1. IDE Sponsor and Investigator Responsibilities

1.1 Welcome

Training Modules on IDE Spensor and Investigator
Responsibilities

b9 ReGARDD  CTSAgmiim=
Notes:

Welcome to the ReGARDD Training Modules for IDE sponsor-investigator responsibilities.
ReGARDD is an academic collaboration that offers Regulatory Guidance for Academic
Research of Drugs and Devices and is supported in part by the Clinical and Translational
Science Awards Program from the National Center for Advancing Translational Sciences.

This training consists of ten modules. The first nine modules will cover IDE sponsor
responsibilities and the final module will cover responsibilities that must be fulfilled by
investigators who conduct a significant risk device study run under an IDE. Investigators
fulfilling a dual role as sponsor and investigator, in other words sponsor-investigators,
must fulfill the responsibilities of both sponsors and investigators.
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1.2 Main Menu
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Notes:

IDE investigator Responsibilities

This is your main navigation screen. Please select a module from the Main Menu list. After
you have completed a module, you will return to this screen to complete each section of
the course. Once all modules have been completed, the menu item “Take the Quiz” will
become available.

Untitled Layer 1 (Slide Layer)
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2. Introduction to IDE Sponsor and Investigator Responsibilities

2.1 Introduction to IDE Sponsor and Investigator Responsibilities

Introduction to IDE
Sponsor and Investigator

Responsibilities

Notes:

2.2 Learning Objectives

Two Types of IDEsS
Role of an IDE Sponsor-investigator

Twa Sets of Responsibilities for Sponsars and Investigators

" |DE Acknowledgement Letter and IDE Approval Date
FDA Actions on IDEsS
Maintaining an Approved IDE

Notes:
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After completing this training module, the learner will understand the following:

¢ The difference between the two types of IDEs;

e The role of an IDE sponsor-investigator;

e That there are two sets of responsibilities (one for sponsors and one for investigators),
and that sponsor-investigators are required to comply with both sets of responsibilities;

¢ What an IDE acknowledgment letter is and how to determine the IDE approval date;

¢ FDA’s possible actions on IDE applications; and

e That the sponsor is responsible for maintaining the IDE once it is approved

2.3 What Is an IDE?

Introduction to I1DE Sponsor and Investigator F!EﬁpDn.".ﬂJHHiEﬂ

What Is an IDE?

E is a regulare
sed in a clinical
significant Risk Device Study

= FDA and IRE Approval
» Full IDE application

Notes:

An IDE is a regulatory submission that permits an investigational device to be usedin a
clinical study in order to collect safety and effectiveness data on the device.

There are two types of device studies that require IDEs. Device studies that pose a
significant risk to human subjects (known as significant risk device studies) must be
reviewed and approved by both the FDA and Institutional Review Board, or IRB, prior to
study initiation. FDA approval is obtained by submitting a full IDE application to the Agency.

Device studies that do not pose a significant risk to human subjects (known as
nonsignificant risk device studies) do not require a submission to the FDA, but rather are
approved and overseen solely by the IRB. The FDA considers a nonsignificant risk device
study to have an approved abbreviated IDE when the IRB concurs with the nonsignificant
risk determination and approves the study.
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The roles and responsibilities discussed in these training modules are for sponsor-
investigators of significant risk device studies overseen by the FDA and IRB. For information
on the responsibilities of sponsor-investigators of nonsignificant risk device studies, please
visit FDA's website by following the link at the end of this training module.

2.4 Who Is an IDE Sponsor-Investigator?

Intraduction to 12k Sponsor and Investigator Responsibilities

Who Is an IDE Sponsor-Investigator?

IDE Sponsor IDE Investigator IDE Sponsor-Investigator

Initiates the clinical @ Conducts the clinical ¥ Initlates and conducts a
investigation Inwvestigation .‘ clinical lme:

2

gation

b

Notes:

The sponsor of an IDE is the individual, company, academic institution, or other
organization that takes responsibility for and initiates the clinical investigation. The sponsor
submits the IDE to the FDA, but the sponsor does not actually conduct the investigation -
unless the sponsor is a sponsor-investigator.

The investigator is the individual who conducts the clinical investigation and under whose
immediate direction the device is administered, dispensed, or used. In the event an
investigation is conducted by a team of individuals, the investigator is the responsible
leader of the team. Other individual members of the team are known as subinvestigators.

If the same individual both initiates and conducts the investigation, that person is known as
the sponsor-investigator. A sponsor-investigator takes responsibility for the investigation,
and the investigational device is administered, dispensed, or used under his or her
direction.
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2.5 Responsibilities of IDE Sponsors and Investigators

introduction to |1DE Sponsor and Investgator Responsibilities

Responsibilities of IDE Sponsors and
Investigators

Sponsors and investigators each have specific sets of
responsitilities,

The |BE regulations found In 21 CHE 8§12 describe the responsibllities
of spansars and nvestigatars,

Spa’nmﬂm!sﬂg&:@;ﬁ st fulfili the respansibilities of beth the
sponsor and the investigator,

Fallure ta comply with these responsibliities could resultin
terrmination of the 1DE.

Notes:

Sponsors and investigators each have specific responsibilities that must be fulfilled when
conducting a clinical trial under an IDE. These responsibilities are described in the IDE
regulations, which are found in Title 21 Part 812 of the Code of Federal Regulations. Click
on the provided link to view the IDE regulations.

A sponsor-investigator must fulfill the responsibilities of both the sponsor and the
investigator.

It is important for sponsor-investigators to comply with their responsibilities because these
responsibilities are in place to protect the rights, safety, and welfare of subjects and also to
protect the integrity of the clinical trial.

Additionally, failure to comply with the sponsor and investigator responsibilities could
result in termination of the IDE.

This series of training modules will walk through the IDE sponsor and investigator
responsibilities.
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2.6 When Do Sponsor Responsibilities Begin?

.

introduction to |DE Sponsor and |nvestigator Responsibilities

When Do Sponsor Responsibilities Begin?

Sponsor responsibilities begin once the IDE is approved by FDA.

IDE Acknowledgement Letter
+ |DE number
« Official FDA date of receipt
Urear Jabus Sanach. %03
T mtrermatyon you limve siibmaniphed, ws wequinel by the Food amdl Eiveg Acdmiisermtesn | FI2A G

anvvestiganonal divice exemptions {IDE) regulation has boen assigoed the following document contml
(RN

sicn Nupber G1s0123 |

[T

Jd - 0s50eR015 |

T Johi Sraath. Wi
Bevice Bevee System A2

FEA sl modfy vomn withioy 20 duys sohen e reviene of this sotnmsssson has been complered on (W any
malditional informaicn i reguined

Notes:

Sponsor responsibilities begin once the IDE is approved by FDA.

