note that health products include medicines, devices and IVD/kits.
Guidance for Amendments application
	MINOR AMENDMENTS

	Changes that do not affect safety, design, analysis/results.  Examples of minor amendments are listed below and are not limited to the following:

	  Additional Site(s)

	  Additional Investigator(s)

	  Change of Investigator(s)/Site Location 

	  Change in CRO, Sponsor, Applicant or change of address

	  Increase / decrease in number of local participants

	  Any other administrative changes (list them)

	  Change in the background information – Protocol

	  Extension / redaction of period of study (e.g low or high recruitment)

	

	MAJOR AMENDMENTS (TECHNICAL)

	Changes that affect safety, design, analysis/results.  Examples of major amendments are listed below and are not limited to the following:

	  Change of inclusion/exclusion criteria

	  Change in objectives of study

	  Change in phase of study 

	  Change in study design by removal of study arm 

	  Change in: dose of IP (including adjustments), route of administration, change in formulation, manufacturer, frequency, excipients, storage conditions, Changes in the manufacturing process and/or specifications of an active substance /IP etc

	  Changes due to new safety data (substantive changes may warrant study termination and subsequent submission of new study) 

	  Any change that impacts on patient safety, quality or the analysis of data (major safety warning requires a new application (e.g study procedures, Reducing/increasing number of monitoring visits etc.)

	  Addition of sub-studies

	  Additional tests on stored biological specimens (research based on previously approved study)

	

	SUBSTANTIVE AMENDMENTS REQUIRING NEW CLINICAL TRIAL APPLICATION 

	The changes that require new application.  Examples of changes that require a new trial application are listed below and are not limited to the following:

	  Change in IP  

	  Change in standard of care arm  

	  Addition of study arm - including comparator or active control arm (except approved as part of initial study)

	
Critical safety warning/s 

	  Substantive change in objectives, endpoints and rationale of the study 

	  Change in study design with significant impact on statistical analysis or the risk/benefit assessment


PART 2: MINOR AMENDMENT(S)
	ADDITIONAL SITE(S) / ADDITIONAL INVESTIGATOR(S) / CHANGE OF INVESTIGATOR(S)/SITE LOCATION / CHANGE TO APPROVED NUMBER OF PARTICIPANTS / ADMINISTRATIVE CHANGES

	2.1 Additional Site(s):


	

	2.2 Additional Investigator(s):


	Add Names and Address:


	2.3 Change of Investigator(s)/Site Location:

	

	2.4 Number of study participants locally:

      Initial:

      Now: 
	

	2.5 Number of study participants globally:
      Initial:

      Now:
	

	2.6 Stage of the study (E.g.: Screening, Enrolling, Treatment phase, Follow-up)
	

	2.7 Other Administrative Change:


	


PART 3: MAJOR AMENDMENT(S)
In this section provide summary, rationale/justification, and risk assessment statement.
	 AMENDMENT DETAILS

	3.1
Does the applicant wish to change the eligibility criteria for this study?
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide the tracked changes protocol as well as a brief justification/rationale for these changes cross-referenced to the amended protocol text.

	

	3.2
Does the applicant wish to change the primary, secondary and/or other objectives of this study?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide the tracked changes protocol of these changed objectives as well as a justification/rationale for the changes (cross-referenced to the amended protocol text).
	

	3.3 Does the applicant wish to change the phase of the study? 
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide the tracked changes protocol as well as a brief justification/rationale for these changes cross-referenced to the amended protocol text.

	

	3.4 Does the applicant wish to change the design of this study by removal of study arm(s)?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide the tracked changes protocol as well as a brief justification/rationale for these changes cross-referenced to the amended protocol text.
	

	3.5
Does the applicant wish to change the duration of this study?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide details of the justification/rationale for the changes (cross-referenced to the amended protocol text).
	

	3.6
Does the applicant wish to change the dose/regimen/route of administration/frequency of the IP?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide the protocol with the tracked changes as well as a motivation and scientific justification/rationale for these changes (cross-referenced to the amended protocol text).

	

	3.7 Are the changes due to new safety concerns? 
 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If yes: 

a. Briefly Describe:

b. Steps to be taken: 


	

	3.8
Does the applicant wish to add a sub-study for this study?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide protocol as well as a motivation and scientific justification/rationale for the sub-study.
	

	3.9 Does the applicant wish to add additional test(s) on stored biological specimens?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes
If “Yes”, please select the following:

a. Specimens being stored:

 FORMCHECKBOX 
   Blood

 FORMCHECKBOX 
   Sputum

 FORMCHECKBOX 
   Other tissue (describe)

b. Tests to be done:


	

	3.10
Does the proposed amendment require a new PIL/ICON form from the participant?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, submit the new PIL/ICON and /or ASSENT together with this application and summarise the resultant changes.
	

	3.11  Are there any other changes affected by this amendment?

 FORMCHECKBOX 
   No

 FORMCHECKBOX 
   Yes

If “Yes”, provide a summary of the tracked changes as well as a motivation and scientific rationale for these changes.
	


PART 4: SAHPRA APPROVAL (IF APPLICABLE)
	4.1
Has SAHPRA been notified?
	

	4.2
 Date of application
	

	4.3
 Status of SAHPRA approval of amendment
	

	I, the undersigned, agree to conduct/manage the above-mentioned study under the conditions as stated in this application

	Applicant/Principal Investigator:

Signature: 
…………………………………………………
	Date
…………………………………….


CHECKLIST

	
Cover Letter (describing the amendment and reasons for change) 

	
Completed Application Form for Amendments to Approved Study 

	
Summary of changes to the Protocol 

N/A

	
Tracked Changes to the Protocol 

N/A

	  Revised Patient Information Leaflet(s); Informed Consent Form(s); and/or Assent
 N/A

	  Investigator documents: CV, Declaration Form, GCP Certificate, Ethics Training   Certificate

  N/A

	  Active Insurance Certificate (if applicable) i.e. increase in number of participants, extension of study, etc
 N/A

	
SAHPRA Approval Letter or Copy of letter submitted to SAHPRA

 N/A

	
Any additional information (list them)

 N/A
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