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EVOLUTION OF NCI COOPERATIVE 
GROUPS



NCI COOPERATIVE GROUP TRIALS 

A cooperative group in 
oncology is a network of 
researchers and doctors 
from different 
organizations, cancer 
centers, and communities 
who work together to 
create and conduct clinical 
trials for cancer 
prevention, treatment and 
care delivery. 



KEY COOPERATIVE GROUPS 





THE EVOLUTION OF NCI COOPERATIVE GROUP 
TRIALS

1955

The NCI establishes first 
cooperative group, the Acute 
Leukemia Group B, to conduct 

nationwide clinical trials

1955-1975

NCI expands its cooperative 
group program, creating 

additional groups to study 
various cancer types.

1983

The Cancer Therapy 
Evaluation Program is 

established within NCI to 
oversee and coordinate the 

cooperative group trials 

1990s 

The cooperative groups 
merge and reorganize, 
reducing the number of 
groups and streamlining 

operations

2014 

The National Clinical Trials 
Network (NCTN) is formed, 

consolidating the cooperative 
groups and strengthening the 
infrastructure for cooperative 

group trials



PROS OF NCI COOPERATIVE GROUP TRIALS

•Diverse patient population 1

•Robust infrastructure 1

•Multi-institutional collaboration 1

•Accelerated drug development 1, 2 

•Address secondary endpoints such as QoL 1

•Public Health impact: Cooperative Group trials have contributed substantial gains in 
life-years for cancer patients and have had a significant scientific impact 3

•*Fewer “bells & whistles” compared to industry-sponsored studies

* = no citation/ speaker’s opinion 



CONS OF NCI COOPERATIVE GROUP TRIALS

•Lengthy study-wide approval process1

•Funding constraints 1

•Regulatory burden: Expanding regulatory requirements and increasing operational complexity have created 
significant headwinds for the Cooperative Groups 1

•Bureaucratic inefficiencies and expansive bureaucracy 2 

•Restrictive eligibility criteria:  been a major hurdle for many patients wanting to participate in NCI trials 3

•*Lack of flexibility, accountability (from CRAs) and  study support compared to industry-sponsored studies

•* Data/ data management can be more confusing 



OPERATIONS 



HELPFUL TERMS – CLINICAL TRIAL MANAGEMENT 
& SUPPORT SYSTEMS

Cancer Therapy 
Evaluation Program 

Oversees the design, 
conduct, and analysis of 

cancer clinical trials.

CTEP

Cancer Trials Support Unit

Supports NCI clinical trials, 
providing access to trial 
information, enrollment, 
and trial management 
resources. Website to 
access trial content. 

CTSU

Clinical Trial 
Management  System

Software used to plan, 
track, and manage the 
logistics and data of 

clinical trials.

CTMS

Registration & Credential 
Repository

A database that stores 
information on the 
registration and 

credentials of individuals 
involved in clinical trials.

RCR

Adverse Event Reporting 
System

Tool used to report, track, and 
manage adverse events in clinical 

trials, ensuring proper 
documentation and regulatory 

compliance. Website where SAEs 
are entered. 

CTEP AERs

Identity and Access 
Management

Part of the Cancer Therapy 
Evaluation Program, this system 

manages user identities and 
access control for various clinical 

trial platforms.

CTEP – IAM

Oncology Patient 
Enrollment Network

A network that facilitates the 
enrollment of patients into 

oncology clinical trials, 
streamlining the process for 
both patients and providers.

OPEN

National Clinical 
Trials Network

Helps these organizations 
develop new clinical trials and 

manage their regulatory, 
financial, membership, and 

scientific committees.

NCTN



STUDY START-UP

•Study-start up for cooperative group trials is faster than pharmaceutical studies. 

• Reasons for expedited process at UVA: 

• We bypass the full PRC approval process for NCI studies (and is solely reviewed by the PRC chair). 
Therefore, it takes an average of 1 month to open an NCI study, at least from a regulatory 
perspective. 

• The study has already been approved by NCI CIRB when we submit for approval, so they only have 
to approve our site. 

• UVA has overall agreements in place with cooperative group studies so there is no study-specific 
contract to negotiate. 

