[image: ]

[bookmark: _GoBack]Site Supplement to Sponsor Protocol

INSTRUCTIONS
The intent of this document is to provide site-specific study details that were not included in the main study protocol and the main study protocol cannot be altered by the local Principal Investigator (e.g., multi-site research protocol or other sponsor-provided protocol).

Be sure to include the entire sponsor protocol and the documents in the IRB submission. Please upload this form to the Basic Study Information section of the Huron eIRB application under Item No. 10 along with the main study protocol.

Sections that are not relevant or sufficiently described in the main study protocol should be marked as not applicable (N/A).

	Protocol Title:
Include the full protocol title
	

	Principal Investigator Name:
	

	Department:
	

	Telephone Number:
	

	Email Address:
	

	Protocol Version Number:
	

	Date of Site Supplement:
	

	Revision History
No need to review this section if this is the first version of the protocol you are submitting to the IRB.

	Revision No.
	Version Date
	Summary of Changes
	Consent Change?

	
	
	
	☐ Yes    ☐ No

	
	
	
	☐ Yes    ☐ No

	
	
	
	☐ Yes    ☐ No

	
	
	
	☐ Yes     ☐ No

	
	
	
	☐ Yes     ☐ No


1: GHUCCTS (Georgetown-Howard Universities Center for Clinical and Translational Science)
	Is this study a GHUCCTS Study?
	☐ Yes    ☐ No

	Is the project being sponsored or funded by GHUCCTS?
	☐ Yes    ☐ No

	Does the project utilize GHUCCTS services or facilities (e.g., is the study conducted on the Clinical Research Unit (CRU), is the study supported by a GHUCCTS biostatistician)?
	☐ Yes    ☐ No


2: Activities at the Local Site
	☐  
	Full Protocol will be implemented at the local site.

	☐  
	Not all protocol activities will be conducted at the local site. Describe what research activities will be conducted at the local site. 


3: Local Handling of Investigational Agent
	☐  
	N/A; research does not involve drugs, device, or biologics.

	☐  
	Please check if investigational agents are stored in Research Pharmacy and will be following the MHRI Procedure PHR.O-001.01 ‶Investigational Drug and/or Biologic Dispensing and Administration″, and the control of the drugs or biologics used in this protocol will be accomplished by following the procedure.

	☐	Please check if investigational agents will be stored outside the Research Pharmacy and you will not be
 following MHRI Procedure PHR.O-001.01 ‶Investigational Drug and/or Biologic Dispensing and Administration″, and the research involves drugs, device, or biologics, describe your plans to store, handle, and administer drugs, device, or biologics, to ensure they will be used only for this research and only by authorized investigators.


4: Local Data and Specimen Management
	☐  


☐  
	No local data and specimen banking. (For the purposes of this section, banking involves the systematic collection, processing, storage, and distribution of data or biological specimens, such as tissues, blood, and other fluids, for research and other purposes. 
Data and specimens will be banked locally. 

	
	List the data to be stored or the data associated with each specimen that will be maintained locally.


	
	

	
	Describe where will the data/specimens be stored.


	
	Describe how long will data/specimens be stored, and for what purpose are the data/specimens being maintained.


	
	Specify who will have access to data/specimens.


	☐  
☐
	Data or specimens will not be shared.
Data or specimens will be shared. 

	
	Describe who the data is being shared with.


	
	Describe the local procedures for maintenance of confidentiality when data or specimens will be shared among collaborating institutions.


	
	List the person(s) responsible for receipt or transmission of the data or specimens locally.


	
	Describe how data and specimens will be shared/transported locally and/or between collaborating sites.



5: Local Protections for Vulnerable Populations
	Choose from the following list those vulnerable populations that will be recruited at the local site. Select ALL that apply including those that are afforded additional protections under regulations and those that are or may be vulnerable to coercion or undue influence. If you are not recruiting vulnerable populations, please select ‶None″.

	☐  None
	☐  Pregnant Women

	☐  Neonates
	☐  Children

	☐  Prisoners
	☐  Mentally Disabled

	☐  Economically or educationally disadvantaged
	☐  Cognitively Impaired

	☐ Other (e.g., employees of the institution, students, residents) 

	

	If the research involves one or more of the above, describe additional safeguards to protect their rights and welfare that are not described in the main study protocol.



6: Local Number of Subjects
	Indicate the total number of subjects you expect to consent locally, including participants who may fail screening, withdraw consent, or may be lost to follow-up. It is likely that the total number consented is larger than the number needed to achieve the study aims.


