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GCP Training
Background

Effective January 1, 2017 – NIH expects all 
NIH-funded clinical investigators and 

clinical trial staff who are involved in the 
design, conduct, oversight, or 

management of clinical trials to be trained 
in Good Clinical Practice (GCP). Recipients 

of GCP training are expected to retain 
documentation of their training. GCP 

training should be refreshed at least every 
three years in order to stay up to date 

with regulations, standards, and 
guidelines.

Today’s Agenda

 Review GCP and Study Quality Tips and Reminders:
 Investigator Responsibilities

 What is a 1572 and why?

 Control of Investigational Product
 Protection of Human Subjects - Informed Consent

 Requirements and Reminders

 Good Documentation Practices
 Eligibility / Consent / Enrollment / Daily Progress Notes
 ALCOA-C
 Making corrections

 Study Organization
 Trial Master File (TMF) vs. Local site file
 Training and Communication
 CIRB Event Reporting

 Quality Assurance
Disclaimer - All personnel are required to upload to 

WebDCU evidence of GCP certification (this training 
does not satisfy this requirement)



What is 
Good 

Clinical 
Practice 

and 
Why is it 

Important?

Definition and Purpose:

 GCP is defined as a standard 
for the design, conduct, 
performance, monitoring, 
auditing, recording, analyses, 
and reporting of clinical trials 
or studies

 It provides assurance that the 
data and the reported results 
are credible and accurate, 
and that the rights, integrity, 
and confidentiality of trial 
subjects are protected

GCP is established in:

 FDA Regulations (21CFR)

 FDA Guidance Documents

 International Standards (ICH)

 StrokeNet and Local SOPs

 Local Law (Institutional and 
IRB Policies)

 State Law

Division of BIMO CDRH



Who is 
responsible 

for GCP 
compliance 
in research?

 Sponsors 

 Clinical investigators 

 Institutional Review Boards (IRBs) 

 Contract Research Organizations (CROs) 

 Research nurses 

 Clinical Research Coordinators (CRCs) 

 Clinical Research Associates (CRAs) 

 Medical monitors 

 Data entry personnel 

 Data Managers 

 Others



Who is 
responsible 

for GCP 
compliance 
in research?

 Sponsors –Prime PI of the Study (and NINDS)

 Clinical investigators –YOU, the PI, the subinvestigators

 Institutional Review Boards (IRBs) – Univ of Cin /Advarra

 Contract Research Organizations (CROs) – NCC @ Univ of Cin

 Research nurses -YOU

 Clinical Research Coordinators (CRCs) -YOU

 Clinical Research Associates (CRAs) – DMC @ MUSC

 Medical monitors – Identified by the Prime PI

 Data entry personnel –YOU

 Data Managers - DMC @ MUSC

 Others - eg. Local Compliance Office, Local IRB



What 
constitutes 
GCP in 
research?

The Basics:
 Current Standard Operating Procedures
 Sponsor / Monitor / Investigator responsibilities
 Informed Consent process
 Institutional Review Board approval
 Compliance with study protocol and related procedures
 Controls of investigational supplies
 Adequate safety surveillance 
 Quality Assurance
 Financial Disclosure

Division of BIMO CDRH



Responsibilities of 
Investigators
21 CFR 312.60
21 CFR 812



Investigator 
responsibilities

21 CFR 312 - Drugs 21 CFR 812 - Devices

312.60:… Ensuring that an investigation is 
conducted according to the signed 
investigator statement, the 
investigational plan, and applicable 
regulations…

812.110: An investigator shall conduct an 
investigation in accordance with the 
signed agreement with the sponsor, the 
investigational plan, this part and other 
applicable FDA regulations, and any 
conditions of approval imposed by an 
IRB or FDA.

