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 FORMCHECKBOX 

E&I Form 04 – Invoicing Information
 FORMCHECKBOX 

E&I Form 81A or B – Study Information


 FORMCHECKBOX 

CV or resume
 FORMCHECKBOX 

Acquisition site information

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Submit package to submit@eandireview.com
E&I Form 81 is about the study and use of specimens.

This form is about you, the investigator.  It concentrates on your qualifications, study implementation and the local issues.

Both are necessary.
	A. Investigator 

	A.1.
	  Principal Investigator
	  Lead Contact Person

	Name (with degrees)
	     
	       

	Mailing address
	     
	     

	City, State, Zip
	     
	     

	Phone
	     
	     

	Fax
	     
	     

	E-mail
	     
	     


	A.2.  Your Research Experience:

	· Have you been a Principal Investigator in the last five years? 
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	· Has any IRB disapproved, suspended or terminated any of your studies?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
  FORMCHECKBOX 
 N/A

	· Has the FDA ever audited any of your investigations? (Attach the FD 483 or letter, if any.)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
  FORMCHECKBOX 
 N/A

	· Did the FDA or a study monitor report any deficiencies? (Please attach explanation)
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
  FORMCHECKBOX 
 N/A

	Explain any yes response:
	     

	A. 3.  Your Possible Conflicts of Interests - Screening:

	· Do you have any equity, ownership or patent position with the sponsor or with a competing company?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


	· Do you have any official duties or titles with the sponsor?  Consultancy? Officer? Director?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
  FORMCHECKBOX 
 N/A

	· Are you being remunerated for your participation?  If yes, in what form?


 FORMCHECKBOX 
 Non-Monetary?
 FORMCHECKBOX 
  Monetary?  
 FORMCHECKBOX 
   Salary only
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
  FORMCHECKBOX 
 N/A

	Explain any yes response and attach E&I Form 31:
	     

	A. 4.  Your Role Within This Study

	Your role in this study (check all that apply)


	 FORMCHECKBOX 

This is investigator initiated and I am responsible for all facets.

 FORMCHECKBOX 

I am responsible for interacting with subject-donors and banking or transferring the samples elsewhere.

 FORMCHECKBOX 

I am doing only lab work on a study contracted for by the sponsor.

 FORMCHECKBOX 

I am on a team but am only responsible for the end use of the specimens.

Other:      


	B. The Study 

	This is to assure connection with other materials.

	B.1.   Identification

	Study Title
	     

	Version
	     

	Sponsor
	     

	Sponsor contact, if not investigator
	     


	C.
Facility Relationship and IRB Coverage

	C.1.
	Are you required to have IRB approval through your employer?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Other

If yes, do you have that employer’s IRB Waiver E&I Form 32

	C.2.  Information About the Site Where Samples Are Acquired

	Use E&I Form 83 if there are additional sites.

	Prospective or retrospective:
	The samples  FORMCHECKBOX 
 are to be or  FORMCHECKBOX 
 were already collected?

	Name and address of facility:

	     

	Name, title, and contact information for person responsible for that facility:
	     

	Type of facility:
	 FORMCHECKBOX 
  Hospital 
 FORMCHECKBOX 
  Reference lab 


 FORMCHECKBOX 
  Clinic associated with a hospital
 FORMCHECKBOX 
  Free-standing clinic

 FORMCHECKBOX 
 Private practice
 FORMCHECKBOX 
  Other:      

	

	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

(If yes, please have that IRB sign the waiver form.)

	Are you receiving any identifiable health data from this site? 


	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

If yes, discuss HIPAA compliance. 

     

	C.3.   Performance Site information  ( FORMCHECKBOX 
   same as above) 

	Name and address of facility where study procedures will occur:
	     

	Name, title, and contact information for person responsible for that facility:
	     

	Type of facility:
	 FORMCHECKBOX 
  Hospital 
 FORMCHECKBOX 
  Reference lab 


 FORMCHECKBOX 
  Clinic associated with a hospital
 FORMCHECKBOX 
  Free-standing clinic

 FORMCHECKBOX 
 Private practice
 FORMCHECKBOX 
  Other:      

	Is there an IRB at the facility?
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

(If yes, please have that IRB sign the waiver form.)

	Are you creating or disseminating any identifiable health data from this site? 
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

If yes, discuss HIPAA compliance. 

     


	D.
Study Subjects

	D.1.  Are There Human Subjects?

