Departmental Impact Assessment – Instructions

FORMS 
Departmental Impact Assessment (DIA)

Pharmacy Impact Analysis (if applicable)
Clinical Departments

PI Requirements
PI/LH Fee Structure Form & Letter of Agreement (LH internal form to be sent to PI)

INSTRUCTIONS:

	Step 1:
	Coordinator/Nurse/PI/Designate
	Complete attached forms (specific instructions below) and send to Research Director (nakozlowski@lakeridgehealth.on.ca) three weeks in advance of DIA Meeting (1st Tuesday of the month from 11 am -12 pm).  



	Step 2:
	Coordinator/Nurse/PI/Designate
	Send the completed documents via email to Research Director:

1) DIA Forms (as Word Doc);

2) Protocol Synopsis (scan);

3) Study Timeline/Schedule of Events (scan);

4) Drug profile & known SAEs, if applicable (scan);  

 

	Step 3:
	Coordinator/Nurse/PI/Designate
	PI & Coordinator/Nurse attend DIA Meeting (1st Tues of the month), provide brief synopsis of study and clarification on study procedures, etc. (NB: Videoconferences can be scheduled) 



	Step 4:
	Coordinator/Nurse/PI/Designate
	Obtain Signatures of approval at/following meeting.


	Step 5:
	Coordinator/Nurse/PI/Designate
	Submit originals to Research Director


	Step 6:
	Coordinator/Nurse/PI/Designate

	PI to sign LH Letter of Agreement, obtained from Research Director (signature required before Full Administrative & REB Approval)
*** NOTE: PI must inform Host-Program & Medical Director of study well in advance of the DIA meeting ***



Department Impact Assessment (DIA)
Note: Include all impacted areas, even if you are requesting to use your own pharmacy, nursing or lab support on-site – this still requires Director-level approval.
Protocol Title: 
PI: 


Site: 



Sponsor: 
Main Phone Number for PI:

24 Contact Phone Number for PI (for emergency purposes):
Summary of the Study:
Estimated Total # of Patients:

Start Date:

End Date:
Total Length of Study:
	Department

Name
	Impact Item/

Indicate Hospital Day(s)
	# of pts/year
	Name of Dir/Mgr
	Signature of Dir/Mgr

	Research/Ethics Coordinator to Complete
	Dir/Mgr to Complete

	Example:

Laboratory
Example:

CEPCP
	Phlebotomy (D1, D2, D3)
Training of Medics (D1, D2 & Bi-annually)
	10

30
	John Doe
Jane Doe
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Delete additional rows that are not required/completed
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Signature of Acknowledgement and Support from the Medical Director of the Program in which the study is to be conducted

	Medical Director Name
	Signature
	Date
	Comments

	
	
	
	


Pharmacy Impact Assessment (if applicable)
Note: Submit original signed FORM 2 to the Research Director after the DIA Meeting.
**Attach approved pre-printed orders on FORM 2, if applicable**

	PART 1 – to be completed by the Principal Investigator/Designate

	Principal Investigator:
	

	Sponsor:
	

	Full Study Title:
	

	If no Pharmacy impact please describe why:
	

	Pharmacy Role:
Type of Study:
	Open Label          
Blinded    

	
	Yes
	No

	Will there by a set of Preprinted Orders?
	
	

	Are orders attached on LH Form 2?
	
	

	Is Pharmacy involved in the following?

	· Receiving medication
	
	

	· Storing medication
	
	

	· Drug counts
	
	

	· Returning medication
	
	

	· Randomization of study participant
	
	

	· Order entry
	
	

	· Site Coordinator visit(s)
	
	

	How is product dispensed?

	· Drug Kit
	
	

	· IV preparation
	
	

	· Daily Dispensing
	
	

	· Other (specify):
	
	

	Drug Use:

	· Inpatient Use Only
	
	

	· Outpatient Use Only
	
	

	· Inpatient & Outpatients Use
	
	

	Special Storage Requirements in Pharmacy?
	
	

	If yes, please describe:
	

	
	

	

	Special Storage Requirements on units?
	
	

	If yes, please describe:
	

	
	

	

	Special Equipment Requirements?
	
	

	If yes, please describe:
	

	
	

	Does the sponsor provide special equipment?
	