	

	
	Total anticipated consented participants

	
	

	
	Total participants needed to achieve study aims


7: Local Recruitment Methods
	This section is for recruiting methods under the control of the local site only, not recruitment methods described in protocol materials and managed by the sponsor. 

	

	Describe when, where, and how potential subjects will be recruited locally. This should include all local source of subjects and local methods used to identify potential subjects. 
Select ALL recruitment methods that will be used.
☐ Email	
☐ Recruitment Letter to Subjects (electronic or print)
☐ Flyer
☐ Record Review (complete section 13 below)
☐ Online/Social Media Advertisement	 
☐ Newspaper or other Traditional Advertisement	
☐ Other: 

	Describe and attach within the application, materials that will be used to recruit subjects.
· For advertisements, including flyers, attach the final wording to be included in the advertisements.
· When advertisements are broadcasted, attach the final proposed audio/video. Alternatively, you may submit the wording of the advertisement prior to taping, to avoid re-taping should the IRB require modifications of the content. Once finalized, the IRB must review the final audio/video.
· Describe the amount, format, and timing of any payments to subjects. Describe both payments and reimbursements to subjects. If there will be no payment or reimbursement, indicate that here.

	☐ 
	No payments and/ or reimbursements.

	☐ 
	Payment and/or Reimbursement and Timing:


8: Withdrawal of Subjects
	Describe procedures that will be followed locally, if different than the sponsor’s protocol, when subjects withdraw from the research or when it is determined a participant must be withdrawn by the Principal Investigator.

	


9: Local Provisions to Protect Privacy Interests of Subjects
	Describe the steps that will be taken to protect subjects’ privacy interests. ‶Privacy Interest″ refers to a person’s desire to place limits on whom they interact or to whom they provide personal information.

	

	

	If data is not already accessible to study team members, indicate how the research team will gain access to subject level data.



10: Local Consent Process
	If consent will be obtained locally and the process is not described in the main protocol, describe the local consent process. If the intent is to follow local MedStar Georgetown procedures, indicate the procedures.


	☐	MG.O-004.01 Informed Consent Process and Documentation

	☐	MG.O-004.02 Consenting English Speaking Illiterate and Legally Blind Subjects

	☐	MG.O-004.03 Consenting Non-English Speaking Research Subjects

	☐	MG.O-004.04 Re-Consenting Research Subjects

	☐	MG.O-004.05 Obtaining Consent for Research from a Surrogate

	☐	MG.O-004.06 Remote Informed Consent and Documentation

	☐	MG.O-004.07 Obtaining Electronic Consent (eConsent)

	
	

	Describe the process for obtaining informed consent, where the consent process will take place and timing of the consent in relation to onset of study procedures. 


	Non-English Speaking Subjects
	

	If non-English speaking participants will be recruited for this study, indicate what language(s) other than English are understood by prospective subjects or LARS.
☐  N/A
☐  Indicate languages: 

	
	

	Is there an intent to use the short form consent process for non-English speaking participants? NOTE: Short form consent is used only for incidental inclusion of non-English speaking participants. 
☐  Yes     ☐ No

	Describe the process to ensure that the oral and written information provided to those subjects will be sufficient to ensure legally effective informed consent. If following local MedStar Georgetown procedures for non-English speaking subjects, indicate the procedures below.

	
	

	☐ 
	MG.O-004.01 Informed Consent Process and Documentation

	☐ 
	MG.O-004.03 Consenting Non-English Speaking Research Subjects

	☐ 
	MG.O-004.05 Obtaining Consent for Research from a Surrogate

	☐ 
	MG.O-004.07 Obtaining Electronic Consent (eConsent)

	
	

	
	--- or ---

	
	Describe the oral and written process.

	Waiver of Alteration of Consent Process
Consent will not be obtained, required information will not be disclosed, or research involves deception.

	
	If justified and not included in the main protocol, provide justification here.


	Subjects Who Are Not Yet Adults (Infants, Children, Teenagers)

	
	If not included in the main protocol, describe the process for obtaining parental permission/consent here.


	Adults Unable to Consent

	
	If not included in the main protocol, describe the process for obtaining consent from the LAR and assent from the individual here, or indicate below the MedStar Georgetown procedures for consent.