• Cooperative group studies provide non-negotiable budgets. 

•They typically don’t have a formal SIV, and if they do, it is usually just a one-hour meeting to review 
highlights. ETCTN tends to have more SIVs (also called site initiation training/SIT) than other groups. 



CTSU

•General portal for all content related to cooperative group trials is found at CTSU.org. 

•Must make sure your RCR profile (Registration & Credential Repository with NCI) isn’t 
expired, otherwise you won’t be able to register patients. 

• If you go to “My account” on the CTSU homepage, it’ll tell you when your registration expires. They also send 
out emails when your account is close to expiration. Don’t wait till the last moment! 

• If you have issues with this process, reach out to your reg coordinator or Kirsten Bugden for help. 



CTSU

•Status updates & enrollment 
summaries

•Protocol/consent forms (they 
don’t include the UVA-
approved language, so still 
refer to Florence for official 
documents)

•Sample collection guidelines

•Protocol forms, such as eCRF 
guidelines 

•Funding information



CTSU

Access protocol/consents, memos etc. 
Access to study materials, such as eCRF guidelines 

(referred to as “all forms packet”), registration info 

etc. 



CTSU

•CTSU houses many of the NCI DOA 
logs. They’re referred to as “DTL” 
(delegation of tasks log). 

•For studies that don’t require DTLs, the 
OCR practice is to maintain a DOA in 
Florence. Older studies had a 
separate process using DocuSign. 

•The institutional PI must sign off on 
each staff members delegated tasks 
prior to them being able to complete 
tasks such as registration.

•Reg team manages the DTLs for OCR.  



PROTOCOL REQUIREMENTS 

• See the protocol requirements section in CTSU to see specific requirements for each study. Here are two examples. 



OPEN

•OPEN system is used to register patients 
for NCI studies.

•They’ll often ask you to answer all the 
eligibility questions to verify eligibility. 
Note- sometimes the way the eligibility 
questions are worded differently 
compared to the protocol, and they 
might ask separate questions that are 
unexpected.

•Make sure you save the enrollment 
confirmation to the subjects records. 

•CTEP ID/Site Number for UVA: VA009

•You can do a practice enrollment!



DATA SAFETY PLAN 

•During the registration process, several studies will 
require a SSN or MRN, you can just include  
“000000” instead. 

•Some studies also require the patients zip code. 

•Always double check the DSP before giving out PHI. 



PATIENT REGISTRATION 

•When you register a patient, it’ll often ask 
which “registering group” you want to give 
credit to. 
• If there is more than 1 option, typically you should 
give credit to whichever group the study is run by. For 
example, if it’s ECOG, then you give credit to ECOG. 
However, this varies, so please ask your AD for 
guidance for each trial. 

•You may also be required to choose a 
registration step (i.e. Step 0, 1, 2). 
• “ Step 0” - Pre-registration is often an administrative 
step used for studies that require a study ID prior to 
enrollment to allow for submission of central blood or 
tissue samples. 

• FYI! If step 0 is not an option be mindful that 
completing step 1 prior to confirming eligibility could 
potentially enroll an ineligible patient.



PATIENT ENROLLMENT

•NCI studies never offer exemptions, exceptions, waivers for enrollment or any other 
protocol-required procedures/tasks etc. 

• For example: I (Maria) had a patient with grade 3 lymphocyte count decrease that the doctor didn’t 
care about, and ECOG said they couldn’t enroll since all of their previous treatment-related AEs hadn’t 
resolved to a G2 or better. Many industry sponsors would be fine with this since the patient still met the 
lab parameters explicitly described in the eligibility parameters. 



CONSENT 

•Cooperative group studies require the use of 
a free-standing HIPAA consent authorization. 

•The patient should sign it at the same time as 
their initial consent.  

•Rationale: cooperative group studies are 
conducted at many different institutions and it 
would be challenging for the IRB of record to 
incorporate each site’s own privacy language. 
Also, NCI NCIRB doesn’t have a HIPAA 
Privacy Board.  



