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Overview – Types of Documents



Dana-Farber/Harvard Cancer Center (DF/HCC)

The DF/HCC consortium governs all cancer relevant research conducted at it’s 7 member sites.

DFCI 
Institutional Review 

Board (IRB)

Serves as the IRB of Record for all* cancer relevant research conducted at a DF/HCC site 
*unless review is approved to be ceded to an external IRB



DF/HCC Policy & DFCI IRB Policy and Guidance

DF/HCC Policies govern all cancer center research, regardless of IRB of record or 
site

DFCI IRB Policies and Guidance provide additional IRB-specific requirements, 
guidance, and context for studies relying on the DFCI IRB as the IRB of record (most 
of, but not all DF/HCC studies)
oKeep in mind that if your research is relying on an external IRB, their policies would apply 
in addition to DF/HCC policy



DF/HCC Policy & DFCI IRB Policy and Guidance

Keep in mind
 While DF/HCC and DFCI IRB policies and guidance should not contradict each other, one may provide 

additional or expanded requirements for research conduct. When applicable, your research should 
comply with both and/or the more stringent of the requirements outlined!

https://www.dfhcc.harvard.edu/research/clinical-research-support/document-library/dfhcc-policy-and-operation-library/ 

https://www.dfhcc.harvard.edu/research/clinical-research-support/document-library 

https://www.dfhcc.harvard.edu/research/clinical-research-support/office-for-human-research-studies/ohrs-information-sheet-library 

https://www.dfhcc.harvard.edu/research/clinical-research-support/document-library/dfhcc-policy-and-operation-library/
https://www.dfhcc.harvard.edu/research/clinical-research-support/document-library
https://www.dfhcc.harvard.edu/research/clinical-research-support/office-for-human-research-studies/ohrs-information-sheet-library


Updated Consent Documents



Which Consent-related Resources have been updated? 

DF/HCC Policies (effective 1/31/25)

CON-100: Informed Consent Process

CON-101: Obtaining Informed Consent of Non-English Speakers

DFCI IRB Policy and Guidance

Guidance: Reconsent & New Risk Notification Guidance for Study Teams

Policy: Use of Legally Authorized Representatives (LAR)

DF/HCC Informed Consent Form Templates

iRIS – DFCI IRB Amendment Form: Reconsent Section 

Tracked Changes and Summary of Updates: DF/HCC Policy Updates Page

https://www.dfhcc.harvard.edu/research/clinical-research-support/document-library/policy-updates/


Key Updates
Notification of New Risks & Reconsent

Relevant Updates:
DF/HCC Policy CON-100: Informed Consent Process
DFCI IRB Guidance: Reconsent and New Risk Notification
iRIS Amendment Form – Reconsent Section



Key Updates – CON-100: Informed Consent Process

Section 5.5. Updated Information Based on New Significant Findings

–  Simplified to outline overarching DF/HCC requirements that apply to all studies regarding 
updating participants of new information and (when applicable) obtaining reconsent in a 
timely manner.

Considerations for this update:

• Ultimately, the IRB of record must approve the protocol-specific plan for notifying participants and obtaining reconsent.

• Therefore, certain plan specifics that were previously outlined in this policy (e.g., different methods of notification/reconsent, 
specific timing requirements) have been moved to the DFCI IRB Guidance.



Key Updates – CON-100: Informed Consent Process

Defines overarching requirement for all DF/HCC 
studies and clarifies that the IRB of record must 
approve the specific plan for how new information will 
be communicated, including the below elements.

Defines which elements must be included in an IRB-
approved plan.

Note, guidance for study teams in determining these 
elements for their protocol are now outlined in detail 
in the new DFCI IRB Reconsent Guidance

Important – DF/HCC requirement regardless of IRB of 
record determination. 