Global Conference and Exhibition ACRP 2010



Investigator 
Responsibilities

Investigator 
Statement - 1572

21 CFR 312 - Drugs

312.60:… Ensuring that an investigation is conducted according to the 
signed investigator statement, the investigational plan, and applicable 
regulations…

 Provides the sponsor 
information about the 
investigator and the clinical 
site

 Contract between the PI 
and the FDA

 Investigator’s commitment 
to follow pertinent FDA 
regulations.

FORM 1572
Page 1



Investigator 
Responsibilities

1572 Commitments

1. Conduct the study according to the 
protocol.

2. Personally conduct or supervise all 
research.

3. Fully inform participating patients and 
obtain IRB approval for the protocol and 
informed consent.

4. Report all adverse experiences.

5. Acknowledge that he/she has read the 
investigator’s drug brochure, including 
sections on risks and side effects to 
patients.

6. Ensure that the study staff assisting in the 
study are informed of its obligation.

7. Keep adequate records and have them 
available for inspection.

8. Utilize an IRB that complies with FDA 
requirements.

9. Compliance with all other federal 
requirements.

The PI agrees to: Page 2



Statement of 
Investigator -
Agreement

Device Studies

No formal form (ie.1572)
Signed agreement from each investigator that includes: 

statement of commitment to protocol, IDE, FDA 
regs, IRB and GCP
supervise all testing of device
ensure that requirements of ICF are met

 Qualified by CV, relevant experience, note if any study has ever 
been terminated

 Provide accurate financial disclosure



Control of 
Investigational Product
21 CFR 312.57  and 312.61



Control of 
Investigational 
Supplies

 Investigator is responsible

 May delegate to another (pharmacy, SC, etc) 
 but see first bullet

 Maintain records:
Dates, quantities, batch/serial numbers, expiration dates, and any 

unique codes assigned to the product
Maintain records on which subjects received product and reconcile 

against records
Return unused product as directed by sponsor



Protection of Human 
Subjects  (ICF)
21 CFR 50 and 45 CFR 46



Requirements of:
Informed 
Consent

45 CFR.46
21CFR Part 50

An investigator must obtain (45 CFR.46) the legally effective 
informed consent of the subject or the subject’s legally authorized 
representative

Consent Process involves:
 giving a subject adequate information concerning the study
 providing adequate opportunity for the subject to consider all 

options
 responding to the subject's questions
 ensuring that the subject has comprehended this information
 obtaining the subject's voluntary agreement to participate
 continuing to provide information as the subject or situation 

requires 

This is challenging in the acute 
treatment window



Reading 
Consents

Informed Consent: Christine Grady, Department of Bioethics, NIH Clinical Center



Average 
Reading Time

# of words in ICF 

CAPTIVA~8,149

SleepSMART~6,436

SATURN~5,834

FASTEST~4,198

SISTER ~6,078

Informed Consent: Christine Grady, Department of Bioethics, NIH Clinical Center



Are you using 
the correct 
version of the 
ICF?

 Informed consents are often revised over the course of a study

 Consenting on the wrong version of the ICF is an FDA audit finding

 How do you prevent this?
 Use eCONSENT (version is managed centrally)
 Verify you are using the correct version at time of use

When using a paper ICF the study team personnel should verify the 
version in hand is correct.  (eg. thru central file verification, ClinOne 
app,  etc).  

Best Practice Idea: After confirming you are using the correct version 
of the ICF, initial the date stamp information, to demonstrate this 
was verified prior to consent.   



Informed 
Consent –

Witness

Must a witness observe the entire consent 
interview or only the signature of the subject? 



Informed 
Consent –

Witness

Must a witness observe the entire consent 
interview or only the signature of the subject? 

FDA does not require the signature of a witness when the subject reads 
and is capable of understanding the consent document, as outlined in 
21 CFR 50.27(b)(1). The intended purpose is to have the witness 
present during the entire consent interview and to attest to the accuracy 
of the presentation and the apparent understanding of the subject. If the 
intent of the regulation were only to attest to the validity of the subject's 
signature, witnessing would also be required when the subject reads the 
consent. 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-boards-frequently-asked-questions#GeneralQuestions 
Guidance for Institutional Review Boards and Clinical Investigators (1998 Update)

21 CFR Part 50



 Attests to the fact informed consent was provided, not 
that the signature belongs to the subject.