BUDGET/FUNDING 

•Generally the budget is non-negotiable, and they dictate which procedures are standard 
of care. Typically we get $3k per patient for NCI studies, with ETCTN offering 
approximately $7-$8k. 

• In contrast, some of our more generous sponsors might pay around $3k per patient visit, and also allow 
invoicing for other procedures such as scans/biopsies. 

•In general, we are paid for work completed/enrollments. The more we enroll, the more 
money we are paid. NCI doesn’t offer any administrative fees like industry studies. 

•UVA receives approx. $25M/year in funds from NCI to help support research. A lot of this 
funding also supports bench science research. 



BUDGET/FUNDING 

•Some cooperative group studies will 
have funding that is only available if the 
patient participates in specific 
procedures (such as surveys/optional 
biopsies). This may require CRC to fill in 
the OPEN funding tab. ETCTN has not 
used this feature. 

•We have 1 year from the date of 
completion to update the billing in order 
to get paid.

•OCR CRCs- must add a prompt on CRC 
checklist to complete OPEN funding. 

Instructions for completing funding: 

https://www.ctsu.org/open/Site_Resources/Training/Users_Manual/FundingScreenSiteUserGuide.pdf



BUDGET/FUNDING
•Why should the budget/funding topic matter for CRCs?

• Clinical research at UVA is “cost-recovery”. I.e. staff pay for themselves by enrolling patients. 

• Study budgets support the CRC positions. If we don’t have sufficient funding, which requires enrollments, then we 
can’t support as many CRC positions. 

• Be mindful of the amount of effort you spend for cooperative group studies. Talk to manager/Ed coordinator if 
you think you’re spending too much time. We may be able to optimize processes. 

• Strive for efficiency as much as possible to help reduce the amount of effort that is associated with these lower 
budget studies. 

• Example: pay attention to protocol AE reporting guidelines to determine if abnormal labs need to be reported. This saves a considerable 
amount of billable time if those don’t need to be reported as AEs. 



BUDGET/FUNDING 

Why the patient may be impacted?

• The studies assume which procedures are standard of care vs. research. This can make a considerable 
difference for patients who are limited with funds, especially since the budgets are non-negotiable. 

• These studies generally don’t have as many options for hotels/travel etc., so may be harder to enroll 
patients who aren’t local. 

• You can speak with Mark Dewey, OCR Clinical Trial Navigator, about potential funding/resources that 
may be available for these patients. DO NOT promise patients any extra resources outside of what 
the consent indicates. 



CONTACTS & TERMINOLOGY CONFUSION

•Study Chair = PI who is responsible for overseeing the conduct of a clinical trial protocol. 
• Equivalent to study PI or Medical Monitor 

• Their credentials are typically MD/DO or international equivalent

•Protocol Contact or Study Coordinator: An individual who supports the research team by managing 
the administrative and operational aspects of the clinical trial at a research site.
• Equivalent to CRA (Clinical Research Associate for pharma studies) 

• Typically their credentials are BS, MPH (or similar degree), CCRC/CCRP, RN. But, they’re not generally an advanced 
practice medical provider

•The EDC may refer to the Clinical Research Coordinator as the “CRA”, which indicates “clinical site 
staff”. This contradicts most of our other studies!! 

•There are other contacts listed in protocols for data management, specimen submission etc. Review 
each protocol for details. 



CONTACTS

•A common frustration with CRCs is the lack of study contacts and resources. 

•A list of contacts is typically found within the first pages of your protocol, similar to 
the example below. 



RESEARCH SPECIMENS

•Many studies don’t have a separate Lab Manual. Your protocol 
should indicate how to order kits & specimen processing 
instructions. They sometimes also have additional forms in the 
protocol that may need to be completed. Sometimes this is in 
an appendix. 

•If they do have a lab manual, or equivalent, it may be in CTSU 
under “protocol documents”.

•Sometimes, the requisition “paperwork” can only be retrieved 
in the specimen tracking system. You can’t necessarily access 
this content until the day of the visit because it won’t let you 
enter future dates/times. This can be a burden if you need to 
ship same day as collection. 