After an IDE application has been submitted to FDA, an IDE acknowledgement letter will be
sent from FDA to the sponsor. The IDE acknowledgement letter contains important
information including the IDE number and the official FDA date of receipt.

2.7 FDA Action on IDE Applications

introduction to |DE Sponsor and |nvestigator Responsibilities

FDA Action on IDE Applications

= Approval
« Approval with Conditions
= Staged Approval

« Staged Approval with
Conditions
+ Disapproval
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Notes:

There are five possible FDA actions following FDA's review of the IDE: approval, approval
with conditions, staged approval, staged approval with conditions, or disapproval.

FDA will approve the IDE if there are no outstanding issues that must be addressed to
support the clinical investigation.

If FDA has identified issues that must be addressed in a timely manner, but these issues do
not prohibit initiation of subject enrollment in the clinical investigation, the IDE will be
approved with conditions.

If FDA grants approval or approval with conditions for only a portion of the intended study
cohort, this is called staged approval or staged approval with conditions, respectively.

If an IDE application is disapproved, the sponsor may not initiate enrollment in the clinical
investigation until the sponsor amends the IDE to respond to the deficiencies identified by
FDA and receives a new letter from FDA granting approval.

For additional information on FDA's actions on IDE applications, please see FDA's Guidance

entitled “FDA Decisions for Investigational Device Exemption Clinical Investigations” by
clicking on the provided link.

2.8 IDE Approval Date

Introduction to IDE Sponsor and Investigator Responsibilities

IDE Approval Date

The official FDA date of receipt starts a 30-day clock for the FDA
toreview the IDE.

IDE Approval Date

= 30 days after FDA receives the IDE, unless FDA notifies the sponsar
that the IDE has been disapproved

« Or on earler notification by FOA that the study is approved

Notes:

Published by Articulate® Storyline www.articulate.com



The official FDA date of receipt starts a 30-day clock for FDA to conduct a multidisciplinary
review of the IDE and determine the appropriate FDA action as described on the previous
slide.

The IDE is considered approved 30 days after FDA receives the IDE, unless FDA notifies the
sponsor that the IDE has been disapproved. This date is the IDE approval date. The sponsor
may or may not receive an approval letter from the FDA. If the sponsor has not heard
anything from FDA by day 30, it is recommended that the sponsor reach out to his or her
FDA division contact to confirm that no communications have been lost and the study has
been approved.

Occasionally, the FDA will notify a sponsor that the study is approved prior to the end of
the 30 day review period. If this occurs, then the date of this notification is the IDE approval

date.

The sponsor may not initiate enrollment in the clinical investigation until the IDE is
approved and the IRB has reviewed and approved the investigation.

2.9 Maintaining an Approved IDE

introduction to |DE Sponsor and |nvestigator Responsibilities

Maintaining an Approved IDE

The sponser is responsible for maintaining an approved IDE by
submitting IDE modificatians, required reparts, and responses 1o any
FOA deficiency letters.

Notes:

Once the IDE is approved, the sponsor is responsible for maintaining the IDE by submitting
IDE modifications to the investigational plan, required reports to update FDA on study
progress or unanticipated events, and responses to any FDA deficiency letters or requests
for information. In general, the sponsor needs to ensure that the information in the IDE is
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accurate and up-to-date.

These IDE reporting requirements will be described in more detail in the following training
modules, along with the other IDE sponsor and investigator responsibilities.

2.10 Additional Information

Introduction to I1DE Sponsor and Investigator F!E'EFC'I‘!.".F.':II“[;EF!-

Additional Information

WY |
Return to the Maln Menu

Notes:

For more information on IDE sponsor and investigator responsibilities for both significant
risk and nonsignificant risk device studies, please visit FDA's website by clicking on the
provided link.
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3. Overview of IDE Maintenance and Tracking

3.1 Overview of IDE Maintenance and Tracking

Overview of IDE
Maintenance and

Tracking

Notes:

3.2 Learning Objectives

Overview of IDE Maintenance and Tracking

Maintain an Approved IDE

Categorize |DE Submissions

" IDE Tracking Systermn

Submission Process

Compliance with FDA's eCopy Program

Notes:
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After completing this training module, the learner will understand the following:

e How to maintain an approved IDE through the submission of supplements, reports, and
amendments;

e How to categorize IDE submissions as supplements, reports, and amendments;

e How to implement the IDE tracking system for any submissions sent to the IDE;

e The submission process; and

e How to be compliant with FDA's eCopy Program for medical device submissions

3.3 Maintaining an Approved IDE

Overview of IDE Maintenance and Tracking

Maintaining an Approved IDE

The sponsor is responsible for maintaining the IDE by submitting
IDE rmodifications, required réports, and responses to any FDA
dE‘T'IEIEI'IC}' letters.

All submissions that are sent to the |DE are tracked by the FDA as
cupplements, reports, or amendments.

Notes:

Once the IDE is approved, the sponsor is responsible for maintaining the IDE by submitting
IDE modifications to the investigational plan, required reports to update FDA on study
progress or unanticipated events, and responses to any FDA deficiency letters or requests
for information. In general, the sponsor needs to ensure that the information in the IDE is
accurate and up-to-date.

After submission of the original IDE application, all subsequent submissions that are sent
to the IDE are tracked by the FDA as either supplements, reports, or amendments.
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3.4 Categorizing IDE Submissions

Cverview of IDE Maintenance and Tracking

Categorizing IDE Submissions

supplements: Requests far new protocols, changes to the
approved protocol; or changesto the davice

Reports: Updates on study progress and unanticipated evenis

Amendments: Resporise to deficiencies communicated (1 an FDA
disapproval, approval with canditions, or deficiency letter

Notes:

We have summarized on this slide the types of IDE submissions that would be categorized
as supplements, reports, and amendments for tracking purposes. These IDE submissions

are used to update information in the IDE, and the following training modules will provide
specific information on these types of submissions. Importantly, sponsors are responsible
for keeping FDA apprised of all essential information in the IDE.

The FDA tracks requests for new protocols, changes to the approved protocol, or changes
to the device, such as device design or manufacturing changes, as supplements.
Supplements can be submitted when an application is under review or once the IDE is
approved. Supplements are intended to seek FDA's approval for something new or
different and thus, the FDA usually issues a reply. The reply will be similar to the original
IDE application (for example, approved, approved with conditions, staged approval, or
disapproval).

The FDA tracks updates on study progress and unanticipated events as reports. Reports
are intended to provide notification or updates for FDA's routine monitoring of a clinical
investigation and include reports on adverse device effects, annual progress of the
investigation, semiannual investigator lists, and any failures to obtain informed consent.
Generally, the FDA will not reply to a report unless issues are identified.