 In the prevention setting where the ICF is often read 
independently by the subject, or in the hospital setting 
where you leave the consent for the patient to read, 
and then you return later to answer questions, a 
witness is NOT needed

 If the ICF is read to them because they are illiterate, or 
visually impaired, or physically unable to sign due to 
limb impairment, a witness is needed. 

 A witness needs to be a impartial bystander.  Members 
of the research team do NOT qualify as impartial. 

Informed 
Consent –

Witness



Informed 
Consent –

Witness



Informed 
Consent –

Witness



Regaining 
Capacity to 
Consent

Initial consent by 
LAR/surrogate

Consenting is an ongoing process:

• For patients where consent was initially given by an 
LAR/surrogate, the patient’s capacity to provide consent should 
be assessed at every visit.

• A subject who regains the cognitive ability to consent must be 
reconsented using standard consenting procedures.



Informed 
Consent –

Documentation

Reminders and Tips

 DATE
 DO NOT fill in the dates for subject/LAR/witness.  

 MUST BE in same handwriting as signature line

 DO NOT leave any lines unaddressed  (strike through or write N/A)

 TIME (if present on ICF)
 Ensure consent obtained PRIOR to research procedures

 RECONSENT – Once a subject regains capacity

 Medical Record: Document the consent process in your study note and place a copy of 
the signed ICF in the patient's medical record.

Best Practices:

 Instead of paper, obtain consent using the REDCap eConsent provided by the study

 If a LAR is used at enrollment, evaluate a patient’s capacity to consent daily while 
hospitalized and at each visit post-discharge; document the outcome of the evaluation 
in the medical record.



Informed 
Consent 

REMINDER
ALL consents (100%) will be reviewed in:

Sponsor audits
 IRB audits
Compliance audits
OHRP audits
 FDA audits

GET IT RIGHT!!



Good Documentation 
Practices



Good 
Documentation
Practices

Eligibility and  Consent

Progress Note in Medical Record
 At a minimum, it should include:

 the name of the study
 documentation that the subject met all eligibility criteria
 the name of the person consenting the subject
 a statement that the study was explained to the subject or 

the subject’s representative
 a statement that the subject was given the opportunity to ask 

questions
 documentation that consent was obtained before any subject 

procedures were performed

Best Practice:

Use a template in your medical record system to capture all of the 
elements identified above  (see example for SISTER)



Good 
Documentation
Practices

Eligibility and  Consent

Use a template or dot phrase in 
your EMR

Example



Good 
Documentation
Practices

Eligibility and  Consent

Use a template or dot phrase in 
your EMR

Example



Good 
Documentation
Practices

Daily Progress Note

Use a template or dot phrase in 
your EMR

Example



Good 
Documentation
Practices

Daily Progress Note

Use a template or dot phrase in 
your EMR

Example

Daily Research Note:
This is often a secondary 

note to the clinical 
progress note. It should 

include a summary of 
interval events, dosing, 

toleration, adverse 
events, assessment of 
neuroworsening, and 

plan as it relates to 
research (eg. reassess 
capacity for consent). 



Good Documentation Practices:
Attributable – It should be obvious who documented or did what; 
traceable to a person, date, and subject visit

Legible – the record should be easy to read and signatures 
identifiable

Contemporaneous – The info should be documented as it happens.  
If a clinical observation cannot be entered when made, chronology 
should be recorded.  All signatures or initials should be attached to a 
date indicating when the signature was added to the document.

Original – First record of the information or certified copy. The 
investigator should have the original source document.

Accurate – Accurate, consistent, and real representation of facts.

Complete - The information should be complete (e.g., to answer 
who, what, when, where, why, and how).

