CHECK IF NOT APPLICABLE  FORMCHECKBOX 

*All Protocols using a pharmaceutical agent/biologic or Natural Health Product MUST be submitted to the 
Research Support Pharmacist (RSP) (Room 3717) for a mandatory review. The RSP, in consultation with the PI or delegate, will determine the level of review and ongoing support required by Pharmacy (see www.sickkids.ca/ResearchEthicsBoard/documents/Pharmacyguidlines ). 

A minimum of 2 weeks is required for RSP to complete this review.
THE  HOSPITAL  FOR  SICK  CHILDREN

DEPARTMENT  OF  PHARMACY

CLINICAL INVESTIGATIONAL DRUG  INFORMATION FORM
GENERIC NAME (and placebo if applicable):      
TRADE NAME/MANUFACTURER (source of drug supply):      
If the product requires compounding by Pharmacy, submit information to the Pharmacy Department on stability, storage, dosage form and strength desired, solubility, and literature references.

REGULATORY STATUS IN CANADA:      
THERAPEUTIC CATEGORY:      
DOSAGE FORM AND STRENGTH:      
ROUTE OF ADMINISTRATION:      
INDICATION FOR USE:      
DOSAGE REGIMEN:      
KNOWN OR SUSPECTED ADVERSE REACTIONS:      
KNOWN OR SUSPECTED DRUG INTERACTIONS:      
HAS THIS DRUG BEEN USED (If yes give reference):      
In Adults -      
In Children /Adolescents -     
In Neonates –      
COMMENTS:      
PRINCIPAL INVESTIGATOR(S):      
AUTHORIZED DELEGATE(S):      
This form is to be completed for each clinical investigational drug.  The entire stock of the drug will be maintained in the Pharmacy and dispensed only upon receipt of a prescription signed by an authorized physician.

DATE                                                                               








Primary Investigator(s)’ signature

DATE 
 


  





Research Pharmacist- Mark Bedford/Darcy Nicksy
*All Protocols using a pharmaceutical agent/biologic or Natural Health Product MUST be submitted to the Research Support Pharmacist (RSP) (Rm 3717) for a mandatory review. The RSP, in consultation with the PI or delegate, will determine the level of review and ongoing support required by Pharmacy (see www.sickkids.ca/ResearchEthicsBoard/documents/Pharmacyguidlines). Allow a minimum of 2 weeks to complete the review. If it is determined that a pharmacy review is not required, the RSP will sign this Cost Finder as “not applicable”.
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DEPARTMENT  OF  PHARMACY

INVESTIGATIONAL DRUG STUDY COST FINDER
PROTOCOL TITLE:      
SPONSORSHIP/FUNDING:      
PRIMARY INVESTIGATOR(S):  
     
	PRE REB PROTOCOL REVIEW: (Usual range $100 to $850 depending on complexity)
	

	· Review of protocol/meetings with investigator(s)
	

	· Completion of REB forms: Pharmacy Cost Finder, Investigational Drug Info form, Utilization of Diagnostic Services Signature Page
	

	· Review Feasibility of Formulating Product/Placebo (blinding, placebo, physical stability studies)
	

	· ad-hoc meetings and pre-initiation site visit
	

	PHARMACY DISPENSING PROCEDURES AND SET UP: (Usual range $300-$2000)
	

	· Write Dispensing Procedures
	

	· Preparation of randomization / enrollment table / worksheets 
	

	· Finalization of Manufacturing Pharmacy formulation / production set up
	

	· Staff education i.e. study design/written  pharmacy procedure
	

	· Procurement/storage of drug supplies
	

	· Set-up of billing account for monthly charges
	

	· Set-up of Rx3000 and/or Kidcom databases 
	

	· Initiation meeting, ongoing education
	

	
	

	MONTHLY FEE includes:  ($20 - $100 month)  
	

	· Storage of inventory. Maintenance of drug inventory, accountability & records
	

	· Billing administration
	

	· Ad hoc meetings with investigator(s), sponsors and suppliers
	

	
	