Study team member notifying/reconsenting must be 
an attending physician in these scenarios



Key Updates –DFCI IRB Guidance: Reconsent and New Risk Notification

NEW Guidance for Studies under the DFCI IRB
• This new guidance has been merged with previous CON-OP-1 to help study teams determine and submit an 

appropriate risk notification/reconsent plan to the DFCI IRB for approval

• Currently posted and available for study team use

o Also linked directly in the iRIS Amendment Form – Reconsent section

Quick links to jump to 
sections in the guidance



Key Updates –DFCI IRB Guidance: Reconsent and New Risk Notification

Key Sections - Guidance

Overview of Methods
• Full revised consent form
• Consent addendum
• Verbal or written notification

Process for submitting a plan to the DFCI IRB
• Core site submission process and communication of the IRB-approved plan

Notifying participants prior to IRB approval of plan
• When is it necessary or appropriate to notify participants prior to IRB approval?  

Notifying participants after IRB approval, but prior to activation (e.g., when activation is delayed)
• When reconsent is required for increased or new risks, activation is expected within 30 days; For cases where there is a delay in activation, OHRS has 

implemented a notification process:
• 21 days following IRB approval – initial notice to PI 
• 30 days following IRB approval – second notice and requirement to begin verbally notifying impacted participants if appropriate



Key Updates –DFCI IRB Guidance: Reconsent and New Risk Notification

Key Sections - Guidance

Initial determination of a notification/reconsent plan to submit to the IRB

• The following sections outline key elements that each plan should include, along with considerations and examples for the study team, including:
• Which participants need to be notified/reconsented
• The appropriate method and timing for notification/reconsent
• Which study team members may notify/reconsent participants

For example: 

For example: 

Newly defined requirement, per DF/HCC policy and DFCI IRB guidance: When using a 
Consent Addendum to notify of new or increased risk for greater than minimal risk drug, 

device, biologic, surgery radiation, attending physician must sign

Consider: When risks are being updated, participants should at a 
minimum be verbally notified by an APP or attending physician prior to 
proceeding with treatment/intervention (even if timing does not allow 

signing of addendum/ICF prior to next protocol intervention)



Key Updates –DFCI IRB Guidance: Reconsent and New Risk Notification

Key Sections in the Guidance

• SAMPLE language to be included in submission to the IRB 



Key Updates – iRIS – DFCI IRB Amendment Form

Reconsent Section
The AM Form section regarding reconsent plans has been updated to align with the newly posted DFCI IRB Guidance

Guidance document 
linked directly in form

Clearly defines elements 
of the plan that need to 
be included in the free 

text field
• Aligns options for method and timing with current guidance

• Prompts consideration for when verbal notification may be appropriate 
prior to full reconsent

• Multiple options may be checked (e.g., if you plan to verbally notify 
prior to next scheduled study visit with attending physician)



Key Updates

Use of Legally Authorized Representatives (LAR)

Relevant Updates:
DF/HCC Policy CON-100: Informed Consent Process
DFCI IRB Policy: Use of a Legally Authorized Representative
DF/HCC Consent Form Template – LAR Signature Block



Key Updates – CON-100: Informed Consent Process

• Section 5.7. Inclusion of Persons with Diminished Decision-Making Capacity 
and Use of a LAR
• This section has been revised to clearly state that for persons lacking the capacity to provide 

informed consent, the use of a LAR is required. 

• Further, the use of a LAR in DF/HCC research requires approval by the IRB of record.



Key Updates – CON-100: Informed Consent Process

When a LAR is used, the 
individual obtaining consent 

should document that both of 
these occurred 



Key Updates – DFCI IRB Policy: Use of a Legally Authorized Representative (LAR)

• This document has been updated to provide additional requirements and context for the 
appropriate use of a LAR for studies reviewed by the DFCI IRB

 The DFCI IRB will consider the use of a LAR with regard to the following groups:

o Individuals whose medical condition, or treatment effects may render them decisionally impaired and temporarily unable to provide informed 
consent 

o Individuals who have a cognitive impairment such as intellectual disabilities, dementia, or psychosis that are enduring or that may worsen over time. 
In some cases, individuals with this type of impairment may be excluded by the sponsor due to inability to complete participant responsibilities

Criteria under which the DFCI IRB will consider 
approving the use of a LAR



Key Updates – DFCI IRB Policy: Use of a Legally Authorized Representative (LAR)

Existing LAR Signature Lines

If your current ICF includes a LAR signature line, but the 
IRB has not approved the use of a LAR, this section should 

be removed at the next amendment. 

