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Request for a Waiver of Consent under the Common Rule

And Waiver of Authorization under HIPAA


Sponsor: American College of Radiology 
Sponsor Protocol No. : National Cancer Institute Grant CA065435

PRINCIPAL INVESTIGATOR (PI) INFORMATION: Please provide information about the person legally responsible for the conduct of the research. The _<Local Institutional Review Board/ Privacy Board Name>_ IRB/Privacy Board must be assured that the investigator can personally oversee the conduct of the research and the protection of human subjects. [21 CFR 56.102 (h)]

	1. 
	PI Name: <Insert Local Site Principal Investigator Name>

	2. 
	PI Facility Name: 

	3. 
	PI Mailing Address: (street, city, state/province, zip, country) 

	4. 
	PI Phone: 
	PI Fax: 
	PI E-mail: 

	
	(      ) 
	(      ) 
	

	5. 
	How would the PI prefer to receive study documents? (check one) 

( Fax    ( E-mail    ( Regular Mail 


	I. Waiver of Consent 

	1.
	Describe why this research involves no more than minimal risk to the subjects: 

The Quality Research in Radiation Oncology (QRRO) Process Survey research involves no more than minimal risk because it is conducted through retrospective subject record review by the abstraction of a historical predefined data set. It will not affect treatment the patients in the survey receive.  The clinical records of the subjects identified for inclusion will cover a time span of up to three years (2005-2007). The data will be collected from multiple participating facilities in the United States delivering Radiation Therapy (RT) and based upon the identification of eligible cases in a stratified random sample. There will be no contact with the subjects and no means of individual identification of the subject in the data file.

	2.
	Describe why this waiver will not adversely affect the rights and welfare of the subjects. 

This waiver will not adversely affect the rights and welfare of the subjects included in the Quality Research in Radiation Oncology (QRRO) Process Survey sample because there will be no way to link the data in the clinical or image data file to any individual subject. The file of data collected from retrospective subject record review for this study and removed from the institution will include the zip code as the only form of protected health information (PHI). 


	3.
	Describe why this research could not practicably be carried out without the waiver of consent. 

This research could not practicably be carried out without the waiver because of:

· The multi-site retrospective nature of the data collection, 

· The survey includes samples of patients treated for cancer of the cervix, breast, lung, prostate, and stomach. The number of research subjects proposed for inclusion is 4038, 

· The fact that the last contact with the subjects for treatment is unknown,

· There would be significant difficulty in obtaining individual consent 

	4.
	Will subjects be provided with any information on this study after participation? 
	Yes

( 
	No

(

	
	If so, what information will they be given? 
	
	


	II. Waiver of authorization to use and disclose protected health information. 

	1.
	Describe the identifiable health information that will be accessed under this waiver: 

Identifiable health information will be seen by the ACR QRRO Clinical Data Abstractor as he/she reviews the subjects’ medical record, including the post brachytherapy CT scan of the prostate, to extract data. 

Facility medical record identification numbers used to select the subjects identified in the sample selection will be converted to ACR-generated case numbers that will be used to identify cases in the study set. Facility medical record identification numbers will not be linked with the abstracted data. Facility medical record identification numbers will be destroyed no later than eight months post the close of the data collection phase and will include all copies including back-up copies.
Age will be calculated in lieu of use or collection of the subjects’ date of birth. 

Treatment episodes will be recorded as time events of day(s) or months. Actual dates will not be maintained.

Zip codes will be collected in order to link survey findings with external data (e.g. census data) to determine socioeconomic variables. The zip code is the only PHI collected that is necessary to meet the aims of the study. The zip code in and of itself, as the only maintained piece of PHI, does not allow for subject identification.

	2.
	Who will have access to the information? 

Identifiable health information will be seen by the ACR QRRO Clinical Data Abstractor as he/she reviews the subjects’ medical record to extract data. Because the ACR QRRO Clinical Data Abstractors will review patient records and will view protected health information (PHI) in the process of collecting the zip code and de-identified data for the survey:

1. QRRO Clinical Data Abstractors will sign the Patient Information Access and Confidentiality Agreement.

2. QRRO Clinical Data Abstractors will complete HIPAA training.

3. QRRO Clinical Data Abstractors are medical professionals with training in human research, including but not limited to the Protection of Human Research Subjects.

The zip code is the only PHI collected that will be available to ACR QRRO Headquarters staff.  