	☐ 
	MG.O-004.01 Informed Consent Process and Documentation

	☐ 
	MG.O-004.05 Obtaining Consent for Research from a Surrogate

	☐ 
	MG.O-004.07 Obtaining Electronic Consent (eConsent)



11: Process to Document Consent in Writing
	Will the following local MedStar Georgetown procedure, MG.O-004.01 ‶Informed Consent Process and Documentation″, be used to document the informed consent process?
☐  Yes     ☐  No

	Specify if there is an intent to document consent in some way other than by obtaining a wet ink signature from participants/LAR (e.g., eConsent process with electronic signature). Indicate below if following the local MedStar Georgetown procedures for eConsent by checking the appropriate boxes)

	☐ 
	MG.O-004.01 Informed Consent Process and Documentation

	☐ 
	MG.O-004.07 Obtaining Electronic Consent (eConsent)

	If there is an intent to deviate from standard local procedures for documentation of consent, include a complete description here. 


12. Request for a waiver or alteration of HIPAA authorization:
	Partial Waivers of Authorization:  A Partial Waiver of Authorization is used when the researcher needs to obtain PHI for the sole purposes of contacting prospective participants and obtaining their written Authorization.  A Full Waiver would be used when the PHI is obtained for the purposes of conducting the research and it is otherwise impractical or impossible to obtain the person’s written Authorization.

Alteration of the General HIPAA Authorization:  Alterations of the Authorization may be appropriate in those instances where the General Authorization form is a barrier to obtaining requested PHI.  For example, in some research settings, use of the General Authorization form may be impracticable and the IRB may determine that altering the form poses no more than minimal risk to participants’ privacy.

	☐	N/A or Authorization will be obtained 
☐	Full Waiver of Authorization
(For use when it is impractical to impossible to obtain a person’s written Authorization)
☐	Partial Waiver of Authorization
☐ To screen medical records, operational databases and systems (i.e. lab systems), or appointment logs (i.e. surgical schedules), admissions logs, etc. to identify potentially eligible research participants.
☐ For recruitment to contact potential participants in order to obtain their Authorization.
☐	Alteration of Authorization Requirements
(For use when the form or core components of the form are a barrier to obtaining Authorization)

	The following elements from 45 CFR 164.512 (i) (1) (i) must be met for the IRB to waive the requirement. If a waiver of HIPAA authorization is being requested address each of the following:

	1. Discuss how the use or disclosure of protected health information in the research involves no more than minimal risk to privacy of individuals, based on, at least, the presence of the following elements:

	a. Describe the plan to protect any identifiers from improper use and disclosure:

	

	b. Describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law:

	

	c. Provide assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of protected health information would be otherwise permitted (Example: This study involves reviewing non-sensitive data. The only risk to this study is confidentiality risk, which is minimized through using standard HIPAA provision and data security. All MedStar HIPAA policies will be followed. Study documents are saved on password-protected drives, no identifiable data will be transferred from the covered entity and access is restricted to personnel listed on the IRB-approved study.):

	

	2. Discuss how the research could not practicably be carried out without the requested waiver:

	

	3. Discuss how the research could not practicably be conducted without access to and use of the protected health information (Note: There may be ethical, scientific or logistical rationales to justify the practicability standard such as 
(i) the consent procedure would itself create additional threats to privacy that would otherwise not exist, by identifying an individual as having or experiencing what is being studied by virtue of their signature on a consent form identifying the condition or event or 
(ii) there is a risk of inflicting significant psychological, social or other harm by contacting individuals or families or 
(iii) scientific validity would be compromised if consent were required because it would introduce bias to the sample selection by limiting the review to those individuals who consented to use of their data when researchers may need to understand the experience of all experienced what is under study. For example, a study assessing flu outbreaks and their relationship to vaccination rates needs to understand the health and vaccination status of all individuals in a region or 
(iv) a logistical rationale - are these subjects still accessible, still being seen in the clinic? Are they lost to follow up? Are the numbers so large that it would not be practical or feasible to contact every possible individual?


13. Georgetown University Information Systems Checklist
	Please complete the following checklist from Georgetown University Information Systems. Definitions of Terms are included below the checklist for your reference and accurate completion.  
Indicate in the chart below what type of data is being collected, stored, transmitted, and/or shared.


