Application For Approval Of A Clinical Trial

1. ADMINISTRATIVE DETAILS

1.1 PROTOCOL NUMBER:

1.2 TITLE OF PROPOSED TRIAL:

1.3 MEDICINE: 

Chemical Name:

Non Proprietary Name:

Trade name:


Trial Drug Formulation:
Use(s):
1.4 APPLICANT (N.B. person responsible for conduct of the trial in New Zealand):


Name:


Address:


Phone Number:


Fax Number: 


Email address:

Designation:


2. FEES AND PAYMENTS

2.1
The fee for an application for approval of a Clinical Trial is $6,525 GST inclusive.  The fee for an additional trial using the same medicine, submitted at the same time, is $3,263 GST inclusive.

2.2
Upon receipt of an application Medsafe will issue a tax invoice which will be sent to the applicant with the acknowledgement letter.  Payment will be requested within 7 days and will be required to validate the application.  Payments are to be made on an invoice basis only - do not send payment with the application.

2.3
A customer reference can be quoted on the invoice.  Quote reference here:_______________
2.4
Do you wish the acknowledgement letter and invoice to be emailed to you?
Yes/No


Email address:

3. CLINICAL TRIAL DETAILS

3.1
Locus:
 FORMCHECKBOX 
 Individual
 FORMCHECKBOX 
 Multicentre

3.2
Trial will be conducted in:
 FORMCHECKBOX 
 NZ Only
 FORMCHECKBOX 
 International

3.3
Experimental Design

Page:


3.4 Basic design



 FORMCHECKBOX 
 Comparative
 FORMCHECKBOX 
 Non-Comparative 
 FORMCHECKBOX 
 Dose-ranging


 FORMCHECKBOX 
 Monotherapy
 FORMCHECKBOX 
 Add-on or combination therapy

3.5 Comparative studies


 FORMCHECKBOX 
 Randomisation 
 FORMCHECKBOX 
 Non-randomised


 FORMCHECKBOX 
 Single blinded
 FORMCHECKBOX 
 Double blinded
 FORMCHECKBOX 
 Non-blinded


 FORMCHECKBOX 
 Parallel groups
 FORMCHECKBOX 
 Crossover

3.6 Comparator



 FORMCHECKBOX 
 Active
 FORMCHECKBOX 
 Placebo
 FORMCHECKBOX 
 Other- give details

3.7
Total Number of Patients

3.8
Proposed Number of New Zealand Patients

3.9
Age range in years:  

3.10 
Sex:  FORMCHECKBOX 
 Both
 FORMCHECKBOX 
 Female
 FORMCHECKBOX 
 Male


4. INVESTIGATOR DETAILS

Please complete for each trial site (continue on reverse if you require more space).

Name and Address of Primary Site:


Site certification listed in Medsafe website is current
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


New or updated certification form attached
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

a)  
Name of Principal Investigator

b)
Designation
Curriculum Vitae attached
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Signed consent of the investigator to undertake the trial attached
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

c)
Names of Investigators (if any)

d)
Designation(s)


Name and Address of Secondary Site:


Site certification listed in Medsafe website is current
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


New or updated certification form attached
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

b)  
Name of Principal Investigator

b)
Designation
Curriculum Vitae attached
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Signed consent of the investigator to undertake the trial attached
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

c)
Names of Investigators (if any)

d)
Designation(s)

5. SUMMARY OF TECHNICAL INFORMATION ON THE MEDICINE

5.1.
 CURRENT STATUS OF MEDICINE

5.1.1. Has the medicine been approved for study for human clinical use in other countries?




Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

5.1.2. If approved, specify countries, when authorisation was given and extent or conditions of authorisation.

5.1.3.  Number of individuals so far studied on the medicine:  


5.1.4  Maximum duration of treatment studied:  


5.1.5  Maximum dose of treatment studied:  


5.1.6 What area of deficient information is being addressed by this trial? (i.e. what is the purpose of this trial?)

5.1.7 (a) Ethics Committee Approval requested: 
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 





(b) Name of Ethics Committee:

5.2 
PHARMACOLOGY OF MEDICINE
Please provide, in summary form, the following information as a separate appendix. Full details should be supplied in the case of a new active substance.  Check those sections provided in the appendix and show page numbers if there is no index.