The FDA tracks any response to deficiencies communicated in an FDA disapproval,
approval with conditions, or deficiency letter as an IDE amendment.
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It is important to note that while supplements and reports are submitted to the original IDE
application, amendments may be submitted to a supplement, a report, or the original IDE.

Keep in mind that any information that could affect the safe use of the investigational
device, the rights, safety, or welfare of study subjects, or the integrity of the clinical trial
should be submitted to the IDE, even if it does not fall within the scope of the submission
categories listed here.

3.5 IDE Tracking System — Supplements and Reports

Cverview of IDE Maintenance and Tracking

IDE Tracking System -
Supplements and Reports

IDE Supplements and Reports are tracked independently and are
numbered consecutively In the order In which they are submitted.

Example |DE Tracking

mission 1: Original IDE Submission
* Submission 2: Supplement 007
+ Submission 3: Report 001

+ Submission 4: Supplement D02

Notes:

The FDA tracks submissions to the IDE based on the category of the submission. IDE
supplements and reports are tracked independently and are numbered consecutively in
the order in which they are submitted.

To illustrate the IDE tracking system, we provide the following example:

e Submission 1 is the original IDE submission.

¢ The next submission, submission 2, is a request to amend the clinical protocol. This would
be tracked as a supplement and would be numbered as Supplement 001.

¢ The next submission, submission 3, is a report of an adverse device effect. This would be
tracked as a report and would be numbered as Report 001.

¢ The next submission, submission 4, is a request for a change in manufacturing of the
device. This is another example of a supplement and would be numbered as Supplement
002.

Published by Articulate® Storyline www.articulate.com



It is important to note that since supplements and reports are tracked independently, it is
possible for a sponsor to be on Report 003 but on Supplement 001.

3.6 IDE Tracking System — Amendments

Cverview of IDE Maintenance and Tracking

IDE Tracking System -
Amendments

Amendments may be submitted to the original IDE, an IDE
supplement, or an IDE report:

Each amendment should reference the number of the submission that is

endment 801 1o

n 3: Report 001

lement 002 =5 il dment 002 o

Notes:

As discussed previously, an amendment is any response to an FDA deficiency letter.
Amendments may be submitted to the original IDE, an IDE supplement, or an IDE report.
Thus, itis important for each amendment to reference the number of the original IDE,
supplement, or report submission that is being amended.

Let's return to the IDE tracking example from the previous slide. Supplement 002 was
submitted to request a change in manufacturing of the device. If after submission of this
supplement, the sponsor receives an FDA deficiency letter noting issues with the request,
then the sponsor should amend the supplement to address the deficiencies identified in
FDA's letter. To do this, the sponsor would submit Amendment 001 to Supplement 002.
FDA will review the amendment, and if additional deficiencies are identified, they will
communicate these to the IDE sponsor.

Amendments submitted to the same IDE submission should be numbered consecutively.
Thus, if an additional deficiency letter were received in the example above, Amendment
002 to Supplement 002 should be submitted. The sponsor should continue to amend the
supplement until all deficiencies have been addressed.
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3.7 IDE Tracking System

Cverview of IDE Maintenance and Tracking

IDE Tracking System

Each IDE submission should be limited to one submission
category.

Sponsors should not submit information that should be submitted
separately as a supplement, report and/or amendment together in
one sub i

FDA will work Inferactive S SS any
subm 5 stak co multiple categories of |IDE

submissions.

Notes:

Each IDE submission should be limited to one submission category.

Because FDA makes only one decision per submission, the sponsor of an IDE application is
discouraged from submitting information that should be submitted separately as a
supplement, report and/or amendment together in one submission. For example, if a
sponsor submits an annual progress report in combination with a request to change the
study protocol, the FDA will prioritize review of the protocol change over review of the
report since they need to reply to the protocol change within 30 days. FDA will categorize
the submission as a supplement and the reporting requirement will not have been met and
a separate report will be required. To avoid challenges and facilitate timely review of IDE
submissions, sponsors are advised to separate submissions falling into more than one IDE
submission category.

When possible, FDA will work interactively with IDE sponsors to address any submissions
that mistakenly contain multiple categories of IDE submissions.
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3.8 Submission Process

Cverview of IDE Maintenance and Tracking

Submission Process

from the

Notes:

All IDE submissions should be submitted in writing and should include a cover letter. While
not required, sponsors can also include with their submission the CDRH Premarket Review
Submission Cover Sheet or Form FDA 3514. The use of this form is optional, but it may
allow the sponsor to better organize and track information contained within each
submission.

The IDE submission cover letter, and Form FDA 3514 as applicable, should clearly identify
the reason for the submission, including whether the submission is a supplement, report,
or amendment. FDA's website includes bulleted lists of submission reasons within each IDE
submission category (i.e., supplements, reports, and amendments). Sponsors are
encouraged to identify submissions using reasons from the provided lists in the cover
letter of their submission. Please click on the provided link to view the lists of submission
reasons within each IDE submission category on FDA's website.
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3.9 eCopy Program and IDE Submission

Cverview of IDE Maintenance and Tracking

eCopy Program and IDE Submission

AllIDE subnislors shobld bein eCopy lormat.

ArveCopy is an slectronic version of your medical device submission that
meets certain technical standards set by the FDA

IDEs are generally submitted rhrough an anline panal avallable on the
FOAs wobsite.

Notes:

All IDE submissions should be in eCopy format.

An eCopy is an electronic version of your medical device submission that meets certain
technical standards set by the FDA.

IDEs are generally submitted through an online portal available on the FDA's website.
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3.10 eCopy Program

Overview of IDE Maintenance and

eCopy Program

Notes:

In addition to the aforementioned requirements, there are additional technical standards
that must be followed for eCopies, including specific files types, sizes, and naming
conventions.

To ensure full eCopy compliance, IDE sponsors are encouraged to review FDA's Guidance
entitled “eCopy Program for Medical Device Submissions” prior to any IDE submission.
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3.11 Additional Information

Cverview of IDE Maintenance and Tracking

Additional Information

For more
visil FDA
WY || =
Return to the Maln Menu

Notes:

For more information on IDE maintenance and tracking, please visit FDA's website by
clicking on the provided link.

4. IDE Progress and Final Reports

4.1 IDE Progress Reports and Final Reports

IDE Progress Reports
and Final Reports
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Notes:

4.2 Learning Objectives

IDE Progress Reports and Final Reparts

When an |DE Progress Report Is Due

+ When an |DE Final Reportis Due

Content for Progress and Final Reports

Notes:

After completing this training module, the learner will understand the following:
e When an IDE progress report is due;

¢ When an IDE final report is due; and

e The content required for progress and final reports
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4.3 Progress Report Due Date

IDE Progress Reports and Final Reports

Progress Report Due Date

Provide progress reports to all IRBs and the FDA at regular intervals
but no less than yearly.