	
	Collected
	Stored
	Transmitted
	Shared

	Protected Health Information (PHI)
	☐
	☐
	☐
	☐

	Personally Identifiable Information (PII)
	☐
	☐
	☐
	☐

	Identified
	☐
	☐
	☐
	☐

	Deidentified (includes no PHI or PII)
	☐
	☐
	☐
	☐

	Limited Data Set (LDS)
	☐
	☐
	☐
	☐

	Data from vulnerable populations*
	☐
	☐
	☐
	☐


* Pregnant Women, Neonates, Children, Prisoners, Mentally Disabled, Cognitively Impaired, Economically or Educationally Disadvantaged


Appendix A

Definitions

· Protected Health Information (PHI):	
Protected health information includes all individually identifiable health information, including demographic data, medical histories, test results, insurance information, and other information used to identify a patient or provide healthcare services or healthcare coverage. ‘Protected’ means the information is protected under the HIPAA Privacy Rule. Protected health information is defined in the Code of Federal Regulations and applies to health records, but not education records which are covered by other federal regulations, nor records held by a HIPAA-covered entity related to its role as an employer. In the case of an employee-patient, protected health information does not include information held on the employee by a covered entity in its role as an employer, only in its role as a healthcare provider.

PHI does not include individually identifiable health information of persons who have been deceased for more than 50 years.

[bookmark: _Hlk45001303]Below is the list of 18 identifiers defined by federal regulations:

0. Names;
0. All geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code, if according to the current publicly available data from the Bureau of the Census: (1) The geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and (2) The initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000.
0. 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 and 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 or older;
0. Phone numbers;
0. Fax numbers;
0. Electronic mail addresses;
0. Social Security numbers;
0. Medical record numbers;
0. Health plan beneficiary numbers;
0. Account numbers;
0. Certificate/license numbers;
0. Vehicle identifiers and serial numbers, including license plate numbers;
0. Device identifiers and serial numbers;
0. Web Universal Resource Locators (URLs);
0. [bookmark: _Hlk45001332]Internet Protocol (IP) address numbers;
0. Biometric identifiers, including finger and voice prints;
0. Full face photographic images and any comparable images; and
0. Any other unique identifying number, characteristic, or code (note this does not mean the unique code assigned by the investigator to code the data)

· Personally Identifiable Information (PII):
The term “personally identifiable information” refers to information which can be used to distinguish or trace an individual's identity, such as their name, social security number, biometric records, etc. alone, or when combined with other personal or identifying information which is linked or linkable to a specific individual, such as date and place of birth, mother’s maiden name, etc. (OMB, 2007)

PII can also be a combination of data from which, taken together, the identity of a person can reasonably be known. For example, if the complete birthdate is given as well as the gender, then even the school or street location would be enough to link information provided in a study about an individual to the specific individual. A study subject might disclose private information as part of the study, and/or a study test result might generate private information.  In some Human Subjects Research studies, the only identifying information is the consent form or, even without a consent form, the identifying information is that co-subjects in the study observe private information about another co-subject. 

PII is protected by state and local data breach laws, and includes:

· Social Security Number
· Place of Birth
· Dependents
· Bank account numbers
· Income tax records
· Driver’s license numbers
· Credit card numbers
· Passport numbers

· Anonymous Data :
Data that was collected without identifiers and that were never linked to an individual. Coded data are not anonymous. 

· De-identified Data :
The term “de-identified” or “anonymized” should be used only to describe data that:
· Previously contained identifiers, which have been stripped, and no “code” linking the data back to identifiers still exists, such that the dataset cannot be “re-identified” by anyone.

Data is not “de-identified,” but “coded” and “indirectly identifiable” if:
· Researchers have “coded” the data and store the code separately from the research dataset, or the data provider has the “key” to “coded” data, even if the researchers do not, or anyone can “re-identify” the data by linking the dataset to direct identifiers.

· Limited Data Set:
A Limited Data Set is a set of data in which 16 categories of identifier have been removed. 

The following identifiers of the study subjects, or of the study subjects’ relatives, employers, or household members, can be included in a limited data set: 

0. All elements of dates, such as birth date, admission date, discharge date, and date of death;
0. Town or city, state, and ZIP Code

The following identifiers of the study subjects, or of the study subjects’ relatives, employers, or household members, must be removed from a limited data set:
1. Names;
1. Addresses, other than town or city, state, and zip code;
1. Telephone numbers;
1. Fax numbers;
1. Electronic mail addresses;
1. Social security numbers;
1. Medical record numbers;
1. Health plan beneficiary numbers;
1. Account numbers;
1. Certificate / license numbers;
1. Vehicle identifiers and serial numbers (including license plate numbers);
1. Device identifiers and serial numbers;
1. Web Universal Resource Locators (URLs);
1. Internet Protocol (IP) address numbers;
1. Biometric identifiers, including finger and voice prints; and
Full face photographic images and any comparable images
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