
M2P2s
M2P2s #1-25

M2P2 #1: What is the impact on C3D when your protocol has the following optional language (or something similar)? (REVISED 12/2021)
 What is Good Documentation Practice (GDP)? :M2P2 #2 (REVISED 12/2021)
 What information should be included in the narrative summary when reporting an expediate AE to the IRB, or IND/IDE sponsor? :M2P2 #3 (REVISED 01

/2023)
What does building “wiggle room” into your protocol procedure time points really mean?  M2P2 #4: (REVIEWED 12/2021)
Why should a Nurse have a Curriculum Vitae (CV)?  M2P2 #5: (REVIEWED 12/2021)

 How can I stay current with regulations, guidances, and other news from OHRP and the FDA? M2P2 #6:  (REVISED 12/2021)
Why do I get so many different emails about required training and how do I keep up with them?  M2P2 #7: (REVISED 12/2021)
When do I submit a Reportable New Information (RNI) form to the IRB and what happens after the submission?  :M2P2 #8   (REVISED  03/2024)

: Since the printed pocket version of CTCAE v.4 is not available, how can I have CTCAE at my fingertips? M2P2 #9 RETIRED 2/2022
: How do I submit a MAJOR protocol deviation to the IRB and what do I include in the submission?  M2P2 #10 (REVISED  01/2023)
: What should I do if I find incorrect or missing information on ? M2P2 #11 ClinicalTrials.gov (REVISED 12/2023)
: You submitted a SAE/AESI to the sponsor, what else needs to happen with the event information? M2P2 #12 (REVISED 02/2022)
: What are the responsibilities of the research team when CCR is the coordinating center for a multi-site clinical trial?  M2P2 #13 (REVISED  01/2023)
 What is off-treatment versus off-study? :M2P2 #14 (REVISED 01/2022)

: How do I create, modify, or delete a protocol order set in CRIS? M2P2 #15 (REVISED 02/2022)
 When are credentials verified and what do I need to do to maintain my privileges? :M2P2 #16 (REVISED 12/2021) 
What information needs to be reported to the IRB at the time of continuing review (CR)?  : M2P2 #17 (REVISED  02/2023)

: Who should be included as a sub-investigator on the FDA Form 1572? M2P2 #18 (REVISED 03/2024)
 What is the Monitoring Committee/Board and what are my responsibilities as a Clinical Research Coordinator (CRC)? :M2P2 #19 (REVISED 12/2023)

: Documentation of protocol-specific training and the impact for the Research Nurse M2P2 #20  see CCR SOP PM-5 RETIRED 01/2023, Research Protocol 
 and PM-9 Training Requirements Research Team Amendment Training

: Who can write an order for IND agents (i.e., drugs & biologics)? M2P2 #21 (REVISED 02/2022)
: How to handle Personally Identifiable Information (PII) in a report submitted to the IRB or IND/IDE sponsor?M2P2 #22  (REVISED 02/2022)
: What should the Research Coordinator do if there is an ineligible subject who was enrolled on a clinical research study? M2P2 #23 (REVISED 01/2023)
 You learn that your patient doesn’t speak English and you don’t have an IRB-approved protocol consent in the patient’s native language. What :M2P2 #24

do you do? Part 1:  Ensuring RB Approval, Obtaining Short Form & Securing Interpreter (REVISED 04/2024)  
You learn that your patient doesn’t speak English and you don’t have an IRB-approved protocol consent in the patient’s native language. What  M2P2 #25:

do you do? Part 2: Consent Discussion and Documentation  (REVISED 04/2024)  

https://ccrod.cancer.gov/confluence/download/attachments/108922181/%231%20-%20Impact%20on%20C3D%20with%20Optional%20lab%20language.rev.pdf?version=2&modificationDate=1640706353043&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%232%20-%20GDP.rev%20Dec%202021.pdf?version=1&modificationDate=1640705694383&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%233%20-%20AE%20Narrative%20summary.rev%20Jan%202023.pdf?version=1&modificationDate=1673991165147&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%234%20Wiggle%20rooom%20in%20a%20protocol.pdf?version=1&modificationDate=1674237855837&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%234%20Wiggle%20rooom%20in%20a%20protocol.pdf?version=1&modificationDate=1674237855837&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%235%20CV%20versus%20resume.revised%2012.2021.pdf?version=1&modificationDate=1639426365900&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%236%20OHRP%20and%20FDA%20list%20%20serves.rev%20Dec%202021.pdf?version=1&modificationDate=1640706676533&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%237%20Required%20training%20emails.revised%2012.2021.pdf?version=1&modificationDate=1640016199033&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%238%20Submitting%20RNI_rev%2003.2024%20.pdf?version=1&modificationDate=1710327519097&api=v2
#
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2310%20Protocol%20Deviations_rev%20%2001.2023.pdf?version=1&modificationDate=1673991359820&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2311%20CT.gov.rev%2012_2023.pdf?version=1&modificationDate=1703621425047&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2312%20-%20Expedited%20and%20routine%20AE%20data%20elements.rev%2002_2022.pdf?version=1&modificationDate=1644517563807&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2313%20-%20Multi-site%20Research_01_2023.pdf?version=1&modificationDate=1674234411590&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2314%20-%20Off%20treatment%20off%20study.rev.01_22.pdf?version=1&modificationDate=1643914213893&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2315%20-%20Protocol%20Order%20Sets.rev%2002_2022.pdf?version=1&modificationDate=1645634858977&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2316%20-%20Credential%20verification%20and%20maintenance.revised%2012.2021.pdf?version=1&modificationDate=1640623927837&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2317%20-%20%20AEs%20at%20CR_rev%2002.2023.pdf?version=1&modificationDate=1677612145717&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2318%20-%20SubIs%20on%201572.rev%2003_2024.pdf?version=1&modificationDate=1712242406267&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2319%20-%20SMC_rev%2012.2023.pdf?version=1&modificationDate=1706047061420&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2321%20-%20Ordering%20an%20IND%20agent.rev%2002_2022.pdf?version=1&modificationDate=1644424012557&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2322%20-%20PII%20in%20AE%20reports.rev%2002_2022.pdf?version=2&modificationDate=1647363625263&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2323%20-%20Ineligible%20subjects.rev%2001_2023.pdf?version=1&modificationDate=1673991663140&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2324%20-%20Non-English%20speaking%20consent%20process%20Part%201.rev%2004.2024.pdf?version=1&modificationDate=1714680467410&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/108922181/%2325%20-%20Non-English%20speaking%20consent%20process%20Part%202.rev%2004.2024.pdf?version=1&modificationDate=1714680491783&api=v2
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