5.2.1
Chemical and pharmaceutical data





Chemical structure
 FORMCHECKBOX 
 
Page:

Stereochemistry
 FORMCHECKBOX 
 
Page:

Physicochemical data (incl. solubility, pKa)
 FORMCHECKBOX 
 
Page:

Formulation (of trial medicine)
 FORMCHECKBOX 
 
Page:

Stability
 FORMCHECKBOX 
 
Page:


Bioavailability
 FORMCHECKBOX 
 
Page:
5.2.2
Animal data as attached




Pharmacology
 FORMCHECKBOX 
 
Page:


Toxicology
 FORMCHECKBOX 

Page:
5.2.3
Human data as attached





Pharmacokinetics
 FORMCHECKBOX 
 
Page:


Pharmacodynamics
 FORMCHECKBOX 
 
Page:


Efficacy
 FORMCHECKBOX 
 
Page:


Side effects
 FORMCHECKBOX 
 
Page:


Interactions
 FORMCHECKBOX 
 
Page:

6. SUMMARY OF PROPOSED CLINICAL TRIAL
Note:  This sets out the basic methodological information required and is a guide to the preparation of protocols. Careful attention to these details will facilitate processing and improve the trial.

Information should be identified by checking the box and citing the page number of the protocol. If the protocol does not contain the information, please comment in the spaces provided and/or attach supplementary papers.

6.1

SPECIFIC AIMS: Where are the boxes to check (as per instructions above)?

(a)
Specific statement of hypotheses to be tested
 FORMCHECKBOX 

Page:



(b)
Justification for and significance of study
 FORMCHECKBOX 

Page:



(Set out in a few lines only a brief summary - detail can be provided in protocol)

6.2 
SUBJECTS







Page:______


6.2.1 
Non-patient volunteers:  

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

6.2.2 
Patient volunteers:

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

6.2.3
Primary diagnosis:


6.2.4
Contrast/Control groups

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


If yes, contrast and matching variables specified
 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No

6.3
RECRUITMENT AND SELECTION METHODS
 FORMCHECKBOX 
 

Page:

6.3.1
Inclusion criteria
 FORMCHECKBOX 
 

Page:


Exclusion criteria
 FORMCHECKBOX 
 

Page:


Criteria for exclusion during trial
 FORMCHECKBOX 
 

Page:

6.3.2
Handling of emergencies during trial
 FORMCHECKBOX 
 
Page:


6.3.3   Estimated time to recruit subjects: _______________________________________

6.4
MEDICINE

Page:  

6.4.1
Dosage
 FORMCHECKBOX 
 
Page:


(provide an outline of the proposed dosing schedule).
6.4.2
Route
 FORMCHECKBOX 
 
Page:


6.4.3
Washout of existing medication
 FORMCHECKBOX 
 
Page:


6.4.4
Other medicines/treatments to be continued during trial
 FORMCHECKBOX 
 
Page:


6.4.5
Other medicines not permitted during trial
 FORMCHECKBOX 


Page:

6.5
ASSESSMENTS AND WHEN MADE

Page:  


6.5.1
Of trial efficacy
 FORMCHECKBOX 
 
Page:


6.5.2
Of toxicity/side effects
 FORMCHECKBOX 
 
Page:


6.5.3
Of compliance
 FORMCHECKBOX 
 
Page:


6.5.4
Of trial termination, if trial is hazardous (or obviously successful)
 FORMCHECKBOX 
 
Page:


6.5.5
Other
 FORMCHECKBOX 
 
Page:


6.6 
DATA ANALYSIS 
Page:  _______

6.6.1
Has a biostatistician been consulted?
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If so, who? (name and affiliation):



If not, who will analyse the data?

6.6.2
Justification for number of subjects to be recruited
 FORMCHECKBOX 
 

Page:  _____

6.6.3
How dropouts and discontinuations will be handled
 FORMCHECKBOX 
 

Page:  _____

6.6.4
Summary table of phases, measures and measurement points
 FORMCHECKBOX 
 

Page:  _____


(Optional, but desirable in any complex trial)
6.6.5
Is eventual publication of the results in a medical/scientific
 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No



publication an objective of this study? 


Page:  _____
6.6.6
Comments: (Optional)


6.7 
PATIENT INFORMED CONSENT
 FORMCHECKBOX 
 

Page:  _____


(For information only)

6.7.1
Consent form and procedure included
 FORMCHECKBOX 
 

Page:  _____
6.7.2
Patient information sheet included
 FORMCHECKBOX 
 

Page:  _____
6.7.3
Patient advocate nominated
 FORMCHECKBOX 
 

Page:  _____


6.8
SUBJECT INDEMNITY INSURANCE 

Has a statement been included on the compensation of the subjects or 

patients for any injury occurring due to the trial 
 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
 No

(including costs of legal or ACC proceedings)?
Clinical Trial Site Self-Certification Form
Section 1: Site details 
	Company name
	

	Full address
	

	
	

	
	

	
	

	Contact Name
	

	Telephone Number
	

	Fax Number
	

	Cell phone number
	

	Email
	


Is this site linked to any other clinical trial site? Please give details and highlight any major differences between the sites.

