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SCIENTIFIC PROTOCOL FORM 4D
For studies not classified as Clinical Trials

Studies not classified as Clinical Trials may include recruitment and procedures conducted on human participants, but will generally not involve assessments of the efficacy/safety of drugs or other therapeutic or investigational products (including medical devices)
Investigators who choose to submit a full scientific protocol may do so BUT MUST ALSO complete either FORM 4C or FORM 4D. Investigators can complete the (appropriate) form by inserting a reference to the relevant section of the Scientific Protocol.  
e.g. Background information Form 4D Section 2.1 Provide a summary of findings from previous studies, relevant to this proposed study 
Answer: “Refer to section xxx### of attached Clinical Study Protocol .”
1. GENERAL INFORMATION

1.1 Name, title, address, telephone numbers/email addresses of all investigators involved with this study
	1. Surname:
	
	Given Name
	
	Title
	

	Qualifications relevant to the study
	

	Role in this study
	

	Mailing address:
	

	Telephone
	
	Email Address
	


	2. Surname:
	
	Given Name
	
	Title
	

	Qualifications relevant to the study
	

	Role in this study
	

	Mailing address:
	

	Telephone
	
	Email Address
	


	3. Surname:
	
	Given Name
	
	Title
	

	Qualifications relevant to the study
	

	Role in this study
	

	Mailing address:
	

	Telephone
	
	Email Address
	


	4. Surname:
	
	Given Name
	
	Title
	

	Qualifications relevant to the study
	

	Role in this study
	

	Mailing address:
	

	Telephone
	
	Email Address
	


	5. Surname:
	
	Given Name
	
	Title
	

	Qualifications relevant to the study
	

	Role in this study
	

	Mailing address:
	

	Telephone
	
	Email Address
	


2. BACKGROUND INFORMATION
2.1 Provide a summary of findings from previous studies, relevant to this proposed study
2.2 If applicable, provide a summary of known and potential risks and benefits, if any, to human participants.
2.3 Description of, and justification for, investigational interventions or evaluations on human participants, if any:

2.4 Statement that the study will be conducted in compliance with the protocol, GCP and the application regulatory requirements.

2.5 If applicable, describe the population to be studied
2.6  Reference to literature and data that are relevant to the study, and that provide background for the study
3. STUDY Objectives and Purpose
3.1 Provide a detailed description of the objectives and the purpose of the study.

4. STUDY DESIGN
The scientific integrity of the study and the credibility of the data depend substantially on the study design.  A description of the study design should include:

4.1 A specific statement of the primary outcomes and the secondary outcomes, if any, to be measured during the study.

4.2 A description of the type/design of study to be conducted and if applicable, a schematic diagram of study design, procedures and stages.

4.3 A description of the measures taken to minimize/avoid bias, including:

(a) randomisation

(b) Blinding
4.4 A description of methods to be used for the study.
4.5 The expected duration of the study, and a description of the sequence and duration of all techniques or assessments to be performed
4.6 Maintenance of any blinding records or randomisation codes and procedures for breaking codes.

5. SELECTION AND WITHDRAWAL OF PARTICIPANTS, IF APPLICABLE
5.1 Subject Inclusion criteria

5.2 Subject Exclusion criteria

5.3 Subject withdrawal criteria and procedures specifying:

(a) When and how to withdraw participants from the study
(b) The type and timing of the data to be collected for withdrawn participants.
(c) Whether and how participants are to be replaced.

(d) The follow-up for participants withdrawn from the study
6. TREATMENT OF PARTICIPANTS IF APPLICABLE
6.1 The treatment(s), interventions or methods  to be utilised, including the name(s) of any the product(s), the dose(s), the dosing schedule(s), the route/mode(s) of administration, and the treatment period(s),  including the follow-up period(s) for participants for each treatment group/arm of the study.

6.2 Medications/treatment(s) permitted (including rescue medication) and not permitted before and/or during the study.

 6.3 Procedures for monitoring subject compliance.
7. ASSESSMENT OF EFFICACY IF APPLICABLE
7.1 Specification of the efficacy parameters

7.2 Methods and timing for assessing, recording, and analysing of efficacy parameters.

8. Assessment of safety IF APPLICABLE
8.1 Specification of safety parameters
8.2 The methods and timing for assessing, recording, and analysing safety parameters.

8.3 Procedures for eliciting reports of and for recording and reporting adverse event and intercurrent illnesses.
8.4 The type and duration of the follow-up of participants after adverse events.
9. STATISTICS
9.1 A description of the statistical methods to be employed, including timing of any planned interim analysis if applicable
9.2 Reason for choice of sample size, including reflections on (or calculations of) the power of the study and clinical justification.

9.3 The level of significance to be used

9.4 Criteria for the termination of the study if applicable
9.5 Procedure for accounting for missing, unused, and spurious data if applicable
9.6 If applicable, procedures for reporting any deviation(s) from the original statistical plan (any deviation(s) from the original statistical plan should be described and justified in protocol and/or in the final report, as appropriate).

9.7 If applicable, the selection of participants to be included in the analyses (e.g. all randomized participants, all dosed participants, all eligible participants, evaluable participants)
10. DIRECT ACCESS TO SOURCE DATA/DOCUMENTS
The sponsor should ensure that it is specified in the protocol or other written agreement that the investigator(s)/ institution will permit study-related monitoring, audits, IRB/IEC review, and regulatory inspection(s), providing direct access to source data/documents.

	


11. QUALITY CONTROL AND QUALITY ASSURANCE
12. SUPPLEMENTS
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