	For FDA regulated Devices only:  

Is there any use of specimens to judge safety or effectiveness of a test device or to create data to be used in an FDA submission?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, consent must be a consideration at some minimalist level.

	For all other studies:
Is there intervention or interaction with the donors for purposes of collection?

Is there collection or use of identifiable personal information for purposes of this study?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If no to both, there may be no human subjects to consider.  

	D.2.  Subject Involvement?

	Will you interact with subjects?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No  

If yes, explain:      

	How many samples/records are to be collected?      
	     

	D.3.  Identity

	How much identifying information will the investigator have access to?
	     

	At what point is identifying information completely separated from the sample or record?
	 FORMCHECKBOX 
 
Anonymous when collected (no personal data was ever collected.

 FORMCHECKBOX 

Anonymized when leaving collection site (identifiers collected, link obliterated)
 FORMCHECKBOX 
 
Linked by a code when leaving collection site

Please explain:
     

	D.4.  Recruitment or Acquisition

	Where will you find subjects and/or specimens or records?
	 FORMCHECKBOX 

your own client base, sample repository or data base to which you have both legal and ethical access

 FORMCHECKBOX 

employees

 FORMCHECKBOX 

advertising

 FORMCHECKBOX 

samples previously gathered for clinical use

 FORMCHECKBOX 

samples previously gathered within a clinical trial

 FORMCHECKBOX 

a repository or bank that will obtain samples or data

 FORMCHECKBOX 

other:      

	Are subjects/donors likely to be: 

· legally competent?

· mentally capable?
	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No    FORMCHECKBOX 
  Unknown

If no to either, please explain, 

     

	D.5.  Reporting of Results

	Will any reports or results be returned to the subject?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	Will any reports or results be returned to the referring physician or facility?  
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	If yes, will the information be labeled as experimental?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	D.6.  Consent Process

	If consent was gained elsewhere, document what you know about that consent.

	 FORMCHECKBOX 
  We have a copy or sample of the approved consent form (attached)

 FORMCHECKBOX 
  We have no idea but …

 FORMCHECKBOX 
  we have a copy of the approval (no consent form) from the local IRB (attached) or 

 FORMCHECKBOX 
   we have assurance from our source that consent was appropriate (attached)

	If you are responsible for gaining consent:


	PROCESS

Is there to be any consent discussion? 


 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No



If yes, who will request subject consent?      
If no, explain the reason:       
DOCUMENTATION OF CONSENT

Are you asking for a waiver from getting documenting consent?  (An explanation of how the waiver requirements have been met is attached.)
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


	D.7  Financial Information

	Payment or Compensation to subjects

	
Are subjects/donors being paid for participation
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Unknown

	
Is there a chance donors could share in the profit from product development?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Unknown

	
Re: subjects being reimbursed for expenses?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Unknown

	
Are samples being re-sold or transferred for another study?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Unknown

	Charges or Costs to Subjects

	Will subjects (or their third party payor) pay for any part of participation?  
	 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes – for the clinical use but not for the later research use

 FORMCHECKBOX 
  Yes – for research use

	
	$     
Estimate of total amount a subject might be asked to pay.
$     
Estimate of total amount an insurer might be asked to pay.


	E.
Community

	The IRB is charged with considering “community values” but the members may not know your area of the country or the place where samples are collected.  This section should help acquaint us with the area involved in your application.

	Are there any “community values” or “local issues” that the IRB should consider?

· legal issues

· value judgments about the condition being studied 

· concerns about the procedure being used?

· Disagreements with local hospitals or care providers

· Privacy or confidentiality?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Unknown

If no to any, please explain: 

     

	Are there any other possible community concerns?
	     


.
	Signatures
	Principal Investigator

	
	The information in this document is correct and is complete.

I will follow the protocol, the pertinent regulations and any additional requirements of the IRB.

I will notify the IRB of:

· 
any deviations from protocol taken to protect the subjects from harm.

· 
every serious or unusual or unanticipated adverse event.

· 
the result of any FDA clinical investigator audit, and

I, or my designee, will obtain informed consent from each subject on the approved consent form, allowing each person adequate time before the study to consider the question.

I give permission for E&I or its agents to check the information in this form and accompanying information.

I will protect the rights and welfare of each subject to the best of my ability.

	Signature
	

	Printed name
	

	Title
	

	Date
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