Notes:

The IDE sponsor must provide progress reports to all reviewing Institutional Review Boards,
or IRBs, and the FDA at regular intervals but no less than on a yearly basis.

4.4 Final Report Due Date

IDE Progress Reports and Final Reports

Final Report Due Date

lelliﬁ,‘ FDAand all IRBs within 30 ‘NDFHing days of the completion or
termination of the investigation.

&+ Submit a final report to:FDA, all IRB:

months after the com Pletion or terminaion,

Notes:

Upon completion or termination of an investigation, the sponsor must notify FDA and all
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reviewing IRBs within 30 working days of the completion or termination date.

A final report must also be submitted to FDA, all reviewing IRBs, and all participating
investigators within 6 months after the completion or termination of the investigation.

4.5 Content for Progress Reports and Final Reports

IDE Progress Reports and Final Reparts
Content for Progress Reports and Final
Reports

Notes:

The next several slides will describe the content required for an IDE progress report and
final report. While the content contained in progress reports and the final report is similar,
differences between these two reports will be highlighted. If any of the described sections
are not applicable, we recommend stating “Not Applicable” in the report rather than
deleting those sections.

The report should begin with basic elements. This section is required to contain the
following information:

e The IDE number;

e The device name and indication(s) for use;

¢ The sponsor's name, address, phone number, and fax number;

e The sponsor's email address; and

¢ A contact person.
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4.6 Content for Progress Reports and Final Reports

IDE Proy =parts and Final Reports
Content for Progress Reports and Final
Reports

= o

Study Progress

_— — L __ 9 - L __
= Subyects enrollied l « Aty deviations:
I e —

= Devires shipped

Notes:

The next section of the report should discuss study progress and include data from the

beginning of each clinical investigation being run under the IDE. The following information

should be included in this section:

¢ A brief summary of the study progress in relation to the investigational plan;

e The number of investigators and investigational sites, including a list of all investigators;

e The number of subjects enrolled by indication or model;

e The number of devices shipped;

¢ A brief summary of results;

¢ A summary of anticipated and unanticipated adverse effects; and

¢ A description of any deviations from the investigational plan by investigators since the last
progress report.
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4.7 Content for Progress Reports and Final Reports

IDE Progress Reparts and Final Reports
Content for Progress Reports and Final

Reports

Baslc Elements

Study Progress

= Brist simmary of progress

= Subyects enrollied I « Aty deviations:

= Devicesshipsped and
disposition

Notes:

For final reports, information on the disposition of the devices must also be included in this
section of the report.

4.8 Content for Progress Reports and Final Reports

IDE Progress Reparts and Final Reports

Content for Progress Reports and Final
Reports

Baslc Elements

Study Progress

Risk Anal_ysls :

E Summary of rewadverse information thar may affect the risk

analyals

B
= Reprintzof ary articies published from data collecred under the
IRE

« If thare is new Infarmation, (nclude s new rigk analysis

Notes:

The next section of the report should include any updates to the risk analysis. Specifically,
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this section should contain a summary of any new adverse information that may affect the
risk analysis, including data from preclinical and clinical studies. The sponsor should also
include reprints of any articles published from data collected under the IDE in this section
of the report.

If conduct of the study results in new information that significantly affects the risk analysis,
a new risk analysis should be provided.

4.9 Content for Progress Reports and Final Reports

IDE Proy =parts and Final Reports
Content for Progress Reports and Final
Reports

a7 -

Study Progress

Risk Anal_ys’l!; _

Other Changes
= M changes nat redquired to e submiittad in an \DE Supplemant

= Any changes In manulaetiring practides and 'quality control

Notes:

The next section of the report should summarize any other changes to the IDE. This should
include changes in the investigational plan that were not required to be submitted in an
IDE supplement. Any changes in manufacturing practices and quality control should also be
discussed.

For more information on changes that should be reported in the IDE progress report,
please see the IDE modifications training module.
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4.10 Content for Progress Reports and Final Reports

IDE 2ports and Final Reports
Content for Progress Reports and Final
Reports

Basic Elements
Study Progress

Risk Analysls

Other Changes
Futire Plans
N :
B i b ol e T b
e —

= Ay plans Vo clanga (b ivestigmrion

Notes:

Finally, future plans for the IDE must be provided, and should discuss progress toward a
product marketing application or indicate that marketing is not planned. The sponsor
should also discuss any plans to change the investigation, for example, to expand the study
size or indications, to discontinue portions of the investigation, or to change manufacturing
practices.

Please note that a separate IDE supplement should be submitted to request
implementation of the change. For more information on implementing changes under an
IDE, please see the IDE modifications training module.
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4.11 Content for Progress Reports and Final Reports

IDE Progress Reparts and Final Reports
Content for Progress Reports and Final

Reports

= = e a— P—ee,

Study Progress

Risk Anal_ysh’; :

Other Changes

Notes:

For the final report, this section must also include any plans to submit another IDE
application for the same device or a modified version of the device.

4.12 Additional Information

255 Reparts and Final Reports

Additional Information

Notes:

For more information on IDE progress reports and final reports, please visit FDA's website
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by clicking on the provided link.

5. IDE Modifications

5.1 IDE Modifications

IDE Modifications

Notes:

Published by Articulate® Storyline www.articulate.com



5.2 Learning Objectives

IDE Modifications

¥ Requirements for IDE Maodifications
d Reporting Timelines

¥ How 1o Submit an IDE Madification

Notes:

After completing this training module, the learner will understand the following:
e The requirements for IDE modifications to the investigational plan,

e The reporting timelines for notifying FDA of such modifications, and

e How to submit an IDE modification

5.3 Requirements for IDE Modifications

IDE Modifications

Requirements for IDE Modifications

A sponsor can make modifications to the investigational plan of
an 1DE, including changes to the device or clinical protocol.

* Prior approval

tion within 5

+ Submissionina
progress report
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Notes:

During the course of a clinical investigation, the sponsor of a study can make modifications
to the investigational plan of an IDE, including changes to the device or clinical protocol.

These changes may be simple modifications, such as clarifying the instructions for use, or
they may be significant changes, such as modifications to the study design or the device
materials.

This module will describe the types of IDE modifications and associated reporting timelines,
including changes for which prior approval should be obtained versus those that require
notification within 5 days of implementing the change or those that only require
submission in an IDE progress report.

Keep in mind that modifications to the IDE may also require approval from the Institutional
Review Board, or IRB, prior to implementation.