	DRUG ACQUISITION COSTS (who is supplying & paying for study drug, control arm drug &/or placebo) 
	

	
	

	MANUFACTURING COSTS 
	

	· Manufacture of product/placebo including supplies/labour (+/-drug cost)
	

	· NP oral Unit dose ($1-$5/dose) / NP IV Intravenous dose preparation ($10 - $50/dose)
	

	
	

	DISPENSING FEES 
	

	· Inpatient( $10 – 20 / Rx ); Outpatient ($15 - $40/Rx)
	

	· Return drug tablet/liquid counts for patient compliance ($5 - $20/Rx)
	

	
	

	MISCELLANEOUS CHARGES 
	

	· Return or destruction of any study medications or supplies (sponsor/PI will provide courier)
	

	· Pharmacy involved Interactive Voice Randomization Systems (IVRS) $10 to $20 per patient.
	

	· Shipping of medications to patient ($25 handling fee + cost of courier)
	

	
	

	STUDY CLOSURE FEES: (Usual range $50-$150)
	

	· Return/Destruction of drug supplies to sponsor at conclusion of study
	

	· Preparation for storage of Pharmacy study documents for 25 years
	

	TOTAL  
	


Comments:

DATE   






Primary Investigator(s)’ signature

DATE 









Research Pharmacist- Mark Bedford/Darcy Nicksy
*This is only an estimate valid for 6 months.  Prices are subject to change depending on the final study procedures, design and pharmacy staffing availability. Research Support Pharmacy services are provided on a cost recovery basis. PI is responsible for ensuring assumptions used here are valid.
   CHECK IF NOT APPLICABLE  FORMCHECKBOX 

DIAGNOSTIC IMAGING STUDIES REQUEST FORM

FOR RESEARCH PURPOSES

Section A
This section to be completed and signed by the primary investigator(s).

Please submit completed form to Wendy Doda, Senior Project Manager, Research Room 2239.
Research Project Title:      
Primary Investigator(s):      
Radiologist Involved:      
(If not already the P.I.)
Modality:      
Type of Study Requested:      
(Please attach PROTOCOL)

Patient Safety Issues:      
(It is the responsibility of the P.I. to ensure that patients arrive 

safely.  If medical supervision is required, it is his/her responsibility

to make the necessary arrangements prior to study date).
Estimated Number of Patients:      
Storage of Research Images:      
Digital only
      
Hard copy
 

*Expected Start Date:      
Expected Completion Date:      
_____________________________ 


_______________________________

Signature – Primary Investigator



Contact Person
_____________________________


_______________________________

Date of Request





Phone #








_______________________________








Pager #

It is the Primary Investigator’s responsibility to notify Wendy Doda (x1922) of approval by the Hospital Committee. Upon notification, Research Consultation Request Forms (pink form) will be provided. DI will not accept any research patient without this pink form.

     CHECK IF NOT APPLICABLE  FORMCHECKBOX 

Project No.                           
   

DIAGNOSTIC IMAGING STUDIES REQUEST FORM

FOR RESEARCH PURPOSES

Section B
This section to be completed by Radiologist/Modality Team Leader.

Research Project Title:      
Protocol (As approved by Radiologist):      
Who is to report studies?      
Estimated time per study:      
Number of Technologists/RNs involved:      
Booking arrangements:
a) during regular hours
     ________________

b) after regular hours
     _________________
Cost Estimate:

(To include tech/RN time, film cost, supplies, use of equipment, contrast, sedation, etc.)
Method of Billing:

(             ) By cheque.  Please make cheque payable to Diagnostic Imaging.

