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E&I Midwest Business Office
14400 East 42
nd
 Street, Suite 240
Independence, MO  64055
Phone (816) 421-0008
 
Fax (816) 356-2227 
E&I West Coast Board
 
5710 Paradise Drive, Suite 11
Corte Madera, CA  94925
Phone: (415) 485-0717
Fax:  485-0328
)[image: ]
"The high research value of human biological materials does not override the rights of individuals to protect themselves from possible adverse consequences of the research use of such materials."  (NBAC Draft Report. p. 124)
[bookmark: _GoBack]	|_|	E&I Form 04 – Invoicing Information	|_|	E&I Form 82 – Investigator Information
	|_|	Protocol, as appropriate	|_|	Consent Form or Consent Waiver  -  E&I Form 26A
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.
Send package to submit@eandireview.com
This form is about the creation, use or disseminatin of the specimens in your specific study.
E&I Form 82 is about you, the investigator.  Both are necessary.
	Study Identification

	Study Title
	[bookmark: Text1]     

	Study ID
	     

	Sponsor Name
	     

	Sponsor Contact
	     

	Contact Phone, Fax & E-mail
	     



	B.  Expedited Review Justification

	|_|   Full board review is needed.
|_|   We seek expedited review.
To qualify for the expedited process the study procedures must pose less than a minimal risk of harm to subjects and must fit into one or more of the categories below.

Minimal risk" means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests

	B.1.   Regulatory Requirements

	|_|  The Common Rule (most federal funding sources)
|_|  FDA   (|_|  Drugs    |_|  Devices)
|_|  Other:      

	B.3.  All of the procedures in your study protocol must fit into one or more of the categories below

	|_|
	1bi
	Research on medical devices for which an investigational device exemption application is not required

	|_|
	1bii
	Research on medical devices for which the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

	|_|
	2a
	Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from healthy, nonpregnant adults who weigh at least 110 pounds.  (The amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week.) 

	|_|
	2b
	Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture a from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected.  (The amount drawn may not exceed the lesser of 50 ml or 2 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.)

	|_|
	3
	Prospective collection of biological specimens for research purposes by noninvasive means  (The samples are not available at the time the request is made.

	|_|
	5
	Research involving materials (data, documents, records or specimens) that have been collected or will be collected solely for nonresearch purposes (such as medical treatment or diagnoses).



	C.  Study Description

	This section seeks information specific to IRB review criteria.  It will supplement the information in your protocol or study description.

	C.1. 	Project Purpose:   What are you doing for which you need IRB approval?

	Description of the purpose:       

	|_|  Development of safety or effectiveness information for an in vitro diagnostic test, device etc. 
|_|  Basic science
|_|  Yes  |_| No     Will there be any type of work that is “culturally sensitive”? 
				Examples: Pedigree study?   Stem cell work?   Reproductive (animal or human) cloning?

	C.2.  How many subjects?

	Total number of subjects/donors to be involved in this study?
	     

	How many samples/records are to be collected?      
	     

	C.3.	Information about the Samples:    What type (e.g. blood, urine, etc.) sample is requested?  Are they   already available or prospective?  How many samples and how many per donor?  

	Provide a
description: 
	     

	Acquisition or collection of biological specimens 
	[bookmark: Check1]|_|
|_|
|_|
	from subjects who consented to donate to this study
from a repository/bank  
  |_|  Requisition form should be attached
from  waste samples  (consider E&I Form 81B)

	Review of private patient/client records 
	|_|
|_|
|_|
	from records to which you have direct legal access	
from records for which you need permission to access
clinical data abstracted by the acquirer

	What will be done with samples when the study is done?
	|_|
|_|
|_|
	Destroyed 
Archived and stored with data in a form that is    
|_|  anonymous or   |_|  coded
Given/sold for secondary/tertiary research purposes

	C.4.	Consent for Use of Samples    Are the samples from volunteer donors, a tissue bank or repository, clinical laboratory, pathology discard or waste or other?

	When acquired, were there any restrictions or limitations on later distribution?
	|_| Yes     |_| No     |_| Unknown

	If other than “yes” please explain what information is available about the “donor’s” intentions.  
	     

	C.5. 	Privacy and Confidentiality 

	Where identifying information exists, however, there must be an unambiguous system of protections to ensure that risks are minimized and that the samples' sources interests are protected."  (NBAC Report)

	What might be the worst effect of a breach of privacy?
	     

	W hat identifiers will be available to you?   What demographics?
	     

	Who has the code for identifiers and where is the chain broken? Where is the firewall?
	     

	Can you return results that could be used?  
	     

	C.6.	Consent 

	“5.  …The general rule would be that a person needs to give consent, in writing,
 for research use of their biospecimens, though that consent need not be study-specific,
 and could cover open-ended future use (ANPRM, page 19)

	IRB questions about consent derive from our usual duties.  What you know may be very curtailed if the samples are from elsewhere. Give us as much information as you are able.

	What was/is the stated purpose of the donation?  Was consent gained for the purpose you propose or for another purpose?
	     

	Is there any limit as to how it can be used?  Were any promises made?  
	     

	What control can/could you exert over the consent process?   
What can the repository tell you about the consent process and form?
	     

	|_| Consent will not be gained.  E&I Form 26A is attached
|_| Consent will be gained but will not be documented, E&I Form 26B is attached.
|_| Consent will be gained and documented by at this site and by us.  Attached is the proposed consent form.
|_| Consent rests totally at the clinical site.  We are attaching an exemplar of their form
|_| Consent rests totally at the clinical site about which we know nothing about consent.
|_| Other:  Explain:      



	D.	Study Sites

	Where are the procedures described in your study to take place?  If your procedures are only laboratory, where is it?  Provide a E&I Form 83 for each site involved in acquiring specimens.

	
	Facility Name and Address
	If this is not your facility, provide name, title, and contact information for a contact person.
	IRB on Site?

	1.

	     
	     
	[bookmark: Check2]|_| Yes  |_| No

	2.

	     
	     
	|_| Yes  |_| No



	Signatures
	Principal Investigator
	Person who prepared the form

	Signature
	


	

	Printed Name
	     
	     

	[bookmark: Text7]Title
	     
	     

	Date
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