5.4 Changes that Require Prior Approval

IDE Modifications

Changes that Require Prior Approval

An IDE supplement requiring prior approval must be submitted for
any change that may affect:

= Soientific soundness

Notes:

Certain changes to the investigational plan require submission of an IDE supplement and
approval by FDA before implementation.

An IDE supplement requiring prior approval must be submitted for any change that may

affect the following;:
¢ The validity of the data resulting from the study,
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e The risk to benefit relationship for subjects enrolled in the study,

¢ The scientific soundness of the investigational plan,

e The rights, safety, or welfare of subjects involved in the investigation, or

e The basic principles of device operation or design that would constitute a significant
change unless those changes are made in response to information gathered during the
course of the investigation.

Examples of IDE modifications requiring prior approval include changes in the indication,
type of study control, primary end point, or expansion of the study.

5.5 Submitting Changes that Require Prior Approval

IDE Modifications

Submitting Changes that Require Prior
Approval

IDE supplement should include:
= Detailed description of the change
= Rationale for the change
* Impact of the change
= Documentation supporting the change

Cross-reference sections of the original submission that are being
maodified.

FDA will review within 20 days and issue a response.

Notes:

Modifications that require prior approval should be submitted to the FDA in an IDE
supplement, which should include a detailed description of the change, rationale for the
change being requested, an assessment of the impact of the change on the study, and
documentation supporting the change. The type of supporting documentation that should
be included in the supplement depends on the change being requested. This
documentation may include preclinical bench or animal testing, peer-reviewed published
literature, a risk analysis of the change, or a statistical analysis of the impact on the study.

The supplement should also cross-reference sections of the original submission that are
being modified.
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FDA will review the IDE supplement within 30 days and issue an approval, approval with
conditions, or disapproval letter.

5.6 Emergency Changes

IDE Modifications

Emergency Changes

j| Emergency changes donot require prior approval when:

he life or physical well-being

— —EEE P B e WP

ed to FDA within 5 working days after the sponsor

Notes:

The requirements regarding FDA approval of a supplement do not apply in the case of
emergency changes during a clinical investigation as long as the deviation from the
investigational plan is to protect the life or physical well-being of a subject in an emergency
and such deviation is reported to FDA within 5 working days after the sponsor learns of it.
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5.7 Changes that Require 5-Day Notice

IDE Modifications

Changes that Require 5-Day Notice

Modifications to the investigational plan that do not require

prior approval are eligible for Implementation under a 5-day
notice.

Changes that can be submilted in & 5-day notice:
« Changes that do nol significantly affect device operation or design
+ Changes to protocals that da not affect:

vy of the data

Notes:

Modifications to the investigational plan that do not require prior approval and are not
implemented under an emergency change are eligible for implementation under a 5-day
notice. The following changes may be implemented immediately provided FDA is notified
within 5 working days through the submission of an IDE supplement:

¢ Changes that do not significantly affect device operation or design and that are made in
response to information gathered during the course of the investigation, or
e Changes to the clinical protocol that do not affect:
¢ The validity of the data resulting from the study,
¢ The risk to benefit relationship for subjects enrolled in the study,
¢ The scientific soundness of the investigational plan, or
e The rights, safety, or welfare of subjects involved in the investigation.

The sponsor should determine if the proposed change meets the criteria for submission in

a 5-day notice based on credible information, such as results of preclinical testing, clinical
studies, peer-reviewed published literature, or other reliable information.
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5.8 Submitting Changes in a 5-Day Notice

IDE Modifications

Submitting Changes in a 5-Day Notice

Include a description of the change and a
summary of the Infermation upon which
the char\ge was based

FDA will review within 30 days and typically
will not issue a response.

Notes:

A 5-day notice must include a description of the change and a summary of the relevant
information gathered during the course of the investigation upon which the change was
based.

FDA will review the 5-day notice within 30 days and, typically, there will be no response
from FDA to the sponsor. However, if clarification or additional information is needed, the
Agency will contact the sponsor.

While it is the sponsor’s responsibility to determine if a device, manufacturing, or protocol

change meet the criteria for implementation under a 5-day notice and do not require prior
Agency approval, FDA has reserved the right to question the sponsor’s determination.
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5.9 Changes Included in a Progress Report

IDE Modifications

Changes Included in a Progress Report

Minor changes to the investigational plan may be submitted in an
IDE progress report.
- e

« Purpose of the study * Labeling
« Rick analysiz ¥« Informed consant

+ Monitoring = IRB informathon

Notes:

Changes to the investigational plan that do not meet the criteria for submission in an IDE
supplement for prior approval or as a 5-day notice may be submitted to FDA in an IDE
progress report. Minor changes eligible for reporting in a progress report are those that
would not affect the validity of the data, the risk to benefit relationship for study subjects,
the scientific soundness of the investigational plan, or the rights, safety, or welfare of study
subjects. These could include minor changes to the purpose of the study, risk analysis,
monitoring procedures, labeling, informed consent materials, and IRB information.
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5.10 Submitting Changes in a Progress Report

IDE Madifications 5=

Submitting Changes in a Progress Report

Include a description of the change and a summary of the
infermation upon which the change was based.

Notes:

If a modification to the investigational plan is included in a progress report, the sponsor
should include a description of the change and a summary of the information upon which
the change was based.

Typically, there will be no response from FDA to the sponsor for these types of changes.
However, if clarification or additional information is needed, the Agency will contact the

sponsor.

For more information on submitting an IDE progress report, please see the IDE progress
reports and final reports training module.
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5.11 Additional Information

IDE Modifications

Additional Information

[} LR S =
Return te the Maln Menu

Notes:

For more information on IDE modifications, please see FDA's Guidance entitled “Changes or
Modifications During the Conduct of a Clinical Investigation” by clicking on the provided
link.
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6. Unanticipated Adverse Device Effects

6.1 Unanticipated Adverse Device Effects

Unanticipated Adverse
Device Effects

Notes:

6.2 Learning Objectives

Unanticipated Adverse Device Effects

< Definition of an Unanticipated Adverse Device Effect

¥ Timeline for Reparting Unanticipated Adverse Device
Effects to FDA

+ Termination of an Investigation

Notes:

Published by Articulate® Storyline www.articulate.com



After completing this training module, the learner will understand the following:

¢ The definition of an unanticipated adverse device effect;

¢ The timeline for reporting unanticipated adverse device effects to FDA; and

e The responsibility of the IDE sponsor to terminate an investigation if the unanticipated
adverse device effect presents an unreasonable risk to subjects

6.3 Unanticipated Adverse Device Effects

Unanticipated Adverse Device Effects

Unanticipated Adverse Device Effects

Report all unanticipated adverse device effects to FDA, all
reviewing IRBs, and all participating Investigators.