(            ) By internal transfer of funds.  Please provide Fund #
___     ______________
Approval:
_____________________________
Date:
_________________



      Signature - Radiologist-in-Chief
Acceptance:
_____________________________
Date:
_________________



     Signature - Primary Investigator
	DI Contact List
	
	
	
	
	
	
	
	

	Dr. Paul Babyn
	Radiologist-in-Chief
	Rm 2107
	x6026
	
	Dr. Martin Charron
	NucMed
	Rm. 2234C
	X2006

	Dr. Bairbre Connolly
	Interventional
	Rm2173A
	x6034
	
	Dr. Charles Raybaud
	CT/MRI/MEG
	Rm.2135
	X5171

	Dr. K. Oudjhane
	GI/GU
	Rm 2132
	x8457
	
	Dr. David Manson
	Gen X-ray
	Rm.M642
	X6031

	Dr. Alan Daneman
	Ultrasound
	Rm M465
	x6922
	
	Ms. Wendy Doda
	Research Project Manager
	Rm.2239
	X1922



       CHECK IF NOT APPLICABLE  FORMCHECKBOX 

DEPARTMENT OF DIAGNOSTIC IMAGING

RADIATION EXPOSURE
RADIATION USED   (Isotope, X-Ray)      
DOSE ADMINISTERED (Bq) PER SUBJECT/STUDY   (1Bq 2.7x10- Ci)      
IS RADIATION FROM ESTABLISHED PROCEDURE?      
ABSORBED DOSE IN GRAYS (Gy) FROM EACH PROCEDURE?   (1Gy=100 Rads)      
GONAD  (cite reference if available)      
OTHER ORGANS RECEIVING HIGH DOSE   (i.e.: Target Organs)      
WHAT OTHER RADIATION EXPOSURE  (not trial)?

     
SPECIAL PRECAUTIONS   (e.g., Shielding, Blocking Agents, etc.)

     
	Hazards Committee Chairperson
Dr. Sylvester Chuang
	
	Date


[image: image1.png]SickKids




 

     CHECK IF NOT APPLICABLE  FORMCHECKBOX 

RESEARCH STUDY APPLICATION FORM
PLEASE NOTE:

1. Requests for costing of studies will require a minimum of 7 days advance notice, total time dependent on the complexity of the study.

2. Four weeks will be required from the time of notification to the lab of study/grant approval to study onset.

Protocol Title:      
Primary Investigator(s):      
Research Fellow:      
Brief Summary of Proposal:

 (or copy of REB application form)
     
Laboratory Component:

ie. purpose and methods proposed 
     
Proposed Number of Patients (and samples): 

eg. Gram stain and culture at time 0, 1 week, 4 weeks, 8 weeks per patient
eg2. CBC, glucose and TSH at time 0 weeks, with 10 subsequent weekly repeats
     
Expected Start Date:      
Expected Duration of Study or Finish Date:      
	
	
	     

	Primary Investigator’s Signature(s)
	
	Contact Name

	
	
	     

	
	
	Telephone #.

	
	
	     

	
	
	Pager #.


For Laboratory contacts, please see the

"Research Study Costing" form attached.


CHECK IF NOT APPLICABLE  FORMCHECKBOX 

	Lab use Only:

	Study I.D. #:


RESEARCH STUDY COSTING
This form to be completed after contact and discussion by investigator(s) with appropriate Laboratory Division Head(s) and DPLM Operations Manager.

	DPLM – Contact List August 2004

	Bacteriology
	Dr. Susan Richardson  x5992

	Biochemistry
	Dr. Khosrow Adeli  x8682

	Haematology
	Dr. Mohammed Abdelhaleem x6434

	Molecular Diagnostics
	Dr. Peter Ray  x6590

	Pathology
	Dr. Glenn Taylor  x7747

	Virology
	Dr. Susan Richardson  x5992

	Transfusion Medicine
	Dr. Wendy Lau x5440

	Research Coordinator
	Suzan Hanna X8382


Protocol Title:      
Study Specimens Will Be Labeled as:      
Primary Investigator(s):      
Costing Analysis:

(eg. For costs of supplies, labour, preparation time, data collection, referral out of specimens, etc.)
     
