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Agenda 

 

 Brief Updates 

 CTEP Twitter Account:  @NCICTEP_ClinRes 

 NCTN Navigator:  https://navigator.ctsu.org/  

 

 NCTN Trial Portfolios by Disease: https://go.usa.gov/xQT4q 

 

 Informed Consent Implementation Update 

 

 

https://twitter.com/NCICTEP_ClinRes
https://twitter.com/NCICTEP_ClinRes
https://navigator.ctsu.org/
https://go.usa.gov/xQT4q
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New CTEP Twitter Account:  @NCICTEP_ClinRes 
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NCTN Navigator 

 NCTN Navigator website:  Inventory resource for external 

investigators to identify specimens of interest 

 NCTN Navigator associated processes:  Processes through which 

investigators can submit queries, LOIs, and proposals and carry out 

approved proposals for specimens and data of interest 

 

https://navigator.ctsu.org/ 

https://navigator.ctsu.org/
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NCTN Navigator 

https://navigator.ctsu.org/ 

NCI Cancer Currents Blog Post:   
https://www.cancer.gov/news-events/cancer-currents-

blog/2018/nctn-navigator-cancer-clinical-trial-specimens  
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NCTN Trial  

Portfolios by Disease 
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New NCTN Trial Portfolios by Disease 

 Posted as separate PDFs by disease area: https://go.usa.gov/xQT4q  
(https://ctep.cancer.gov/initiativesPrograms/nctn_trials_by_disease.htm) 

 

 Each document heading includes the date the diagrams were last 

updated  

 

 Can be viewed on the computer 

 Hover over the trial number to see the protocol title 

 Click the trial number to go to the protocol’s ClinicalTrials.gov webpage 

 Can be printed out and used in hardcopy format 

 First page(s) include disease diagram 

 Last page includes a table with the protocol number and title for reference 

https://go.usa.gov/xQT4q
https://ctep.cancer.gov/initiativesPrograms/nctn_trials_by_disease.htm
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New NCTN Trial Portfolios by Disease 

https://ctep.cancer.gov/initiativesPrograms/nctn_trials_by_disease.htm 

 

https://ctep.cancer.gov/initiativesPrograms/nctn_trials_by_disease.htm
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New NCTN Trial Portfolios by Disease:  AYA Trials 
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New NCTN Trial Portfolios by Disease:  AYA Trials 
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New NCTN Trial Portfolios by Disease:  AYA Trials 
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New NCTN Trial Portfolios by Disease:  Breast Cancer 
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New NCTN Trial Portfolios by Disease:  Breast Cancer 
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Implementation of the 

NCI Informed Consent 

Template Revision 
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NCI ICD Template Revision:  
Process 

 Internal revision process in 2016 

 Revised key sections identified through prior evaluations, including costs, extra tests, and general 

integration of biomarker research 

 Met internally to review and finalize Revision #1 
 

 Stakeholder review in 2016 

 Distributed Revision #1 to prior working group members, Groups, and other NCI entities 

 Received 29 responses (450+ comments or changes); reviewed and reconciled comments and edits 
 

 Final Revisions to the Common Rule, January 2017 

 Released by OHRP on January 19, 2017 and effective January 19, 2018 

 NCI implemented changes to the consent template to comply with the Final Rule requirements1 

 Conducted iterative review with plain language specialist and finalized Revision #2 
 

 Stakeholder review in 2017 

 Circulated Revision #2 & received 20 responses (200+ comments or changes); reviewed and 

reconciled comments and edits 
 

 Final revised template published, October 2017 
 

 Two minor updates published December 12, 2017 
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NCI ICD Template Revision:  
Key Dates 

 October 10, 2017:  Revised Informed Consent Template is published 

on the CTEP website 

 December 12, 2017: Template updated with CoC and new risk 

 

 January 19, 2018: Protocols initially submitted to CTEP on or after 

this date must use the revised Informed Consent Template. 

 Protocols that were submitted to CTEP before this date but not yet CIRB 

approved are encouraged to transition to the revised Informed Consent 

Template. 

 July 19, 2018: Protocols that do not have an IRB approval (either 

Approval Pending Modification or full Approval by the CIRB) are 

required to use the revised template.  

 Review your protocol timelines and revise consent forms in your protocols 

that do not have an IRB approval as needed to meet this deadline.  
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NCI ICD Template Revision:  
Certificate of Confidentiality (CoC) Updated 12/12/2017 

 NIH Certificate of Confidentiality Policy – updated 10/01/2017 

 https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-109.html  

 NIH CoC “kiosk”:  https://humansubjects.nih.gov/coc/index    

 “(A)ll ongoing or new research funded by NIH … that is collecting or 

using identifiable, sensitive information is automatically issued a CoC.” 

 

 NIH CoC website has suggested consent language. The NCI template 

edited the NIH’s version to align with our health literacy and plain 

language goals. This update was added to the NCI consent in the 

section, “Who will see my medical information?” on page 43.  

 Please note that currently NCI CIRB approved consent forms do not 

need to have this addition, but this paragraph should be used in all 

consent forms being updated with amendments. 

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-109.html
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https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-109.html
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ICD Requirements:  ICH GCP, 21 CFR 50 (FDA-regulated 
trials), 45 CFR 46.116 (Common Rule and Final Rule) 

Category Element ICH GCP FDA CFR 21 Common Rule Final Rule 

General element Key Information X 

General element Trial involves research X X X X 

General element Purpose X X X X 

General element Probability for random assignment X 

General element Procedures X X X X 

General element Subject responsibilities X 

General element What is experimental X X X X 

General element Risks to subject X X X X 

General element Risks to fetus/infant X X X X 

General element Benefits X X X X 

General element Alternative / usual course X X X X 

General element Trial-related injury X X X X 

General element Compensation X 

General element Cost X X X X 

General element Voluntariness and right of withdrawal X X X X 

General element Medical records access X X 

General element Confidentiality of records and if published X X X X 

General element New findings & informing X X X X 
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ICD Requirements:  ICH GCP, 21 CFR 50 (FDA-regulated 
trials), 45 CFR 46.116 (Common Rule and Final Rule) 

Category Element ICH GCP FDA CFR 21 Common Rule Final Rule 

General element Contacts X X X X 

General element Potential for stopping participation X X X X 

General element Duration X X X X 

General element Number of participants X X X X 

General element Unforeseeable risks X X X 

General element Withdrawal consequences and procedures X X X 

General element CT.gov language X 

General element Identifiable information / specimens X 

General element Commercial profit X 

General element Return of research results X 

General element Whole genome sequencing X 

Biospecimens Types of research X 

Biospecimens Identifiable information / specimens X 

Biospecimens Period of time X 

Biospecimens Unknown future research X 

Biospecimens Return of results X 

Biospecimens Contacts X 
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NCI ICD Template Revision: 
Page Counts for Select Submitted NCTN ICDs 

Key Information 

Pages 

Total Pages (including 

key information and 

optional studies) 

Optional 

Pages 

3.1 12.75 3.5 

2.75 14.5 2.5 

3.5 15 3 

2.5 15 3 

3 15.25 3 

3 16.5 3 

3.1 16.5 2.5 

2.8 18.3 3.5 

3.25 18.5 2.5 

3.25 18.5 2.5 

3.3 19.5 4 

3 22.5 4 

3.0 16.9 3.1 Average 

Draft Initial Numbers 
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Questions & 

Discussion 