SPECIMEN TRACKING SYSTEMS

• Several cooperative group studies use 
specimen tracking systems (STS)

• BIOMS (Alliance)

• ECOG STS 

• SWOG STS

• ETCTN (historically used RAVE, but recently 
switched to “Theradex Specimen Tracking 
System”)



RESEARCH SPECIMENS 

•You may need to complete training in order to complete 
specimen tracking. Check protocol for details. 

•OCR: Katie Fox & cGMP don’t have access to the STS, so 
the CRC is responsible for filling in all of that content. 

•CRC needs to pay attention to the protocol guidelines re: 
processing, shipment, and shipping destinations. This can get 
confusing, especially when there are multiple tests run on 
one sample. 

•Look at the form in advance if possible to determine which 
questions they’ll ask (such as draw time, processing time, 
freeze time). Ensure you have a way to have this clearly 
documented. 



RESEARCH SPECIMENS

This type of table is often the best 
resource for determining information 
about specimens. There is additional 
content elsewhere in the protocol for 
processing. 

This type of table is typically more 
confusing than helpful. 

These tables seem to be standard for ETCTN, but not other 

groups



INVESTIGATIONAL PHARMACY CONSIDERATIONS 

•We don’t have drug supply on hand for NCI studies. Team needs to allot an extra 2 
business days after enrollment to allow time for ordering and delivery of drug. 

• Ex: Drug ordered by 2pm EST on a Wednesday will likely arrive mid-day on Thursday. Therefore, the 
earliest a patient could likely be treated is Friday. 

•IDS is required to return drug (or destroy) within 90 days after an NCI study closes, 
or when the last patient is treated, whichever is later. They rely on CRCs to update 
them when studies close, and/or when the last patient is finished treatment.

• If you’ve already told IDS that the study closed to enrollment, but still have a patient on treatment, 
you’ll need to send them an update when that patient finishes treatment. 



ADVERSE EVENTS



MANAGING ADVERSE EVENTS 

•Adverse events are handled similarly to most studies, with 
some quirks.

•Abnormal labs reported as AEs

•SPEER/CAEPR

•SAE reporting

•Solicited AEs 



ABNORMAL LABS AS AES

•The different cooperative groups have different guidelines about whether abnormal labs that are NCS 
need to be reported as AEs. The following slides provide some detail regarding this topic. 

•NCI guidelines say the following: “After the baseline assessment, all abnormal laboratory values 
determined to be of clinical significance based on the physician’s assessment are to be reported as AEs 
on the appropriate CRF.” (Source: DCP Baseline and Adverse Event Reporting Guidelines, 10/25/2021).

•We’ve also seen other guidelines suggesting that only abnormal labs that are related to specific drugs 
should be reported as AEs. 

•In general- we recommend that you follow your specific protocols guidelines and guidance from your 
study contacts. 

•These are NCI guidelines that are helpful, but sometimes contradict specific protocols. 

• Adverse Events/CTCAE | CTEP

• See link for “NCI Guidelines for Investigators: Adverse Event Reporting Requirements for DCTD and 
DCP INDs and IDEs (August 30, 2024)

https://ctep.cancer.gov/protocoldevelopment/adverse_effects.htm


ABNORMAL LABS AS AES: ETCTN

ETCTN:

However, our current ETCTN auditor (as of 2024), has suggested that if we receive 
guidance from the study chair that contradicts the above statement, he would follow 
that guidance. 

Source: Theradex CTMS Rave User Guide

Version 2.2

Referenced from Medidata Rave



ABNORMAL LABS AS AES: NRG

NRG reporting 

Source: Guidance for Routine Adverse Event Reporting: Jan 3, 2023

NRG > About Us > Statistics and Data Management Center (SDMC) > Data Management Resources

https://www.nrgoncology.org/About-Us/Statistics-and-Data-Management-Center-SDMC-/Data-Management-Resources


ECOG & ALLIANCE 

•ECOG & Alliance don’t seem to have any formal guidelines that specify whether 
abnormal labs should be reported as AEs if they’re NCS. However, whenever we 
have emailed representatives from those groups about this question, they have 
repeatedly confirmed that ALL abnormal labs, regardless of significance need to be 
reported as AEs. 

