What’s New with ESTR?  April 27 2017 Release
The following items are a brief overview of changes that are most pertinent to our research community.  For an overview of all system changes (applicable to researchers and IRB staff) please visit → http://estrsupport.fss.harvard.edu/files/estr/files/release_notes_1.22.1_v1.pdf 
	What has changed…
	What it means…
	How it looks (as applicable)…

	SmartForm Pages

	Study Team Members 
Revised the instructions on the screen and in the non-Harvard team members form
	
Revisions were made to clarify the definition of a study team member.
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	Supporting Documents 
Translation Attestation Form is removed.

	
The Translation Attestation form will no longer be required when non-English versions of study materials are used.  Instead, the PI assurance that is confirmed when submitting materials to the IRB has been updated to confirm this attestation.  See more information about this under “Activities” below.

	Continuing Review/Closure
Added instruction regarding positive disclosure 

	
There is no change in policy.  This is simply an on-screen reminder of submission requirements.
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	Documents

	HRP-545-Use of Human Fetal Tissue in Research and M G L  ch  112 §12J_3-15-2017
	This is a new suite of documents pertains to research that uses fresh fetal tissue.  The new documents include a checklist for IRB reviewers, a letter template that is used to provide a determination to researchers, and a SOP for internal IRB use.

	HRP-224-FORM-IRB Cede Request
	This form has been substantially revised to request only the necessary information to process an IRB cede review with another institution.   

	CR Summary of Study Progress Template
	The form has an added question that pertains to clinicaltrials.gov.  Please note that this form is not always required to be included with continuing review requests.  Instructions in the ESTR SmartForm will let you know when to use it. 

	HRP-310-WORKSHEET-Human Research Determination
	Questions in this form have been simplified and an additional question about newborn blood spot information has been added. 



	Activities

	Submit and Assign PI Proxy
Revised PI assurance language to clarify item 8 (which pertains to Financial Conflict of Interest; study staff now included) and added item 13 (which pertains to translated study documents).  



	
[bookmark: _GoBack]From this point forward, the assurance provided by the PI includes a) confirmation of personal responsibility to ensure Financial interest disclosure for themselves and their study staff, and b) attestation that any translated materials are accurate.  
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3. * Do any investigators or research staff have a financial interest related to the research that was not
described in a previous application? @

Qyes Ono Clear

@ Ifyes, complete a Financial Interest Disclosure Form and upload it below.
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If1am the Principal Investigator of this research, | certiy the following:

1.1 will not start Human Research activities unil | have obtained all other required instituional approvals, including local
ethics committee review for interational sites: and approvals of departments or divisions that require approval prior to
‘commencing research that involves their resources.

2.1vill ensure that there are adequate resources to carry out the research safely, e.g. sufficient investigator ime,
‘equipment, and spacing.

3.1 will ensure that Research Staffare qualified (e.g.,including but not limited to appropriate training, education, expertise.
credenials, protocol requirements and, when relevant,privileges) to perform procedures and duties assigned to them
during the study.

4.1vill update the IRE office with any changes to the list of study personnel.

5. ill personally conduct or supenvise the Human Research

‘2. Conduct the Human Research in accordance with the relevant current protocol as approved by the IRB.

b. When required by the IRB ensure that consent or permission is obtained in accordance with the relevant current
protocol as approved by the IRB.

. Not modify the Human Research without prior IRE review and approval unless necessary to eliminate apparent
immediate hazards to participants.

d_ Frotect the rights, safety, and welfare of participants involved in the ressarch.

6. will submit to the IRB in a timely manner.

. Froposed modifications to the previously-approved Human Ressarch

b. A continuing review application (to avoid a lapse in approval).

A continuing review application when the Human Research is closed

e business day

& ill personally submit and ensure that Research Staff submit an updated Financial Interest Disclosure within thity days

ofdiscoveing or acauing (. Brough purchass, mariage ornherfance) anew ancil nerest

10.1 will not accept payments designed t accelorate recruitment hatwre ti o the rate o Sming of enrolment (bonus
payments’).

1. will comply with applicable federal and state regulations, ethical guidelines, and Harvard Instituional policies, including
the Institutional conflict ofinterest and Harvard Research Data Security Policy.
« To protect information | must have a strong password for each of my Harvard accounts; including a log i for de
‘sessions and lock out screen for mutple failed log-in attempts. Log in information villnot be shared.
« Any system storing level 2 information must have updated security patches and virus protection. These systems will
only be accessed by those with a current and IRB approved research role.

12, will maintain adequate and accurate records and make these records available to the IRE or QA/OI Program for review,

3 Twillensure that IRB-approved study documents, Including recrutment materials, consent forms, and study tools. are
accurately ranslated in a language understandable to study paricipants. If applicable, | will submit locally-approved
versions of these materials o the IRB when they become available.

By selecting ‘oK, | agree o the above statements and the submission will be forwarded to the next appropriate state of
review.




image1.png
Study Team Members

Listall study team members on this page.
Study team members include:

1. Individuals who
. Have contact with human subjects:
b_ Have access to data that is identifiable: OR
c. Are responsible for the design, conduct, or reporting of the research
2. The Faculty Sponsor for studies conducted with a non-facutty Pl





