CCHHS Institutional Review Board, Hektoen Building Rm 333, 627 S. Wood, (312)864-4820 Fax (312)864-9210


D. II
a.  Pharmacy participation
b.  Laboratory participation 

c.  Research Safety

d. Financial Interest Statement

D-II.a   (intermim)
PHARMACY COST FORM FOR INVESTIGATIONAL DRUG (IND) 

STUDY PARTICIPATION  

	Protocol Title: 


	Principal Investigator:
	
	
	# of Patients:
	

	IND pharmacist on study
	
	
	
	


	Pharmacy Activities
	YES
	
	NO

	A. Storage of study drugs and dissemination of forms
	
	
	

	B. Protocol Development
	
	
	

	C. Development of patient information forms
	
	
	

	D.  Scientific Committee, Drug & Formulary Committee, and other           consultations
	
	
	

	E. Coding/Binding/Randomization
	
	
	

	F. Development and preparation of information sheets for professional staff
	
	
	

	G. Coordinating of procurement, preparation packaging, labeling, and distribution of study drugs
	
	
	

	H. Record keeping (inventory, receiving, daily reconciliation, etc.)
	
	
	

	I.  Patient Monitoring
	
	
	

	J. Transfer of drugs to other institutions
	
	
	

	K. Inservice to pharmacists, technicians, and others
	
	
	

	TOTAL COST:
	$                                         Per Patient
	

	L.  Print Out
	Data generation of drug(s)prescribed.
	


Notes:
1. To comply with government and JCAHO requirements, investigational drugs are dispensed by Dept of Pharmacy.

2. The total cost indicated on this form is due at the completion of the IND study as requested. At Cook County  Hospital, funds should be designated to the Pharmacy Education Hektoen account # 681.

3. Pharmacy approval must be obtained if study drugs are to be brought in from another institution.    

	Cost Approved By:

	

	Name (Print or Type)
	Title
	Signature
	Date
	

	

	Principal Investigator’s Signature - Indicates agreement with the above
	Date  
	


D-II.b (interim)
LABORATORY Worksheet
	Protocol Title: 
	MD Investigator:


	Prepared by: 

	
	Date:
	# of Patients: 


LABORATORY SERVICES REQUIRED


1. 
List the laboratory services to be performed to complete each protocol.


2. 
Indicate which are part of routine care and which are additional procedures required by the protocol.


3.
Note that Laboratory approval must be obtained if specimens are to be taken to another institution for    analysis.


4.
At John H. Stroger , Jr. Hospital, funds should be designated to Hektoen account #3501

	
	For Laboratory Use

	Procedure/ Test
	# per protocol

	Routine Care
	Not Routine Care

	Estimated non-routine cost per protocol

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	Total Cost of Non-Routine Lab Services
	


APPROVED:
	
	
	
	
	@

	Name (Print or Type)
	Title
	Signature    
	Date
	


D-II.c   RESEARCH SAFETY FORM
This form is to be filled out if potentially hazardous materials will be brought to the hospital campus for the purpose of carrying out research; if recombinant DNA will be used for research; or if radioisotopes will be used for research outside the scope of regular patient care.

For more information consult the CDC-NIH guide “Biosafety in Microbiological and Biomedical Laboratories”, available in Room 333 Hektoen building. It can also be found online by going to:


http://www.orcbs.msu.edu/biological/BMBL/BMBL‑1.htm    or



http://www.cdc.gov/od/ohs/biosfty/bmbl/bmbl‑1.htm           or
At  John H. Stroger, Jr. Hospital of Cook County contact the Safety Office: Linda Larson 864-0440
You may be asked to show this form when receiving shipments of hazardous agents.
	Responsible Investigator:


	Department/

Division:
	Phone Number:

	Title of Research Project:



	I.
FOR ALL PROJECTS USING HAZARDOUS AGENTS OR RECOMBINANT DNA

	Where will the experiments be carried out? (Give room numbers)
	

	Concentration of agents to be generated or employed
	

	How will the agents be transported?
	

	How and where will the agents be stored?
	

	Will you use physical containment equipment (i.e., hoods, safety cabinets, glove boxes) when handling these agents?  Describe, including location.
	

	How will the agents be disposed of?
	

	Hazard Assessment.  What hazards can a lab employee reasonably anticipate? 
	

	Describe any risk of infection (percutaneous, mucous membrane or aerosol exposure).
	

	Have you reviewed the medical surveillance practices recommended in the agent summary statement of the CDC-NIH Biosafety Manual for personnel at risk?
	

	What safety training will be given to those under your supervision who will handle or dispose of  these agents?  Do employees who will work near these agents know where the MSDS sheets are kept?
	

	Are the appropriate MSDS sheets on file with the Safety Office?
	

	II.  HAZARDOUS AGENTS TO BE USED

	List toxic chemical(s) or biohazardous agent(s) to be used:  (Include full name and clone, strain, or serotype if applicable.)
	Source of the agent(s)
	Biosafety Level of Biological Agent(s)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	III.  
RECOMBINANT DNA

	Biosafety Level as specified in the NIH Recombinant DNA  Guidelines.
	

	Briefly describe  how r DNA is involved in your research.  Is another institution involved in this research? Has this research been submitted to an Institutional Biosafety Committee? 