•For some studies, there may be guidance on the AE form in the EDC that specifies 
more details on which AEs are reportable. 



ABNORMAL LABS AS AES

•If you can’t figure out what the protocol requires, here is a template you could use to 
send to the study chair. 
• “I am writing you to inquire more about how abnormal labs, vitals, and ECG findings should be reported as AEs for *** study. The

protocol does not seem to specify if we should report all abnormal findings as adverse events, regardless of attribution or clinical 
significance. NCI guidelines indicate, “After the baseline assessment, all abnormal laboratory values determined to be of clinical 
significance based on the physician’s assessment are to be reported as AEs on the appropriate CRF.” (Source: DCP Baseline and Adverse 
Event Reporting Guidelines, 10/25/2021). Could you please specify what is required for this protocol? Reporting all abnormal labs & 
vitals as AEs requires an immense amount of effort from CRCs, data coordinators and physicians. Most of our pharmaceutical sponsored 
studies do have language indicating to only report abnormal labs as AEs if the event is considered clinically significant, especially for 
drugs that have a well-documented risk profile.”



ADVERSE EVENT REPORTING 

•Keep in mind that most cooperative group studies use cycle-by-cycle AE logs. This can 
be much trickier to maintain. Some of them also indicate specific instructions in the 
EDC itself, such as the type/grade of AEs to report. They may also provide guidance 
such as only reporting the highest grade AE in the cycle. 



SPEER/CAEPR

•CAEPR (Comprehensive Adverse Events 

and Potential Risks List): generated list of 

reported AEs associated with an agent 

currently under an NCI IND. Information 

contained is compiled from the IB and 

other documentation. 

•SPEER (Specific Protocol Exceptions to 

Expedited Reporting): A subset of AEs 

within the CAEPR that contains a list of 

events that are protocol specific 

exceptions to expedited reporting. 



SPEER/CAEPR

• Remember: the events in the SPEER have to be related to the drug that is associated 
with the table. In this case, Durvalumab.

• If an AE meets the reporting requirements of the protocol, and it is listed on the 
SPEER, it should ONLY be reported expeditiously if the grade being reported 
exceeds the grade listed in the parentheses next to the event.



AE REPORTING

•While you can use a “verbatim term” to report AEs, you will need to have the CTCAE 
term. (We generally suggest always using CTCAE terms for AEs to simplify the 
process). 

•Many of the EDCs require AEs to be reported per cycle. This can get tedious to track, 
as compared to one cumulative AE log. 

•Most of the Medidata Rave forms will ask a question such as “attribution to study 
intervention”. But, we often have more than 1 intervention. The guidance below is for 
ETCTN. May need to ask your study contact on a case-by-case basis. 

• When completing data entry for AEs

• Investigational agents only – enter the overall highest attribution

• Investigational and commercial agents – enter the highest attribution for the investigational agent(s)

• Commercial agents only – enter the highest attribution for the commercial agent



DIFFERENT VARIETIES OF ADVERSE EVENTS 

•Cooperative group studies have regular AEs, SPEER/CAEPR, SAEs.

•Some of the studies have AESIs (Adverse Events of Special Interest) that are separate 
than the SPEER/CAEPR. 

•Some of the studies also have solicited AES. They are a list of specific AEs that they 
want you to review at each visit. The protocol doesn’t usually specify these, but 
they’re listed in the EDC. 

• Remember- you’ll need source to verify the events were evaluated, even if the event hasn’t occurred. 



SOLICITED AES

•For example, EA5181 had about 30 
solicited AEs. For each visit, the CRC 
had to indicate that the event was 
reviewed, but typically the event hadn’t 
occurred. In this case, you would say 
that the event was “evaluated”, and the 
grade is “0”. 

•You still need to report regular AEs, 
even if they’re not in the list of solicited 
AEs by adding an additional log line. 



SAE REPORTING

•Each protocol will have a table such as 
the attached image. It will indicate which 
events need to be reported 
expeditiously etc. Pay attention to this 
table! 

•Generally, only report 1 ticket per cycle, 
even if you have multiple SAEs within 
that cycle.

•We have had audit findings for over 
and under reporting SAEs, and for 
delayed reporting. Delayed reporting is 
generally classified as a “major” finding.    



