Application for Waiver/Limited Waiver of Authorization for Research
Completion of this form is required when research involves existing DHHS client records or specimens only. 
Note:  Any research protocol that will require direct contact, intervention, or interaction (e.g., questionnaires, interviews, randomization) with a DHHS client; or use or disclosure of individually identifiable health information (IIHI) that is not required by law, for authorized oversight of the research, or for any other research for which the use or disclosure of the IIHI would be permitted, requires client authorization. 
	IRB STUDY NUMBER
	TITLE OF STUDY

	     
	     

	NAME OF PRINCIPAL INVESTIGATOR
	ORGANIZATION

	     
	     

	MAILING ADDRESS
CITY
STATE
ZIP CODE

	     

	TELEPHONE
	PAGER
	FAX

	(       )      -       x      
	(       )        -    
	(       )        -    

	NAME OF SPONSOR
	TELEPHONE

	     
	(       )      -       x      

	MAILING ADDRESS
CITY
STATE
ZIP CODE

	     

	Proposal for Research Involving:

	 FORMCHECKBOX 
  Patient Specimens (tissues, blood, serum, etc.)

	(Check all that apply)
	 FORMCHECKBOX 
  Client Records (DHHS-1001 form also required)

	
	 FORMCHECKBOX 
  Electronic Information from Clinical Database (DHHS-1001 form also required)

	1. I have attached the following documents to demonstrate the scientific purpose of the study. 

	· Research Protocol
· Research Protocol/IRB letter approval
· IRB letter approving waiver/limited waiver of informed consent.

	2. What is the name of the DHHS agency/facility that maintains the data and/or specimens requested? 
	     

	

	3. The data was originally gathered for:
	 FORMCHECKBOX 
  Clinical use    FORMCHECKBOX 
  Research use     FORMCHECKBOX 
  Not applicable

	The specimens were originally gathered for:
	 FORMCHECKBOX 
  Clinical use    FORMCHECKBOX 
  Research use     FORMCHECKBOX 
  Not applicable

	Has the purpose for which the specimens were collected been met before removal of any excess, as certified by the pathologist in charge or clinical laboratory director?          FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Not applicable

	

	4. Will the data be recorded and/or specimens labeled using any of the identifiers on the following list?    FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No
If yes, check all the identifiers that apply:

	 FORMCHECKBOX 
  Names

 FORMCHECKBOX 
  Any geographic subdivisions smaller than a state, including street address, city, county, precinct, ZIP code and their equivalent geocodes, except first three digits if the combined population of all ZIP codes beginning with those three digits is greater than 20,000
 FORMCHECKBOX 
  Any elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death.  For ages over 89: all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 and older

 FORMCHECKBOX 
  Telephone numbers

 FORMCHECKBOX 
  Fax numbers 

 FORMCHECKBOX 
  Electronic mail addresses

 FORMCHECKBOX 
  Social security numbers 
	 FORMCHECKBOX 
  Medical record numbers

 FORMCHECKBOX 
  Health plan beneficiary numbers 

 FORMCHECKBOX 
  Account numbers 

 FORMCHECKBOX 
  Certificate/license numbers 

 FORMCHECKBOX 
  Vehicle identifiers and serial numbers, including license plate numbers 

 FORMCHECKBOX 
  Device identifiers and serial numbers 

 FORMCHECKBOX 
  Web universal resource locators (URLS) 

 FORMCHECKBOX 
  Internet protocol (IP) address numbers 

 FORMCHECKBOX 
  Biometric identifiers, including finger and voice prints

 FORMCHECKBOX 
  Full face photographic images and any comparable images

 FORMCHECKBOX 
  Any other unique identifying number, characteristic or code, other than dummy identifiers that are not derived from actual identifiers and for which the re-identification key is maintained by the health care provider and not disclosed to the researcher


	5. If you answered “yes” and checked any identifiers in #4, with whom will the IIHI be shared during the course of the research?            FORMCHECKBOX 
  Coordinating Center    FORMCHECKBOX 
  Statisticians       FORMCHECKBOX 
  Consultants     FORMCHECKBOX 
  Labs     FORMCHECKBOX 
  Registries      FORMCHECKBOX 
  Journals

	 FORMCHECKBOX 
  Sponsors (listed above)
	 FORMCHECKBOX 
  Other researchers
	 FORMCHECKBOX 
  Other:
	     
	 FORMCHECKBOX 
 IIHI will not be shared 

	

	6. How will confidentiality be protected? (must be answered in detail in the space below)  

	
	     

	

	7. How will data be protected?   (Check all that apply.)

	For electronic data:  (For DHHS Researchers, data should be stored behind at least two of the following electronic safeguards.)

