Baystate Medical Center Institutional Review Board

Request for Waiver or Alteration of Consent and/or HIPAA Authorization

Complete this form if you are requesting a waiver or alteration of consent and/or of HIPAA Authorization.  Note: Waivers and Alterations of Consent are not permitted for FDA-regulated research other than studies of the safety and/or effectiveness of In Vitro Diagnostic Devices. 
I.  REQUEST FOR WAIVER OF INFORMED CONSENT 

The BMC IRBs may waive or alter the requirement to obtain consent from research subjects the investigator justifies, and the IRB agrees, that specific criteria have been met. Please explain how your research study meets the criteria by answering each of the following questions.  The elements of consent are described at the end of this form for your reference.
In order to waive the requirement for informed consent, or alter consent, the following criteria must be met:
a) 45 CFR 46.116(c)

 FORMCHECKBOX 
 The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study, evaluate, or otherwise examine: (i) public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and
 FORMCHECKBOX 
 The research could not practicably be carried out without the waiver or alteration.  Please explain:
     
OR
b) 45 CFR 46.116(d) 

 FORMCHECKBOX 
 The research involves no more than minimal risk. Please explain:

     
 FORMCHECKBOX 
 The waiver or alteration will not adversely affect the rights and welfare of the subjects. Please explain:
     
 FORMCHECKBOX 
 The research could not be carried out without the waiver or alteration. Please explain:  

     
 FORMCHECKBOX 
 Whenever appropriate, the subjects will be provided with additional pertinent information after participation.  Please explain: 

     
c) If this is a request for an Alteration of Consent (alteration or exclusion of 1 or more of the elements of consent), describe which element(s) of consent you wish to alter or exclude and why?

     


II.  REQUEST FOR WAIVER OF DOCUMENTATION OF CONSENT (WRITTEN CONSENT FORM)
a) Please select one of the following:
 FORMCHECKBOX 
 The research involves no more than minimal risk; and involves only procedures that do not require written consent outside of research. Please explain: 

     
 FORMCHECKBOX 
 The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Please explain: 

     
b) Please explain how, in the absence of signed written consent forms, consent will be documented, e.g. tape recordings, videos, chart notes, etc.

     


III.  REQUEST FOR WAIVER OR ALTERATION OF HIPAA

The BMC IRBs may waive or alter the requirement to obtain authorization from research subjects in order to use or disclose their protected health information (PHI), provided that the PHI used or disclosed is the minimum necessary to achieve the research purpose; and the investigator justifies, and the IRB agrees, that specific criteria have been met. Please explain how your research study meets the criteria by answering each of the following questions.  The elements of PHI are described at the end of this form for your reference.
a) If this is a request for an Alteration of HIPAA, describe the proposed alteration and the rationale:

     
b) Describe the PHI needed to conduct the study, the source of the information, and justify why it is the minimum necessary to achieve the research purpose:

     
c) Describe how the use or disclosure of PHI involves no more than minimal risk to the privacy of the subjects in this study:

     
d) Describe your plan to protect PHI from improper use and disclosure:

     
e) Describe your plan to destroy the identifiers, include how and when:

     
f) Describe why it is not practical to obtain Authorization from the subjects:
     
g) Describe why the research cannot be done without the PHI:
     
Consent Checklist
HHS:

	 
	A statement that the study involves research

	 
	An explanation of the purposes of the research

	 
	The expected duration of the subject's participation

	 
	A description of the procedures to be followed

	 
	Identification of any procedures which are experimental

	 
	A description of any reasonably foreseeable risks or discomforts to the subject

	 
	A description of any benefits to the subject or to others which may reasonably be expected from the research

	 
	A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject

	 
	A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained

	 
	For research involving more than minimal risk, an explanation as to whether any compensation, and an explanation as to whether any medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained

	Research Qs  FORMCHECKBOX 

	An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject

	Rights Qs FORMCHECKBOX 

	

	Injury Qs FORMCHECKBOX 

	

	 
	A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is otherwise entitled

	Additional elements, required if applicable to the study:

	 
	A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable

	 
	Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent

	 
	Any additional costs to the subject that may result from participation in the research

	 
	The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject

	 
	A statement that significant new findings developed during the course of the research, which may relate to the subject's willingness to continue participation, will be provided to the subject

	 
	The approximate number of subjects involved in the study


FDA regulated trials:

	
	In addition to the above, if a trial involves FDA regulated materials, the consent form must contain a statement disclosing that the FDA has access to review and copy all relevant records.


Use and Disclosure of Identifiable Health Information
Health information which is combined or recorded with any of the identifiers listed below is considered Protected Health Information (PHI) and, as such, use and disclosure is subject to the HIPAA Privacy Rule.  Only that data which is necessary to achieve the purposes of the research activity should be accessed and/or disclosed (Minimum Necessary).
· Name

· All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, and all ages over 89 (such ages and elements may be aggregated into a single category of age 90 or older) 

· Social security numbers

· Fax numbers 

· Email addresses

· Medical record numbers

· Health plan beneficiary numbers

· Account numbers

· Certificate/license numbers

· Vehicle identifiers, including license plate numbers

· Telephone numbers

· Medical device identifiers/serial numbers

· Web URLs

· IP address numbers

· Biometric identifiers, including finger and voice prints

· Full face photographic images and any comparable images

· Identifiers other than state or the initial three digits of the zip code
· Any other unique identifying number, characteristic or code
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