Unanticipated Adverse Device Effect:

« Any seri

application

mnanticipate
relates to the rights, sz

Notes:

The IDE sponsor is required to report all unanticipated adverse device effects to FDA, all
reviewing Institutional Review Boards, or IRBs, and to all participating investigators.

An unanticipated adverse device effect is:
¢ Any serious adverse effect on health or safety, any life-threatening problem, or
death associated with a device, if that effect, problem, or death was not previously
identified in nature, severity, or degree of incidence in the current IDE application;
or
¢ Any other unanticipated serious problem associated with a device that relates to
the rights, safety, or welfare of subjects.
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6.4 Reporting Responsibilities

Unanticipated Adverse Device Effects

Reporting Responsibilities

Immediately conduct an evaluation of the unanticipated adverse
device effect,

Submit results of the evaluation to FDA in an IDE repart within 10
working days after the sponsor is notified of the effect.

Additional reparts concerning the device effect must be submitted If
requested by FOA,

Notes:

Once the IDE sponsor has been notified of an unanticipated adverse device effect, he or
she must immediately conduct an evaluation.

The sponsor must submit the results of the evaluation to FDA in an IDE report as soon as
possible but no later than 10 working days after the sponsor is notified of the effect. All
reviewing IRBs and participating investigators must also be notified of the unanticipated
adverse device effect within 10 working days.

Additional reports concerning the device effect must be submitted if requested by FDA.
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6.5 Termination of an Investigation

Unanticipated Adverse Device Effects

Termination of an Investigation

If an unanticipated adverse device effect presents an unreasonable
risk to subjects, all investigations or parts of ir rations

—_ -

presenting that risk must be terminated as soon as possible,

« No later than 5> Working days after the spoansor makes this
determination

= No later than 15 working days after the sponsor first received
notice of the effect

The terminated study may not resume without FDA and IRB
approval.

Notes:

If a sponsor determines that an unanticipated adverse device effect presents an
unreasonable risk to subjects, all investigations or parts of investigations presenting that
risk must be terminated as soon as possible. Termination must occur no later than 5
working days after the sponsor makes this determination and no later than 15 working
days after the sponsor first received notice of the effect.

The terminated study may not resume without FDA and IRB approval.
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6.6 Additional Information

Unanticipated Adverse Device Effects

Additional Information

Notes:

For more information on reporting unanticipated adverse device effects, please see federal
regulations found in 21 CFR 812 by clicking on the provided links.

7. IDE Reports

7.1 IDE Reports

IDE Reports
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Notes:

7.2 Learning Objectives

IDE Reports

=

" TG . 7l
Ak ~ .
e e

/ |DE Reports Reguired to Be Submitted by the Sponsor
¥ Reporting Obligations for Each IDE Report

¢ Timelines for Report submissions

Notes:

After completing this training module, the learner will understand the following:
e The IDE reports that are required to be submitted by the sponsor;

¢ The specific reporting obligations for each IDE report; and

¢ The timelines for submission of each report.
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7.3 Sponsor Reports for IDEs

IDE Reports

Sponsor Reports for IDEs

Withdrawal ol (RE Approval
Withdeawal of FOA Approval

Current List of Investigatars
Recalls-and Device Dispositian

Fallure to Obtain informed Cansant
significant Risk Devica Detarmination
Unanticipated Adverse Device Effects
Progress Reparts {or Annual Reparis)

Fimal Repart

Notes:

The reports listed here are required to be submitted by the regulatory sponsor of an IDE
application per regulation. As discussed in the Overview of IDE Maintenance and Tracking
Module, these submissions should be clearly identified as IDE reports when submitted to
the FDA.

7.4 Sponsor Reports for IDEs

IDE Reports
Sponsor Reports for IDEs
Withdrawal of IRB Agproval

‘Withdrawal of FDA Approval

Current Listaf invostigatars

Recalls-and Devige Dispositian
Fallure 1o Obtain informed Cansemt

Significant Risk Devica Determination
Unanticipated Adverse Device Effects
Progress Reports {or Annual Reparts)

Final Report
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Notes:

This training module will go into detail about the specific reporting obligations for each IDE
report, with the exception of unanticipated adverse device effects, progress reports, and
final reports. These reports will be covered in detail in separate training modules.

7.5 Withdrawal of IRB Approval

IDE Reports

Withdrawal of IRB Approval

investigators of the withdrawal of IRB
orany part of an investigation;

g Timeline: Send report within 5 work
after receipt of the withdrawal of IRB app

The IDE sponsor has a reporting obligation anytime there is a withdrawal of Institutional
Review Board, or IRB, approval. The sponsor must notify FDA, all reviewing IRBs, and all
participating investigators of the withdrawal of IRB approval of an investigation or any part
of an investigation.

This report should be sent to the FDA, all reviewing IRBs, and all participating investigators
within 5 working days after receipt of the withdrawal of IRB approval.
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7.6 Withdrawal of FDA Approval

IDE Reports

Withdrawal of FDA Approval

The sponsor must notify all reviewing IRBs and participating

investigators of any withdrawal of FDA approval of the investigation,
[oEp— P — a—

Timeline: Send report within 5 working days

after the sponsor is notified,

Notes:

The sponsor must also notify all reviewing IRBs and participating investigators of any
withdrawal of FDA approval of the investigation.

This report should be sent to all reviewing IRBs and participating investigators within 5
working days after the sponsor is notified of the withdrawal of FDA approval.

7.7 Current List of Investigators

IDE Reports

Current List of Investigators

The sponsor is required to submit to FOA a current listof the names )
¥ and addresses of all investigators participating inthe clinical study.
¢ e

Timeline: Send report every & months,

I A sunmi the
Eurrant insaestigarar st svery 6 mianthe and insesd
aliow this information 1o'be submitted In the annual

Profress ToporL F this reguirement i waned, twil be
stated in your IDE approval letter,
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Notes:

The sponsor is required to submit to FDA a current list of the names and addresses of all
investigators participating in the clinical study.

This report should be submitted to FDA every 6 months regardless of whether there have
been any changes to the investigator list. The first report should be submitted 6 months
after IDE approval and then every 6 months thereafter.

Please note that FDA may waive the requirement to submit the current investigator list

every 6 months and instead allow this information to be submitted in the annual progress
report. If this requirement is waived, it will be stated in your IDE approval letter.

7.8 Recalls and Device Disposition

IDE Reports

Recalls and Device Disposition

turn, repair, or dispose of any unit of an
investigationa
Timeline: Send report within 30 working 5
after the request is made and state why the ’.
request was made.

r

Notes:

The sponsor is also required to report any recalls or device dispositions. The sponsor must
notify FDA and all reviewing IRBs of any request that an investigator return, repair, or
dispose of any unit of an investigational device.

