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	LIST OF ABBREVIATIONS

	


	STUDY SYNOPSIS


	Title
	

	Investigational  medicinal  

Product(s)

Test and comparator:


	

	Study Objectives:
	

	Study Design:
	

	Inclusion

Exclusion Criteria
	

	Primary and Secondary Efficacy Endpoints:
	

	Safety Endpoints:
	


	Background Information with relevant bibliography and results of Clinical Trials relevant to the application.

	Name and description of the investigational product(s). A summary of findings from non-clinical studies and from clinical trials that is relevant to the trial. Summary of the known and potential risks and benefits, if any, to human subjects. Description of and justification for the route of administration, dosage, dosage regimen, and treatment period(s) .A statement that the trial will be conducted in compliance with the protocol, GCP (Good Clinical Practice CPMP/ICH/135/95 Step 5 Note for Guidance on Good Clinical Practice (CPMP adopted July 96)
CPMP/ICH/768/97  Explanatory Note and Comments to CPMP/ICH/135/95) and the applicable regulatory requirement(s). Description of the population to be studied.  References to literature and data that are relevant to the trial, and that provide background for the trial 


	


	Objectives of the Trial

	Primary:
	

	Secondary:
	


	STUDY DESIGN

Appropriate study design should be selected to achieve the desired outcome. A description of the type/design of trial to be conducted (e.g., double-blind, placebo-controlled, parallel design) and a schematic diagram of trial design. 

Ref.  CPMP/ICH/291/95 Note. for Guidance on General Considerations for Clinical Trials (CPMP adopted Sept. 97) CPMP/ICH/364/96  (Topic E10) Note for Guidance on Choice of Control Group for Clinical Trials (adopted July 2000)  

	

	Start date


	

	End of study date


	

	PARTICIPANTS
Please describe planned study population. Choice of participants should be appropriate for the indication proposed. Subjects should not have enrolled in a clinical trial during the preceding 12 weeks. Please describe how special populations such as women of childbearing age, children and the elderly will be handled in this study. Please comment on the special need for close monitoring due to safety considerations. Ref; CPMP/ICH/289/95  Note for Guidance on Ethnic Factors in the Acceptability of Foreign Clinical Data. (CPMP adopted Mar.98) CPMP/ICH/379/95  Note for Guidance on Studies in support of Special Populations: Geriatrics(CPMP adopted Sept. 93 CPMP/ICH/2711/99  (Topic E11) Note for Guidance on Clinical Investigation of Medicinal Products in the Paediatric Population.(Adopted July 2000) 


	


	INCLUSION CRITERIA

	


	EXCLUSION CRITERIA

If the medicinal product (s) is currently licensed it is recommended that the current summary of product characteristics (Previously known as the data sheet) is consulted for appropriate contraindications, precautions and warnings.

	


	Investigational Medicinal Product

Test and comparator




	Dosage forms and strengths:
	

	Dose Schedule:
	

	Route of Administration:


	

	Duration of treatment: 
	


	CONCOMITANT MEDICATION:

Please outline any concomitant medications that are permitted for the duration of the trial. If the medicinal product (s) is currently licensed it is recommended that the current summary of product characteristics (Previously known as the data sheet) is consulted for information on potential drug interactions.

	


	TREATMENT COMPLIANCE:

Please indicate how compliance with study treatment will be assessed and monitored. 

	


	SAFETY

Please detail how safety data will be collected.

Safety data should be collected according to the definitions of an adverse event and a serious adverse event as outlined in ICHE2A ref:  CPMP/ICH/377/95  Note for Guidance on Good Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (CPMP adopted November 94)  Clinical Trial Adverse Event/Reaction Reporting report forms are available on request from the IMB(!). A version of the Adverse reaction report form may also be downloaded from the Irish Medicines Board web site  INCLUDEPICTURE "http://www.imb.ie/images/menu/menu05.gif" \* MERGEFORMATINET 



	DEFINITION OF ADVERSE AND SERIOUS ADVERSE EVENTS

	


	PROCEDURES FOR MONITORING AND RECORDING ADVERSE EVENTS AND SERIOUS ADVERSE EVENTS

	


	STATISTICAL ANALYSIS PLAN

We recommend that consideration be given to the statistical considerations involved in both the design and analysis of proposed research studies prior to commencing the study.  /ICH/ CPMP 363/96  Note for Guidance on Statistical Principles for Clinical Trials.(CPMP adopted Mar.98)


	JUSTIFICATION OF POPULATION AND METHOD OF ESTIMATION:

The number of subjects planned to be enrolled, if more than one site the numbers of enrolled subjects projected for each trial site should be specified. Reason for choice of sample size, including or calculations of the power of the trial and clinical justification. Please include the level of significance to be used.