Teams are not required to submit a special amendment to 
make this update. 



Key Updates

Additional Updates to CON-100: Informed Consent Process

Relevant Updates:
DF/HCC Policy CON-100: Informed Consent Process
DF/HCC Consent Template – Signature Block



Additional Key Updates – CON-100: Informed Consent Process 

Section 5.8. Inclusion of Persons with Physical Limitations or Limitations with Reading or Writing 

In these cases, a LAR should not be used 
because the participant retains the ability to 

understand the concepts of the research, risks 
and benefits, and can provide consent. 

Documentation is key, including the method of 
communication and the specific means by which they 

communicate agreement to participate in the research.

A separate witness must be present, and sign the ICF

In lieu of a signature, the participant may be permitted to indicate 
consent with a mark (e.g., “x”) OR if unable, may be able to provide 

an alternative form of approval (e.g., indicating approval or 
disapproval with eye movement or a technical communication aid).



• Updated signature block for obtaining consent from an adult who is unable to 
sign the consent form and required a witness, per CON-100: 

Key Updates – DF/HCC Informed Consent Form Templates

CON-100 requires a witness be present 
when an individual with a physical 

limitation or limitation with reading or 
writing is consented, and is therefore 

unable to sign the consent form

Clearly identifies reason participant is 
unable to sign the consent and 

required a witness.

Updated attestation language clarifies 
the role of the witness. 



Additional Key Updates – CON-100: Informed Consent Process 

Section 5.9. Inclusion of Children and Minors

Ultimately, the IRB of record will determine the age assent is 
expected. DF/HCC outlines general expectations here, but alternate 

determination may by made by the IRB.

DF/HCC acknowledges that these scenarios may occur, however 
they typically need to be handled on a case-by-case basis, hence 

the lack of strict policy requirement. OHRS will provide guidance in 
determining the most appropriate course of action. 



Additional Key Updates – CON-100: Informed Consent Process 

Section 5.10. Continued Participation for Minor Who Reached the Age of Majority During Research

Once a minor participant turns 18, no further research activities 
may occur until they provide informed consent on an IRB approved 

consent form. 

For the DFCI IRB, this may be the long form consent document or 
the consent template for Continued Participation in a Research 

Study by a Young Adult Who Has Reached Age 18

Importantly, if consent is not obtained, no further research activities 
may continue; this includes on any previously collected specimens or 

research data from that individual, unless they are de-identified. 



Key Updates

Obtaining Consent from Non-English Speakers

Relevant Updates:
DF/HCC Policy CON-101: Obtaining Consent from Non-English Speakers
DF/HCC Consent Templates – Signature Block



Key Updates – CON-101: Obtaining Informed Consent from Non-English Speakers

Interpreter Definition – Clarification to align with regulatory guidance:
• Use of an adult family member for interpretation is not permitted unless a professional interpreter is not available, 

and it is allowable per institutional policy. 

Section 5.1. Translation of Entire Consent Form
• Removed requirement for a separate witness when a qualified study team member (fluent in both the 

participant’s language and English) obtains consent without the need of a separate oral interpreter.

*Note – a separate witness IS required when a study team member acts as the interpreter for the Short Form Consent 

Section 5.4. Updated Information Based on New Significant Findings
• Language in this section has been simplified to align with CON-100 updates

• Clarifies requirements for either using a fully translated or short form consent, and/or appropriate verbal or 
written correspondence using a translator or interpreter when applicable. 