SAE REPORTING 

•There may be additional 
guidelines for reporting SAEs in 
relation to commercial agents. 



SAE REPORTING 

•You will often have to click a button in Medidata in order to “send AEs for 
evaluation”. This will make auto-suggestions about whether any AEs need to be 
reported as an SAE. 

•However, this function is not always accurate, so use it with a grain of salt. You should 
be able to override the suggestion. It may be helpful to document the reason for 
override in your deviation/clarification log. 

•If an SAE report is indicated, you will generally report it via the link that should 
populate in the section below. 



SAE REPORTING 

•The link from Medidata Rave should take you to the CTEP AERs portal. 

•You need to get the treating physician (or someone else designated the task to sign 
AEs per DTL) to sign the SAE report. Ideally, this should occur before the report is 
finalized. However, if nobody is available to sign, it is more important to submit the 
report within the deadline, and get the signature later. 



SAE REPORTING UPDATE 

There was a big update in Aug 2024 affecting SAE reporting for cooperative group 
studies. 



SAE REPORTING UPDATE



TIPS FOR INTERNAL AE LOG

•Even if your EDC just says “attribution to study intervention” and only has 1 option, we 
recommend having a column or individual response for attribution to each intervention. It 
can be confusing for the doctors to guess which intervention you’re referring to when they 
fill in AE tables. 



TIPS FOR INTERNAL AE LOG: SOLICITED AE 
DOCUMENTATION
•For OCR: Please document solicited AEs in Epic 
(unless it’s an older study, in which case, use 
whatever the team has been using to support 
consistency). 

•Note- for any solicited AEs that were considered 
AEs, they should be on the AE log as well. 



TIPS FOR INTERNAL AE LOG: SPEER

•Some people will consolidate the 
SPEER language into a table so 
it’s easier to review at each visit. 

•Consider adding a prompt to 
your CRC checklist that indicates, 
“Review SPEER table”, or 
equivalent.  



DATA QUIRKS



DATA QUIRKS 

•Pay attention to data entry guidelines/windows. Generally, most audit findings at 
UVA are related to data, rather than true deviations. 

•Data entry timelines are generally 2 weeks. Pay attention to emails you receive from 
data team or QAP that provide a summary of overdue data and queries. Please 
respond to those emails periodically so QAP knows if people are working on the 
data.

•If you have a good explanation as to why data are late (for example, the patients 
visit was delayed due to toxicity), be sure to explain that in your 
deviation/clarification log. May also want to reach out to study contact for guidance. 



DATA QUIRKS 

•You won’t have regular monitoring visits, so periodically CRCs don’t realize they’re 
doing something wrong until months or years later. 

•Cooperative groups require CRCs/data coordinators to be highly engaged and 
intrinsically motivated. There isn’t an infrastructure in place to keep CRCs/Data 
coordinators accountable other than infrequent monitoring visits. 

•You won’t necessarily have a CRA or study contact who contacts you regularly and 
engages with the site consistently. CRC needs to be proactive, not reactive! 

•Pay attention to the protocol guidelines about who to contact re: data management 
questions. 



DEVIATIONS

•FYI- if the protocol doesn’t specify a window, typical NCI guidance is that if the 
procedure is completed more than 10% out of the protocol-specified time, then it’s 
considered a deviation. 

•For example: if the protocol indicates drug administration must occur over 60 minutes, 
and the drug administration was 66 minutes, this may be considered a deviation.  



UPLOADING SOURCE DOCUMENTATION

•Some groups will request you to upload specific source documents to the EDC, or 
sometimes in CTSU. Follow their instructions about what type of identifiers need to be 
included. 

•The documentation must still be redacted! 

•If you need to send patient information outside of UVA, remember to send it securely. 

•(In general, regardless of the type of trial, all source documents should have some 
way to identify who the patient is). 



•Some studies require image upload using TRIAD. 

•https://www.irocqa.org/Resources/TRIAD

•Typically, you upload the images differently compared to 
other studies, because TRIAD deidentifies the images for 
you. 

They may also require you to submit radiation plan 
information in TRIAD. 