	Request for Costing Submitted:
	     

	
	Date:

	Costing Reviewed by Team Leader:
	     

	
	Date:



	Billing and Work Performance Agreement:



	Signature Lab Division Head:
	
	
	

	
	
	
	Date:

	Signature Lab Division Head:
	
	
	

	
	
	
	Date:

	Signature Principal Investigator:
	
	
	

	
	
	
	Date:

	Signature Financial Operations Director:
	
	
	

	
	
	
	Date:

	Method of Billing:



	Study Approval Notification by:
	
	
	

	
	Name:
	
	Date:

	Fund #:
	     
	
	

	
	
	
	

	Contact Telephone #:
	     
	
	     

	
	
	
	Name:

	Pager # / E-mail.
	     
	
	


The Hospital for Sick Children Research Institute 


CHECK IF NOT APPLICABLE  FORMCHECKBOX 

Clinical Research Support Unit

RESEARCH STUDY APPLICATION FORM

(Please note that you will need to contact CRSU at least 3 weeks before the REB application deadline in order to have your study assessed by a member of our team.)

If you have previously had contact with the CRSU regarding this project, please contact the same CRSU staff member to assist in completion of this form.  For general inquiries please contact Sara Quirk ext.3487
Primary Investigator:       Research Fellow/Trainee:      
Research Project Title:      
Summary of Proposal: Please attach brief summary.
Type of Support needed:

Study Design

 FORMCHECKBOX 


Biostatistics


 FORMCHECKBOX 

Data Management
 FORMCHECKBOX 


Other (please specify)

 FORMCHECKBOX 
      ______

If requesting Statistical Analysis please read attached summary of CRSU Statistical services and indicate below which category you think you would need:





Requested by Investigator

Agreed with CRSU

Basic I





 FORMCHECKBOX 




 FORMCHECKBOX 

Basic II




 FORMCHECKBOX 




 FORMCHECKBOX 

Intermediate I




 FORMCHECKBOX 




 FORMCHECKBOX 

Advanced




 FORMCHECKBOX 




 FORMCHECKBOX 

Extensive Involvement


 FORMCHECKBOX 




 FORMCHECKBOX 

Estimated Cost:      
(To be completed by CRSU team member, please note that this is only an estimate and is subject to change once data has been received and work commences).  

Payment:

 FORMCHECKBOX 

By internal transfer of funds. Please debit Cost Centre #     
(Please note that you will be billed periodically throughout duration of project.)

 FORMCHECKBOX 

Unfunded (Attach explanation of unfunded status.)

Contact for billing:      



Tel:      
____________________

     
PI Signature



Date

____________________

     
CRSU Signature


Date




CRSU Ref. #: ____________

CRSU Cost Structure for Statistical Analysis 


CHECK IF NOT APPLICABLE  FORMCHECKBOX 

(Please note that Database Design and Data Entry are not included).

The Research Institute set the cost at $75/hour.  Ball park estimates of costs per study are listed below.  Any specific study may fall between the levels and cost will be adjusted accordingly.

1. Basic I

· t-tests

· Chisq-tests

· Descriptive stats

· Less than 5 variables to test against 2 groups 

· Clean data by our standards

Estimated time:  5hrs

2. Basic  II

· Includes Basic I

· Up to 20 variables

· ANOVA

· Some categorical data

· Classical designs

· Regressions -- model building with variables given by investigator

· Data modification

Estimated time:  20 hours
3. Intermediate I

· Includes Basic II

· Plus up to 30 variables

· Complicated repeated measures ANOVA

· Standard complex designs for categorical data

· Extensive modeling - variables to be defined by statistical methods

· A few multivariate techniques maybe necessary

· Some data modification

Estimated time:  45 hours

4.  Advanced

· Includes Intermediate I

· Plus up to 50 variables

· Complicated repeated measures ANOVA

· Nonstandard designs
· Nonstandard complex designs for categorical data - research required
· Extensive modeling - variables to be defined by statistical methods

· Multivariate techniques should be performed

· Data modification

· Write stats section - research required

Estimated time:  70-100 hours 

5. Extensive Involvement

· Involvement in the study over several years
· Time and cost will be worked out with investigator
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SickKids Research Ethics Board
Long Application Form
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