Section 2: Site Facilities and Procedures

	Hospital Agreements

	Does the Site have an existing formal agreement with a local hospital for supporting emergencies arising from clinical trials?


	 FORMCHECKBOX 
 Yes –please append the agreement

	
	 FORMCHECKBOX 
 No – please detail the communication and notification procedures in place to demonstrate how hospital emergency response teams are aware of the unit and the nature of research undertaken
 FORMCHECKBOX 
 Not Applicable- trial site is within a hospital

	Have hospital emergency teams or ITU teams visited the site?
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
  Not Applicable – if yes describe the circumstances

	What is the estimated transfer time from the site to ITU facilities?
	

	Training and Experience of Personnel

	Please provide a current organogram for medical and clinical staff
	

	Describe the minimum staffing levels in place during the clinical conduct of a study
	Or append policy

	Describe trained staffing levels on dosing days and overnight stays
	Or append policy

	Describe the procedures in place for training and refresher training in emergency resuscitation procedures
	

	How often do rehearsals of emergency procedures take place?  What records are retained? Who is involved?
	

	Description of Study Process Procedures

	Describe the procedure in place to address over-volunteering of subjects
	Or append the written procedure

	Describe the procedure in place for handling medical emergencies
	Or append the written procedure

	Describe the procedure for out-of-hours medical cover
	Or append the written procedure

	Describe the procedures for unblinding in the event of an emergency
	Or append the written procedure

	Describe the procedure for dose escalation if applicable
	Or append the written procedure

	What audit processes are in place
	How do you ensure the unit complies with its own procedures and how are the procedures assessed for adequacy?

	Description of Emergency Equipment and Facilities

	Describe what items of equipment are stocked in the emergency trolley as a minimum
	

	Describe the frequency and method of checking the contents of the emergency trolley and how these checks are documented
	

	Detail what continuous monitoring equipment is available
	

	Describe the procedure in place for the accurate identification of subjects to ensure that the person screened is the person dosed
	

	Describe what 24-hour emergency contact details are provided to subjects for use while they are outside the unit
	


Section 3: Key Personnel 
Please complete this section for all key personnel (please add additional tables if required)

	Name
	

	Job Title
	

	Full address
	

	
	

	
	

	
	

	
	

	Employment Status
	Full time/ part time/ consultant

	Telephone number
	

	Fax number
	

	Cell phone number
	

	Email
	

	Qualifications

(include life support training, MCNZ number and APC)



	Experience

(brief details of relevant employment and responsibilities )



	Professional Associations




Section 4: Declaration

To the best of my knowledge and belief the particulars I have given in this form are correct, truthful and complete.

I confirm that any significant changes to the content of this self certification will be notified to Medsafe (to the address below)

Principal Investigator

Signed:-------------------------


Date:--------------------------------

Name:--------------------------




CEO of organisation where the trial site is located

Signed:-------------------------


Date:--------------------------------

Name:--------------------------




Clinical Trial Six Monthly Report Form
Clinical Trial Six Monthly Report
	Ministry of Health Reference 
	TT50-

	Protocol Number
	

	Name of Medicine
	

	Stage of the study
	

	Is the planned study time-frame still appropriate?
	

	Next six monthly progress report due on
	


For Each New Zealand Site1 
	Site details:
	Number in this 6-month period?
	Cumulative number 
	Percentage of target

	Number of Patients Enrolled
	
	
	

	Number of Dropouts
	
	
	

	Number of Withdrawals due to adverse events
	
	
	


1please include further tables if necessary

World wide Cumulative Details 

	
	Total number of subjects recruited
	Percentage of target

	Number of Patients Enrolled
	
	

	Number of Dropouts
	
	

	Number of Withdrawals due to adverse events
	
	


Summary of Serious (CIOMS definition) Adverse Events from the last 6 months2.3
New Zealand Sites

	MedDRA PT
	Study medication4
	Subject data (including code age and gender)
	Withdrawn from trial?

	
	
	
	

	
	
	
	


Worldwide

	MedDRA PT
	Study medication4,5
	Number of events/ number subsequently withdrawn from trial5
	Cumulative number of events

	
	
	
	

	
	
	
	


2 Please expand the table(s) if necessary
3 please only include serious events as per CIOMS definition

4 If the subject is still blinded please indicate
5 numbers in the last 6 month period
Please note that Sponsors should only expedite reports (following ICH E2A guidelines) for any SAE for which unblinding of the patient’s treatment has occurred at any NZ sites. No expedited reporting of individual SAEs at sites in other countries is required. 
Any New Data on the Investigational Product: e.g. new pharmacokinetic data
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