TRIAD (TRANSFER OF IMAGES AND DATA)

https://www.irocqa.org/Resources/TRIAD


TRIAD

•You won’t receive a confirmation that images were uploaded, so we suggest you take 
screenshots to prove that images were uploaded. Particularly helpful for an FDA 
audit where the auditor wouldn’t have an easy way to verify image submission. 



RADIATION 

•For studies that include a radiation component, 
you will often be asked to fill in the “RT-1” form 
before the patient can be treated with RT. This is 
a dosimetry information form (related to how 
much RT is absorbed). 

•You may also be asked to submit an “RT-2” form 
after the RT is completed. 

•https://www.qarc.org/qarcforms.htm

•Krishni Wijesooriya is the radiation physicist at 
UVA who can assist with this process. Typically 
she wants the CRC to fill in the top box and she’ll 
fill in the rest.

https://www.qarc.org/qarcforms.htm


ETCTN SPECIFIC DATA

•If you have ETCTN studies, please consider watching this video. It is a conversation 
with Austin Hill, our Theradex auditor for ETCTN studies. He talks in extensive detail 
about data for ETCTN and common issues. 

https://www.youtube.com/watch?v=dSWAAV9ASBM&list=PLwM31go5Izn9-
xg8L28yZRDa6MPvF48Ti

https://www.youtube.com/watch?v=dSWAAV9ASBM&list=PLwM31go5Izn9-xg8L28yZRDa6MPvF48Ti


ETCTN SPECIFIC DATA

•Please use the following smart phrase to access all source document templates you 
should need for ETCTN studies. These were designed specifically to help reduce 
confusion/queries and include content in blue font to help the CRC. 

•SDTETCTNGENERIC. Ask Maria for access if needed. 



AUDITS



AUDITS

•Kim Underwood and the QAP (Quality Assurance Program) help to prepare for NCI 
audits & serve as a liaison on audit days between the auditor and CRCs. 

•It is expected that a CRC be available to answer questions on days of an audit. 

•QAP team will typically receive the list of patients/studies a couple months prior to 
the audit. They’ll complete a review of any pre-identified patients, as much as 
possible. 

•Some auditors will also have “surprise” subjects that they’ll select, so anything is fair 
game. Historically, this hasn’t happened for remote audits. 

•Typically there will be an audit review meeting w/ the auditor and anyone involved 
at UVA. They will often review preliminary findings at this time. 



AUDITING SCHEDULE

Group Frequency Next anticipated audit

ECOG Every 3 years Aug 2027

ETCTN Every January & September 

(subjects only)

May (Full audit)

May 2025

NRG Every 3 years Jan 2027

Alliance Every 3 years Feb 2027 

SWOG Every 3 years NA- we haven’t registered any 

patients to SWOG in a while

Any data/source documents that are changed after the patients are announced for an audit can still incur 

findings, even if the issue was corrected before the audit. But, it is still looked on favorably to update the 

content if indicated. 



AUDITING PREP- SOURCE DOCUMENTS 

•OCR requirement is that the majority of source are signed within Epic in real-time. 
Therefore, there shouldn’t be much paperwork in a physical binder. Any paperwork 
may need to be scanned and saved internally as well, including requisition forms etc. 

•For other departments: you should follow your departmental practice. However, QAP 
may request you to scan in all source documentation and save internally depending 
on the auditors needs. This can vary depending on whether the audit is remote. 

•CRC will typically be asked to save all source that aren’t available in Epic to the O 
drive ahead of the audit. QAP will ensure the auditor has access to all of the content 
via DropBox or other approved method.   



AUDIT PREP

•Additional items the auditor may request (this isn’t comprehensive):

• Source document ID form (or equivalent)

• Deviation/clarification log (or equivalent)

• Consolidated list of study visits per patient 

•FYI- Auditor can request documentation that is not explicitly required in FDA/GCP 
guidelines. CRCs should strive to go above and beyond the explicit FDA guidelines. 

•QAP completes 100% review of Medidata for the patients in an NCI audit. They may 
request changes to be made. 

•Audit trails for any source signed in DocuSign are required to be saved. 