	

	If yes, please describe:
	

	

	Study Drug Information:

	Name of Study Drug:
	     

	Dosage Form:
	
	Route:
	

	Reconstitution (if applicable):
	
	Stability:
	

	Special Labeling Instructions:
	

	Medication Schedule:
	

	Dispensed by:
	
	Dispensing Frequency:
	

	Randomization Window:
	

	Storage (location and conditions):
	

	Total Expected enrollment:
	

	Length of Study:
	

	Weekly Enrollment:
	

	

	PART 2 – to be completed by Pharmacist:

	START-UP ADMINISTRATIVE FEE ($500-$1000)
Review protocol

Meet with sponsor and/or research team

Develop dispensing procedure

Develop accountability dispensing form

Assist in the development of Doctor’s Order form

Randomization (optional)

Assemble procedures binder

Review of procedures with pharmacy staff

DISPENSING FEE

One-time fee for enrolling/randomizing patients ($50/patient)
IV STUDY ($50/dose/patient)
Daily professional/dispensing fee

Daily charges for materials (IV bags, syringes, labels, etc.)

ORAL STUDY ($15/event)
Dispensing fee

MAINTENANCE FEE ($400)
Periodic audit with monitor

Reordering, receiving and stocking of clinical drug supplies

Troubleshooting or addressing problems during course of trial

Replacing and returning expired clinical drug supplies
CLOSING FEE ($200)
Packaging and returning clinical drug supplies to sponsor

Final drug reconciliation

ON-CALL (if applicable)

Stand-by  ($360/week)
Call back  (Pharmacist $395/event) 

                 (Technician $215/event)
Note: Both a pharmacist and technician are needed if call back involves sterile product preparation
TOTAL ADMINISTRATIVE COSTS (Start-Up Fee, Maintenance Fee, Closing Fee): ______________

TOTAL PER PATIENT FEE (Dispensing Fee): ___________




Impacted Department Assessment
Note: Include all impacted areas, even if you are requesting to use your own pharmacy, nursing or lab support on-site – this still requires approval from the Director of the given program.
	
	

	LH Programs/Support Services Affected:
	
	Other Areas Affected (please list):
	

	Health Information Management 
	
	(e.g. office space in specific areas)
	

	Pharmacy 
	
	
	

	Laboratory & Genetic Services 
	
	
	

	Information Technology
	
	
	

	Diagnostic Imaging (e.g., Radiology, Nuclear Medicine, Ultrasound, etc.) 
	
	
	

	Emergency 
	
	
	

	Critical Care
	
	
	

	Finance 
	
	
	

	Human Resources 
	
	
	

	Infection Control 
	
	
	

	Materials Management 
	
	
	

	Continuing Care
	
	
	

	Maternal/Child 
	
	
	

	Medical Program 
	
	
	

	Nephrology 
	
	
	

	Oncology 
	
	
	

	PASS 
	
	
	

	Professional Practice 
	
	
	

	Rural Medicine 
	
	
	

	Surgical Program 
	
	
	

	Pediatrics 
	
	
	

	Stroke Center
	
	
	

	Cardiac Rehab
	
	
	

	CEPCP
	
	
	

	CCU (Cardiac Care Unit)
	
	
	

	Mental Health
	
	
	

	Pinewood
	
	
	

	Intensive Care Unit (ICU)
	
	
	

	Neonatal Intensive Care Unit (NICU)
	
	
	

	Operating Room (OR)
	
	
	

	Palliative Care
	
	
	

	GAIN Geriatric Clinic
	
	
	

	Kidney Care Clinic
	
	
	

	Rehabilitation
	
	
	

	Respiratory Therapy
	
	
	


PI Requirements

Note: The following requirements & reminders are set forth to ensure the safety and protection of patients participating in research at Lakeridge Health and to ensure seamless communication between and within hospital departments.

REQUIREMENTS:

The PI is required to obtain REB & Administrative Approval for any study he/she wishes to discuss with a patient on-site (the PI/Coordinator/Nurse is not permitted to discuss studies which have not been approved by the LH-REB and Administration);

The PI/Coordinator/Nurse must ensure that study information and 24-hour contact numbers are displayed within all impacted areas prior to on-site study activities (contact Research Director for assistance with location, etc.);

The PI/Coordinator/Nurse must provide all study patients who are enrolled in a clinical trial with an Identification Card for emergency situations, unless otherwise indicated by the LH-REB (PI to submit to LH-REB for Approval)*;

The PI/Coordinator/Nurse shall send a notification letter to the Family Physician of a patient indicating his/her participation in the study, if the patient consents to such notification, as outlined in the Informed Consent Form*;

To ensure patient safety, the PI is required to post a notice on the Bulletin Board (accessed via PCI) indicating that the patient is enrolled in a study with the research title listed. PLEASE NOTE, the PI is responsible for removing this information from the bulletin board for each patient upon study completion*, and; 

The Coordinator/Nurse must provide an educational in-service for all impacted areas prior to on-site study activities.

*Not required for non-clinical trials.
	Printed Name of Principal Investigator (PI)

	Signature of PI & Date (YYYY-MM-DD)
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