	 FORMCHECKBOX 
  Unique Network/Workstation IDs and Passwords
	 FORMCHECKBOX 
   Password Access to Document

	 FORMCHECKBOX 
  Encryption
	 FORMCHECKBOX 
  Other:
	     

	For hardcopy data:  (For DHHS Researchers, data should be stored behind at least one of the following physical safeguards.)

	 FORMCHECKBOX 
  Data de-identified by research team (stripped of 18 identifiers listed in #4)

	 FORMCHECKBOX 
  Data coded by research team with a master list secured and kept separately 

	 FORMCHECKBOX 
  Locked file cabinet 
 FORMCHECKBOX 
  Locked office suite 
 FORMCHECKBOX 
  Locked office

	 FORMCHECKBOX 
  Other:
	     

	

	8. Describe your plan to destroy identifiers.

	
	     

	

	9. When will identifiers be destroyed?

	
	     

	

	10. To justify a waiver or alteration of the authorization requirement for the use or disclosure of IIHI from DHHS clients, you must be able to answer “Yes” to all the items [(a)-(f)] below.  Include explanations that support your request for waiver.

	a) 
Will the research involve no greater than minimal risk to the privacy of the subjects?
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

(Minimal risk means that the probability and magnitude of unauthorized use or disclosure of IIHI of the subjects is not greater than those ordinarily encountered in a covered health care component.)

	
	     

	b) 
Is it true that the waiver will not adversely affect the privacy rights of subjects?
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

(Consider the possible risk of breach of confidentiality in light of the information you wish to gather.)

	
	     

	c)
Is the risk to privacy reasonable in relation to benefits to be gained or the importance of 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
the knowledge to be gained?

	
	     

	d)
Would the research be impracticable without the waiver?
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

(If you checked “yes,” explain how the requirement to obtain authorization would make the research impracticable—e.g., are most of the subjects lost to follow-up?).

	
	     

	e)
Would the research be impracticable if you could not record IIHI?
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
(If you checked “yes,” explain how not recording IIHI would make the research impracticable).

	
	     

	f) When appropriate, do you have plans to provide subjects with pertinent information 
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

after their participation is over? 

(E.g., will you tell them if you found information with direct clinical relevance for the subjects?  This may be an uncommon scenario)

	
	     

	


STATEMENT OF PRINCIPAL INVESTIGATOR:

I certify that the information on this form is correct, that it will apply throughout the performance of the proposed research and that I will be responsible for safeguarding the confidentiality of the human subjects who are involved.  I am aware of the confidential nature of the information obtained for the purposes of this research.  No individually identifiable health information from this research will be shared with or disclosed to others, for purposes other than conducting the research as described above, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the individually identifying health information would be permitted.  I will vouch for any person other than myself who will work with this information under my direction.  The names of these persons are: 

	     
	
	     
	
	     

	     
	
	     
	
	     

	     
	
	     
	
	     


Signed:
	
	
	

	Principal Investigator Signature
	
	Date


	     
	
	

	Print Name of Faculty advisor, if principal investigator is a student
	
	Signature/Date


Send completed form to your IRB or Privacy Board. 
IRB/Privacy Board Use Only
	The
	                             
	Board has reviewed this application under

	 FORMCHECKBOX 
  normal
 FORMCHECKBOX 
  expedited    review procedures and has determined that the request for waiver/limited waiver of authorization:

	
	 FORMCHECKBOX 

	Qualifies for Waiver/Limited Waiver of Authorization under 45 CFR 164.512 (i) (2) (ii).

	
	 FORMCHECKBOX 

	Qualifies for Waiver/Limited Waiver under 45 CFR 164.512 (i)(2)(ii), with the following modifications to the request:

	
	
	     

	
	 FORMCHECKBOX 

	Does not qualify for Waiver/Limited Waiver under 45 CFR 164.512 (i) (2) (ii); authorization must be obtained from research subjects.


Signed:
	     
	
	

	Print Name of IRB/Privacy Board Chair or Designee
	
	Signature/Date
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