	


	DEFINITION OF ITT AND PP POPULATION

Please provide a definition of the per protocol population and the intention to treat population


	Per protocol population


	

	Intention to treat population


	


	CRITERIA AND PROCEDURE FOR DEALING WITH WITHDRAWALS FROM STUDY.

1. Criteria and procedure for withdrawal of subjects from the trial/ investigational product treatment 

2. The nature and periodicity of the data to be collected for withdrawn subjects. 

3. Replacement of withdrawn subjects. 

4. The follow-up for subjects withdrawn from investigational product treatment/trial treatment. 

Should be decided in advance.




	HANDLING OF DATA FROM SUBJECTS WITHDRAWN

The statistical handling of data from withdrawn patients should be defined a priori.

	


	CONTROL OF BIAS


	METHOD OF RANDOMISATION

Please describe the unit of randomisation, how the allocation schedule was devised and the method of execution of the randomisation process. 



	

	METHOD OF BLINDING

If applicable please outline the method of blinding proposed for this study. Please describe the similarity of treatment characteristics and evidence of successful masking among all involved in the study

	


	EFFICACY ENDPOINTS:

These may be primary or secondary. Please indicate the minimum important differences. c.f justification of population size. Please outline methods and timing for assessing, recording, and analysing of efficacy parameters.



	


	SAFETY ENDPOINTS:
Methods and timing for assessing, recording, and analysing of safety parameters.

Procedures for eliciting reports of and for recording and reporting adverse event and intercurrent illnesses.

	


	Consent form and patient information leaflet

Please provide an appropriate patient information leaflet providing a full explanation of the nature, purpose, procedures and risks associated with the study and consent form. Volunteers will sign the consent form a minimum of 6 days in advance of the study commencing. A separate consent form must be provided for any clinical trial involving testing of genetic material or sampling of genetic material for use at a later date .The patient information leaflet should contain a contact number for the principal investigator where he may be contacted

	


Recommended reading

1. World Medical Association Declaration of Helsinki

Ethical Principles for Medical Research Involving Human Subjects 16/10/2000.

2.Statistics with confidence. BMJ Second edition Altman, Machin, Bryant, Gardner

3. List of relevant ICH guidelines and topics 

LIST OF RELEVANT ICH GUIDELINES AND TOPICS

	Code/Reference
	Topic

	E1A

(CPMP/ICH/375/95)
	The Extent of Population Exposure to Assess Clinical Safety for Drug Intended for Long-term Treatment of Non-Life-Threatening Conditions

	E2/A

(CPMP/ICH/377/95)
	Clinical Safety Data Management: Definitions and Standards for expedited Reporting

	E2B

(CPMP/ICH/287/95)
	Clinical Safety Data Management: Data Elements for Transmission of Individual Case Safety Reports

	E2C

(CPMP/ICH/288/95)
	Clinical Safety Data Management: Periodic Safety Update Reports for Marketing Drugs

	E3

(CPMP/ICH/137/95)
	Structure and Content of Clinical Study Reports

	E4

(CPMP/ICH/378/95)
	Dose-Response Information to Support Drug Registration

	E5

(CPMP/ICH289/95)
	Ethnic Factors in the Acceptability of Foreign Clinical Data

	E6

(CPMP/ICH/135/95)
	Good Clinical Practice: Consolidated Guidelines

	E7

(CPMP/ICH/379/95)
	Studies in Support of Special Populations: Geriatrics

	E8

(CPMP/ICH/291/95)
	General Consideration for Clinical Trials

	E9

(CPMP/ICH/363/96)
	Statistical Principals for Clinical Trials

	E10

(CPMP/ICH/364/96)
	Choice of Control Group in Clinical Trials

	M3

(CPMP/ICH/286/95)
	Non-Clinical Safety Studies for the Conduct of Human Clinical Trials for Pharmaceuticals

	S6

(CPMP/ICH/302/95)
	Safety Studies for Biotechnology-Derived Products
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