Remember –
“If isn’t documented, it 

didn’t happen”

Good 
Documentation
Practices

ALCOA - C



 Any change or correction to a CRF should be dated, initialed, and 
explained (if necessary) and should not obscure the original entry 
(ICH 4.9.3)

 The completer must sign ALL source documents. FDA guidance 
specifies that data should be “attributable”.

Good 
Documentation
Practices

Reminders and Tips

ALCOA - C



 Review the following CRF data and select the most appropriate 
method to correct the date to 01/10/2024. Identify the mistake in 
each of the others.

CXR Findings
01/10/24

Date of Report:  01/10/23
07/22/24  KR

CXR Findings
01/10/24

Date of Report:  01/10/23 KR

CXR Findings
01/10/24

Date of Report:  01/10/23
07/22/2024  KR

CXR Findings
01/10/24

Date of Report:  01/10/23
07/22/2024  KR

Good 
Documentation
Practices

Reminders and Tips

ALCOA - C

A. B.

C. D.



Study Organization
Regulatory Reminders and Tips
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Study 
Organization

Central

WebDCU maintains all 
regulatory documents 

uploaded by sites. This is 
considered the Trial 
Master File (TMF).



Study 
Organization

Local

Every Site MUST 
maintain a file of the 

documents in WebDCU
and MORE

(eg. items from 
Toolbox)

EXAMPLE FILE 
STRUCTURE



Example – Local Site Study File - expanded



 Receipt, review  and/or training 
of new protocols, amendments, 
IBs, MOPs, and study guidance 
provided on webinars

 How is this disseminated? 
Documented? and where is it 
filed?

Study 
Organization 

Regulatory 
Reminders/Tips

Training and 
Communication

Reminders of specific regulatory items that could be OVERLOOKED
Training and Communication



Study 
Organization 

Regulatory 
Reminders/Tips

Training and 
Communication



 Ongoing Communication with 
the Study Team

 How is this documented and 
where is it filed?

Study 
Organization 

Regulatory 
Reminders/Tips

Training and 
Communication

Reminders of specific regulatory items that could be OVERLOOKED
Training and Communication



 SAE and UAE Reporting to CIRB
 University of Cincinnati (UC) IRB Studies –

 You (the site) are responsible for submitting the report to WebDCU per the 
study reporting requirements.

 The NCC submits to the UC CIRB on your behalf.  

 Advarra IRB Studies –

 You (the site) are responsible for submitting the report to WebDCU per the 
study reporting requirements.

 After the central review of the event, if it meets the reporting requirements 
to Advarra, the NCC Project Manager will send you an alert to submit it to 
Advarra.

Study 
Organization 

Regulatory 
Reminders/Tips

Miscellaneous – CIRB 
Reporting

Reminders of specific regulatory items that could be OVERLOOKED
CIRB Reporting



Study 
Organization 

Regulatory 
Reminders/Tips

Financial Disclosure
Local

• At the time of award sub recipients must indicate they are compliant with PHS COI 
policy (CTA)

• At the time of Continuing Review (CR) - Assessment of Financial Disclosure must 
occur on all Study Personnel 

• Only the site PI is required to be uploaded in WebDCU and therefore other 
team members could be easily missed

• Your site PI must attest that no study team member has any new reported 
conflict at CR.  This is difficult to attest to without evidence.

Reminders of specific regulatory items that could be OVERLOOKED
Financial Disclosure



Quality Assurance



Quality 
Assurance

Training
 Initiation
 Study Updates - Inservices
 Correspondence to study team
 Certifications

Standard Operating Procedures

Database logic/queries

Data Entry Audits

Appropriate Delegation of Authority

} IF you do it, 
DOCUMENT

it in your study file



Good Clinical 
Practice

Basic 
Philosophy

Quality cannot be built in at the end of a 
study

Quality has to be built in at the BEGINNING



Questions?
Thank you!
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