1. QRRO Headquarters staff will complete HIPAA training.

2. QRRO Headquarters staff are medical professionals with training in human research, including but not limited to the Protection of Human Research Subjects.



	3.
	Are the persons who have access to the information required to sign confidentiality statements?
	Yes

( 
	No

(

	4.
	What identifiers are included on the information you plan to use and/or disclose? 

Zip codes will be the only identifier included on the information used/disclosed. It will not be disclosed on an individual basis. It will be linked with external data (e.g. census data) to determine socioeconomic variables and will be shared in an aggregate format.

	5.
	In what form will the information be maintained? 

	
	( Paper    ( Electronic    ( Both 

	6.
	If the information is in paper format, describe the precautions you are taking to protect the identifiers from improper use and disclosure: 
	NA 

	7.
	If information is in an electronic medium, are passwords required? 
	NA 

(
	Yes

( 
	No

(

	8.
	Is access to the information restricted to only those who have a need to know for performance of their job? 
	Yes

( 
	No

(

	9.
	Is this electronic system used to transmit data outside of your site? 
	Yes

( 
	No

(

	10.
	If information is transmitted, what safeguards does your system have to prevent inadvertent access to this data? 

 All data collected is stored in the computer database at the American College of Radiology which oversees QRRO.  Access to any research data is limited to the clinical research personnel of the American College of Radiology.  Security measures in effect on the computer systems prevent external access to data.  The data is uploaded and stored in the SQL database. The data is analyzed in SAS datasets and all are de-identified. The ACR computer systems have been evaluated and found to be secure.


	11.
	When do you plan to destroy the identifiers? (Identifiers must be destroyed at the earliest opportunity.) 

(  End of Study – Zip codes will be destroyed post analyses.

(  ________ years after the end of the study. 

(  Other (please specify): Facility medical record identification numbers will be destroyed no later than eight months post the close of the data collection phase and will include all copies including back-up copies.

	12.
	Other than you and your research staff, who else will have access to this information? 

As previously described the ACR QRRO Clinical Data Abstractor and QRRO Headquarters staff.

	13.
	Please explain how your research meets the following criteria for a waiver: 

1. This research cannot be practicably carried out without the Waiver of Authorization. 

This research could not practicably be carried out without the waiver because of:

· The multi-site retrospective nature of the data collection, 

· The survey includes samples of patients treated for cancer of the cervix, breast, lung, prostate, and stomach. The number of research subjects proposed for inclusion is 4038.  The sites will provide the total count of patients eligible. There will be 50 cases identified for abstraction in each facility sample, 10 from each disease site,
· The fact that the last contact with the subjects for treatment is unknown,

· There would be significant difficulty in obtaining individual authorization __________________________________________________________________
2. This research cannot practicably be conducted without the participants’ PHI. 

This retrospective medical record review research could not be done without access to the subjects PHI. 

Zip codes will be the only PHI collected. They will be collected in order to link survey findings with external data (e.g. census data) to determine socioeconomic variables. The zip code is the only PHI collected that is necessary to meet the aims of the study.
    


By signing this statement, I am providing written assurance that only information essential to the purpose of this research will be collected, and access to the information will be limited to the greatest extent possible. Protected health information will not be re-used or disclosed to any other person or entity.

________________________________________________                    ______________________

Signature of Principal Investigator                                                                Date

	FOR IRB/Privacy Board USE ONLY



IRB # _______________

On the date noted below, as prescribed by the Privacy Rule of the Health Insurance Portability and Accountability Act of 1996 [HIPAA], _<Local Institutional Review Board/ Privacy Board Name> IRB/Privacy Board approved a waiver of authorization for the use and disclosure of protected health information in the above entitled study. The _<Local Institutional Review Board/ Privacy Board Name> IRB/Privacy Board determined that the waiver of authorization satisfies the above criteria as indicated. This application was reviewed and approved under full convened board procedures at 45 CFR 46.108(b) or expedited review procedures at 45 CFR 45.110. 



	APPROVAL OF WAIVER OF AUTHORIZATION

The Institutional Review Board/Privacy Board has reviewed and approved the Request for a Waiver of Authorization at it's meeting on



	Full Board Review
 -------
Date: ____/______/______

Signature: ________________________________          

                 Chair of IRB/Privacy Board

Print Name: _______________________________

Date: ____/______/______
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