Key Updates – CON-101: Obtaining Informed Consent from Non-English Speakers

Section 5.2. Short Form Consent
There are two key updates in this section:

Depending on your institution, you may be required to obtain a physical 
witness signature in this circumstance; documenting the name and ID of 

the remote interpreter on the witness signature line will not suffice 
(e.g., MGB requires a physical signature)

Important Notes:

• The participant just needs to be provided a copy and does not need to sign the 
translated long form in addition to the previously signed short form. 

• If in the interim between use of the short form in a specific language and obtaining 
IRB approval of a fully translated ICF another participant who speaks that language 
needs to be consented, the study team should proceed with consenting that 
participant using the short form. Their ability to provide consent and participate in the 
research should not be contingent on the timeline of obtaining the fully translated ICF. 



• Updated Signature Block for Obtaining Consent of Non-English Speaking Adults

Key Updates – DF/HCC Informed Consent Form Templates

Witness signature is required 
when using a short form. 

This updated attestation language 
clarifies the role of the witness, 

which is the same when the 
interpreter is also serving as the 

witness.

Interpreter’s signature is not 
required UNLESS they are also 

serving as the witness

Updating Current Interpreter/Witness 
Signature Lines

Teams do not need to submit a separate 
amendment to update the signature block 

to the new version but should consider 
updating it when already submitting an 

amendment. 



Other DF/HCC Policy Updates

Minor Revisions and Clarifications



DATA-100: Data Management of Investigator-Sponsored Treatment Protocols
• Updated to adjust language from “therapeutic” to “treatment” to align with current regulatory guidance. 

DATA-101: Case Report Form Development
• Updated to adjust language from “therapeutic” to “treatment” to align with current regulatory guidance. 
• DF/HCC operation DATA-OP-3: EDC Receipt also updated to align language. 

RCO-104: New Protocol Submission Requirements
• Section 5.1. updated to clarify requirements for the pre-submission form process which went into effect in April 2024. 

REGIST-101: Subject Registration
• Updated to adjust language from “therapeutic” to “treatment” to align with current regulatory guidance. 

REGIST-200: Registration of Clinical Trials on ClinicalTrials.gov
• Section 5.2. Language added to define the requirements and process for transferring clinical trial records between 

institutions (e.g., when a PI changes institutions). 

Additional DF/HCC Policy Updates



REGIST-200: Registration of Clinical Trials on ClinicalTrials.gov

• Section 5.2. Language added to define the requirements and process for transferring clinical trial records between 
institutions (e.g., when a PI changes institutions). 

Additional DF/HCC Policy Updates



Resources & Support 

ODQEducation@dfci.Harvard.edu
OHRS@dfci.Harvard.edu 

DF/HCC Policy Updates

DFCI IRB Policies & Guidance Library

DFCI IRB Protocol & Consent Templates

Reach out to your institutional 
clinical trials office for site-

specific guidance

mailto:ODQEducation@dfci.Harvard.edu
mailto:OHRS@dfci.Harvard.edu
https://www.dfhcc.harvard.edu/research/clinical-research-support/document-library/policy-updates/
https://www.dfhcc.harvard.edu/research/clinical-research-support/office-for-human-research-studies/ohrs-information-sheet-library
https://www.dfhcc.harvard.edu/research/clinical-research-support/office-for-human-research-studies


Reminder

Session 2 – January 16

Session 2 – Refresher of 
Consent-Related 
Updates and FAQs

Thursday, January 16
3:00pm-4:00pm

Click here to 
register

Click here to submit a question ahead of the Office Hours

https://dfci.zoom.us/webinar/register/WN_SwBWKCXKRT-MylFBr6wwTQ
https://dfci.zoom.us/webinar/register/WN_SwBWKCXKRT-MylFBr6wwTQ
https://dfhcc.wufoo.com/forms/k8f24k5022co7e/
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