	

	IV.  RADIOACTIVE MATERIALS

	Radioisotope
	Approval #
	Method of Disposal

	
	
	

	
	
	


HOSPITAL SAFETY OFFICE APPROVAL
	
	
	
	
	@

	Name (Print or Type)
	Title
	Signature    
	Date
	


D-II.d   FINANCIAL INTEREST STATEMENT  (FIS)
INSTRUCTIONS

For all Research Projects, All Listed Investigators Must Disclose Significant Financial Interests on the “Investigator’s Acknowledgment” Page (see form D-III)
 An "Investigator" means the Responsible Investigator and any other person who is responsible for the design, conduct, or reporting of research.    For purposes of determining financial interests, the Investigator's interests include those of his/her spouse and dependent children. 

If a Significant Financial Interest Exists, It must Be Disclosed in this Financial Interest Statement
This form is to be filled out only if you marked “Yes” on the Investigator’s Acknowledgment in response to the question: “Do you have a  financial interest in this research?”

What Constitutes a Significant Financial Interest?
Significant Financial Interest means anything of monetary value, including but not limited to,

salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g.,

stocks, stock options or other ownership interests); and intellectual property rights (e.g., patents,

copyrights and royalties from such rights). 

Financial interests which are subject to reporting for any given research proposal include those

which:

 
Would reasonably appear to be affected by the specific research proposed; 


and/or


Are interests in entities whose financial interests would reasonably appear to be affected by the research. 

The term "Significant Financial Interest" does NOT include: 


Salary, royalties, or other remuneration from the applicant institution; 


Any ownership interests in the institution, if the institution is an applicant under the Small Business Innovation Research  Program; 


Income from seminars, lectures, or teaching engagements sponsored by public or nonprofit entities; 


Income from service on advisory committees or review panels for public or nonprofit entities; 


An equity interest that when aggregated for the Investigator and the Investigator's spouse and dependent children, meets both of the following tests: 

1.     Does not exceed $10,000 in value as determined through reference to public prices or other reasonable measures of fair market value, and

             2.     does not represent more than a five percent ownership interest in any single entity;


Salary, royalties or other payments that when aggregated for the Investigator and the Investigator's spouse and dependent children over the next twelve months, are not expected to exceed $10,000. 

A financial interest also does not include revenues received by your institution in the form of grants, contracts, or donations for projects for which you are the principal investigator or project director.

If a Significant Financial Interest Exists, What Actions Must be Taken? 

Investigators are required to report any significant financial interests at the time of applying for institutional approval of a research proposal. A box is included next to the investigator’s signature block in Form D-III and in the Animal Research Application (Supplement B)  to indicate if a significant financial interest exists.  If there is a significant interest, the Financial Interest Statement (Section D-II.d) must be completed and submitted with the application for institutional approval.  

The Scientific Committee (IRB) or the Institutional Animal Care and Use Committee, as part of the normal protocol review process, consider any reported interests, determine if there is a potential conflict of interest, and, if so, will determine how to manage, reduce or eliminate the conflict.  If your research project does not require the use of human or vertebrate animal subjects, submit a copy of the research protocol and the Financial Disclosure Form to the Office of Research Development.

Examples of conditions or restrictions that might be imposed to manage conflicts of interest

include, but are not limited to: 

        1.           Public disclosure of significant financial interests; 

        2.           Monitoring of research by independent reviewers; 

        3.           Modification of the research plan; 

        4.           Disqualification from participation in all or a portion of the research funded; 

        5.           Divestiture of significant financial interests; or 

        6.           Severance of relationships that create actual or potential conflicts. 

D-II.d   FINANCIAL INTEREST STATEMENT  (FIS)
All personal financial interests with a potential relationship to the research proposed must be listed.  Financial interests not related to this research do not need to be listed. 

Grants and contracts for which you are the PI which are awarded to an institution (e.g., Hektoen, Stroger  Hospital of Cook County, Provident Hospital). They are NOT considered personal financial interests.

The interests of a spouse or dependent child are considered to be the same as the interest of the investigator making the statement.  For all questions, the aggregate interest of investigator, spouse and dependent children determine if the interest exceeds the $10,000 or 5% ownership threshold for reporting. 

1.  
List the name and instrument of ownership in any entity with a potential financial interest in this research in which the ownership interest held at the date of filing is in excess of $10,000 fair market value or for which the ownership interest is 5% or more.   No time or demand deposit in a financial institution, nor any debt instrument need be listed.

            BUSINESS ENTITY               INSTRUMENT OF OWNERSHIP

2.  
List the name, address and type of practice of any professional organization with a potential financial interest in this research, in which the investigator (or spouse or dependent child) was an officer, director, associate, partner or proprietor or served in any advisory capacity, from which income in excess of $10,000 is expected to be derived during the next 12 months.

        NAME              
ADDRESS           

TYPE OF PRACTICE

3.  
For any entity with a potential financial interest in this research, list the nature of professional services rendered (other than to a Cook County Bureau affiliate or the Hektoen Institute) and the nature of the entity to which they were rendered if the investigator expects to receive fees exceeding $10,000 during the next 12 months.
4.  
List the name of any entity from which income other than for professional services in excess of $10,000 is expected to be derived during the next 12 months. List the title or description of any position held in that entity.  No time or demand deposit in a financial institution nor any debt instrument need be listed.

5.  
List the name of any entity with a potential financial interest in this research from which a gift or gifts, or honorarium or honoraria, valued in the aggregate in excess of $10,000, is expected to be received in the next 12 months.
6. 
List any copyrights from which the investigator may derive a financial interest, and the proceeds from which may be affected by this research.

7. 
List any patents or patent applications from which the investigator may derive a financial interest, the proceeds from which may be affected by this research.

Please attach additional pages if necessary.