AUDIT PREP

•QAP often uses OnCore to provide auditors 
with patient lists. 

• CRC is responsible for updating OnCore with ALL 
required fields. 

• The required fields are listed in the attached image. 



AUDIT PREP: KEYS FOR SUCCESS
Organized Source 

Documentation 

• Physical Binder is organized 

• Electronic binder is organized

• Source materials signed in real-

time

• Deviation/clarification log is up-to-

date. 

• Anything/everything related to this 

subject in Epic etc. is fair game for 

them to review. 

• All source materials are 

signed/dated by the relevant 

personnel. 

Clean & Up-to-Date Data 

• Check for any overdue data. 

• QAP to review data when 

possible. 

• Ensure all data are entered. There 

could be data that haven’t been 

entered but the EDC hasn’t 

flagged the form. 

Communication 

• Respond to QAP team promptly, 

even if you haven’t completed 

everything. 

• Remember- the QAP suggestions 

are meant to be helpful. 

• If they ask you to update 

something that you/PI don’t think 

needs to be updated, share that 

with QAP.



POTENTIAL REPERCUSSIONS OF A BAD AUDIT

•Increases the frequency of audits. This has happened at UVA multiple 
times. We need to maintain a high enough score for each audit. 

•Can lose our ability to enroll patients to the cooperative group’s studies.  

•Can tarnish our reputation. 

•We are all affected by other CRCs at UVA. So, if another group at UVA 
performs poorly during an audit, that can impact us as well. 

•Physician can lose their ability to conduct research, or potentially lose 
their license, if there was exceptionally problematic findings. 



CORRECTIVE AND PREVENTATIVE ACTION 

•A detailed account of what occurred

•A summary of the investigation and root cause analysis

•A description of the root cause

•A list of Corrective and Preventive Actions and the plan for implementing them

•Signatures of the Principal Investigator or Sub-I, Research Coordinator, Quality 
Assurance Manager and other key people involved. The signature requirement varies 
depending on the study. 



POST-AUDIT 

•Auditor will correspond w/ QAP about findings and any action items required. 
Usually this occurs approx. 6 weeks after the audit. 

•QAP will facilitate CAPAs. They’ll reach out to CRCs to verify.  

•CRC/PI should ensure that any CAPAs that are used are realistic/sustainable. They 
should also ensure they’re following previous CAPASs. 

•The auditor makes a preliminary determination if the finding is major or minor. The 
CTMB can overrule the auditor’s suggestion and make changes per their guidelines. 



AUDIT FINDINGS SUMMARY (EXCLUDING ETCTN)

UVA Major Audit Cycle Findings

2017/201

8

2020/202

1 2024

Total Major Deficiencies 8 15 18

Total Lesser Deficiencies 17 22 29

Total Subjects Audited 36 26 30

Major Deficiencies by category

ICF 0 3 8

Eligibility 3 3 2

Treatment 1 0 3

Disease Outcome/Response 2 1 0

Adverse Event 0 5 0

General Data Management (GDM) 2 3 5

Source of tables: Taylor Durham, Fall 2024. 



AUDIT FINDINGS SUMMARY FOR ETCTN

ETCTN Audit Findings by year 2017 2018 2019 2020 2021 2022 2023 2024

Total Major Deficiencies 0 4 7 16 7 12 2 5

Total Lesser Deficiencies 5 0 24 11 22 16 4 5

Total Subjects Audited 3 10 18 16 26 18 8 12

Major Deficiencies by category

ICF 0 0 2 2 2 1 0 0

Eligibility 0 0 1 0 0 1 0 1

Treatment 0 1 1 7 1 2 0 0

Disease Outcome/Response 0 0 0 0 0 0 0 0

Adverse Event 0 2 2 2 1 1 0 0

GDM 0 1 1 5 3 7 2 4



QUESTIONS? 

•OCR Clinical Research Educators: 

• Maria Davenport 

• Michal Ande 

•QA & Data Manager:

• Kim Underwood



ACTIVITY CODE

Activity Code:  27051

Instructions for claiming credits/contact hours can be found here.

https://uva.cloud-cme.com/cme/?P=1001