This report should be submitted to FDA and all reviewing IRBs within 30 working days after

the sponsor requests a recall or device disposition. An explanation of why the request was
made must be included in the report.

Published by Articulate® Storyline www.articulate.com



7.9 Failure to Obtain Informed Consent

IDE Reports

Failure to Obtain Informed Consent

The spons
without first obtaining informed consent from a participantin the
clinical investigation.

| Timeline: Send report within 5 wa
8 after the sponsor Is notified of the fail
obtain informed consent.

Notes:

The sponsor must also submit a report to FDA if a device is used without first obtaining
informed consent from a participant in the clinical investigation. To fulfill this reporting
requirement, the sponsor can submit a copy of the report received from the investigator
that describes the event.

This report should be submitted to FDA within 5 working days after the sponsor is notified
of the failure to obtain informed consent.
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7.10 Significant Risk Device Determination

IDE Reports

Significant Risk Device Determination

If the sponsor had pro d that a device is nonsignificant risk and
an IRB later determir avice 1o grificant risk, the sponsor
the FDA:

Notes:

Lastly, if the sponsor had proposed that a device is nonsignificant risk and an IRB later
determines the device to be significant risk, the sponsor is required to report this
determination to the FDA.

This report should be submitted to FDA within 5 working days after the sponsor learns of
the IRB's determination.
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7.11 Additional Information

IDE Reports

Additional Information

EREWY o
Return to the Maln Menu

Notes:

For more information on IDE reports, please visit FDA's website by clicking on the provided
link.

8. Maintaining Accountability Records for IDEs

8.1 Maintaining Accountability Records for IDEs

Maintaining
Accountability Records

for IDEs
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Notes:

8.2 Learning Objectives

Maintaining Accountability Records for IDES

¥ Controlling Distnbution and Disposition of Devices

s Length of Time IDE Records Need to Be Retained

Notes:

After completing this training module, the learner will understand the following:

e The records that need to be maintained and accounted for by the IDE sponsor;
¢ The requirements for controlling the distribution and disposition of devices; and
e The length of time that IDE records need to be retained.

The sponsor responsibilities discussed in this training module are for significant risk device
studies overseen by the FDA and IRB. For information on the sponsor responsibilities for
nonsignificant risk device studies, please visit FDA's website by following the link at the end
of this training module.
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8.3 Records That Must Be Maintained

Maintaining Accountability Records for IDES

Records That Must Be Maintained

The sponsor is responsible for collecting and
maintaining the following records relating to f’ -
an investigation conducted under an IDE: i

il correspondance
+ Another sparsan
« Monltar
] Ihvﬁsl‘_lﬁalﬁr

. IR

-F-D,h

Notes:

The sponsor is responsible for collecting and maintaining the following records relating to

an investigation conducted under an IDE:

« All correspondence, including any required IDE reports, that may be exchanged with
another sponsor, a monitor, an investigator, an IRB or the FDA

8.4 Records That Must Be Maintained

Maintaining tability Re or IDEs

Records That Must Be Maintained

The sponsor is responsible for collecting and
maintaining the following records relating to /" -
an investigation conducted under an IDE: [

Al correspondance

Records of shipment
« Namé and addrass of consignes
= Type and guarmtity of devices

« Date of shipment

s Barch pumbersor code marks
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Notes:

« Records of device shipment, including name and address of consignee, the type and
quantity of devices, the date of shipment, and batch numbers or code marks

8.5 Records That Must Be Maintained

Maintaining Accountability Records for IDES

Records That Must Be Maintained

The sponsor is responsible for collecting and
maintaining the following records relating to /, i
an investigation conducted under an IDE: A

Notes:

« Records of disposition of the device describing batch number or code mark of devices
returned, repaired, or disposed of by the investigator or other persons and reasons for

and method of disposal
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8.6 Records That Must Be Maintained

Maintaining Accountability Records for IDES

Records That Must Be Maintained

The sponsor is responsible for collecting and
maintaining the following records relating to f’
an investigation conducted under an IDE: i

i correspondance

Reords of shipmens

dlsnositon

\Iﬂ- ‘h""*ﬁ‘ - T

Signed Investigstor agresments: indading

liranecal diselosat e information

Notes:

« Signed investigator agreements, including financial disclosure information

8.7 Records That Must Be Maintained

Maintaining ountability Rec

Records That Must Be Maintained

The sponsor is responsible for collecting and
maintaining the following records relating to ./
an investigation conducted under an IDE: i

Records of shipmens

| kaperde of Slinosition
i‘-& La LN =R -
Signed [nvestgstor agresments: induding
lirrgneal diselosat e Infarmation

e e Y | T e ] I e
Enpplamds and adverse deim effecs

Notes:

« Records concerning complaints and adverse device effects (whether anticipated or
unanticipated)
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8.8 Records That Must Be Maintained

Maintaining Accountability Records for IDES

Records That Must Be Maintained

The sponsor is responsible for collecting and
maintaining the following records relating to /, i
an investigation conducted under an IDE: ]

L 4= af Tzt
oo e 8t} #1

Signed Investigstor agreerments; indading
fisancial diseidsar e Information -

Notes:

« Lastly, any other records that FDA requires by regulation or by specific requirement for a
category of investigation or a particular investigation should be collected and maintained.

8.9 Controlling Distribution and Disposition of Devices

Maintaining Accountability Records for IDES
Controlling Distribution and Disposition
of Devices

rding their
g and device di

»

Notes:
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Although investigators are responsible for ensuring that investigational devices are made
available only to persons who are legally authorized to receive them, sponsors also bear
responsibility for taking proper measures to ensure that devices are not diverted outside of
legally authorized channels.

Sponsors should only ship investigational devices to qualified investigators participating in
the clinical investigation.

To further ensure compliance with these requirements, sponsors should take appropriate
measures to instruct investigators regarding their responsibilities with respect to
recordkeeping and device disposition. Upon completion or termination of a clinical
investigation or at the sponsor's request, an investigator is required to return to the
sponsor any remaining supply of the device or otherwise to dispose of the device as the
sponsor directs.

8.10 Financial Disclosure Records

Financial Disclosure Records

Maintain complete and accurate records concerning
investigator financial interests:

Any finandal arrangement whare the value of the compensation could

be influsncad by the outcome of the study

Any sigrificans payments of other sorts
Any proprietary interest in the tested prodisce

Ay significant 2guity interest in any sponsor

Notes:

The sponsor must maintain complete and accurate records of financial interests for all

investigators directly involved in the conduct of a clinical study that may support a

marketing application. Financial interests that should be captured and maintained by the

sponsor include the following:

¢ Any financial arrangement where the value of the compensation to the investigator could
be influenced by the outcome of the study;

¢ Any significant payments of other sorts from any sponsor, such as a grant to fund
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ongoing research or compensation in the form of equipment;
¢ Any proprietary interest in the tested product held by an investigator; and
¢ Any significant equity interest in any sponsor held by an investigator.

Financial disclosure forms are only required to be submitted to the FDA in a marketing

application and are often not applicable to sponsor-investigator initiated studies. Please
see the training module on financial disclosure to learn more.

8.11 Retention Period

Maintaining Accountability Records for IDES

Retention Period

of 2 years sfter the latter of the following two dates:

+ Date on which the investigation is terminated or completed

supporting a marketing application

A sponsor may transfer custody ofirecords to any other person who
will accept responsibility.

+ Motice of a transfar must be given ta FDA no later than 10warking
days after the transfer.

Notes:

A sponsor must maintain the required IDE records for the duration of the investigation and

a period of two years after the latter of the following two dates:

¢ The date on which the investigation is terminated or completed;

¢ Or the date that the records are no longer required for purposes of supporting a
marketing application.

A sponsor may withdraw from the responsibility to maintain records for the period
required and transfer custody of the records to any other person who will accept
responsibility. Notice of a transfer must be given to FDA no later than 10 working days after
the transfer.
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8.12 Records Inspection

Maintaining Accountability Records for IDES

Records Inspection

r

Sponsors are required to permit FDA to enter and inspect any
establishrment where devices are held.

FDA may inspect and copy all records relating to an investigation.

Notes:

Sponsors are required to permit FDA to enter and inspect any establishment where devices
are held, including any establishment where devices are manufactured, processed,
packaged, installed, used, or implanted or where records or results from use of devices are
kept.

FDA may also inspect and copy all records relating to an investigation including, in certain
situations, records which identify subjects.
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8.13 Additional Information

Maintaining Accountability Records for IDES

Additional Information

For mare info n on maintaining accountability records,
please visit Fl bsite,

Notes:

For more information on maintaining accountability records, please visit FDA's website by
clicking on the provided link.

9. IDE Monitoring and Multi-Center Trials

9.1 IDE Monitoring and Multi-Center Trials

IDE Monitoring and
Multi-Center Trials
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Notes:

9.2 Learning Objectives

IDE Monitoring & Multi-Center Trials

ation

Risk-Based Approach to Monitoring

rd

Sponsor Requirements For Conducting a Multi-Center Trial

Notes:

After completing this training module, the learner will understand the following:
¢ The purpose of monitoring a clinical investigation;

¢ That the sponsor is responsible for monitoring the investigation;

e That FDA recommends a risk-based approach to monitoring; and

e Sponsor requirements for conducting a multi-center trial
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9.3 Monitoring

IDE Monitoring & Multi-Center Trials

Monitoring

uality contral tool for
ermining wh rsrudy activi
ried out as planned so that defic
dentified and corrected.

Notes:

All clinical investigations conducted under an IDE should be monitored, including multi-
center trials, single-center trials, and those conducted by sponsor-investigators.

Monitoring is a quality control tool for determining whether study activities are being
carried out as planned so that deficiencies can be identified and corrected.

Effective monitoring is critical for the protection of human subjects and the conduct of high
quality investigations.
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9.4 Sponsor Responsibility for Monitoring

IDE Monitoring & Multi-Center Trials

Sponsor Responsibility for Monitoring

inns being conducted under the IDE.
S e R S S ——
Submission of written manitoring procedures is not required for studies
d by a sponsor-investigator.

or chooses nat to personally monitor the
houl ect individuals qualified by training and
e progress of the investigation.

The sponsor is responsible for monitoring the progress of all clinical investigations being
conducted under the IDE. Written monitoring procedures are required for all studies
involving more than one investigator and must be included in the original IDE application
along with the name and address of the study monitor.

Submission of written monitoring procedures is not required for studies conducted by a
sponsor-investigator, where only one investigator is involved in the study. It is assumed,
unless otherwise specified, that the sole investigator will serve as the study monitor and
ensure that the study is being carried out as planned.

If a sponsor-investigator chooses not to personally monitor the investigation, he or she

should select individuals qualified by training and experience to monitor the progress of
the investigation and include their names and addresses in the original IDE application.
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9.5 Risk-Based Approach to Monitoring

IDE Monitoring & Multi-Center Trials

Risk-Based Approach to Monitoring

Develop a monitoring plan thatis tallored to the specific data
integrity and hurman subject protection risks of the investigation,

Notes:

Since the regulations are not specific about how sponsors are to conduct monitoring, FDA
recommends a risk-based approach that focuses on preventing or mitigating important
and likely risks to data quality and to processes critical to ensure human subject protection.
Thus, the sponsor should develop a monitoring plan that is tailored to the specific data
integrity and human subject protection risks of the investigation.

While developing a monitoring plan, sponsors should prospectively identify critical data
and processes that if inaccurate, not performed, or performed incorrectly, would threaten
the protection of human subjects or the integrity of the study results. Examples of critical
data and processes that could be included in a monitoring plan include verification that
informed consent was properly obtained and that administration of the investigational
product was completed in accordance with the protocol.
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9.6 Monitoring Methods

IDE Monitoring & Multi-Center Trials

Monitoring Methods

| onsie W Centraiized Monitoring

luation of a clinical Remote v ion of clinical
igation e Fation
« ldentifies data entry o « Relies on electronic systems for
missing data in source 5 ew of records and
communications
= Allows for review of data in real
fme
» Identifies higher risks s o

target with on-site manitoring

Notes:

Monitoring can take place either at the site of the clinical investigation or at a remote
centralized location. The sponsor should prospectively determine which method is
appropriate for their study based on a risk assessment.

On-site monitoring is an in-person evaluation of the clinical investigation and is useful for
identifying data entry errors and missing data in source records. On-site monitoring can
also be used to assess investigator supervision, compliance with the protocol, and control
of the investigational device. On-site monitoring can therefore be particularly helpful early
in a study, especially if the protocol is complex and includes novel procedures with which
investigators may be unfamiliar.

Centralized monitoring is a remote evaluation of the clinical investigation and relies on
electronic systems for review of records and communication. Centralized monitoring allows
for review of data in real time, and it also identifies higher risks sites that the sponsor may
wish to target with on-site monitoring. FDA encourages use of centralized monitoring
practices, where appropriate.

A combination of on-site and centralized monitoring can also be used. If sponsors intend to

rely heavily on centralized monitoring practices, they are encouraged to include one or
more on-site monitoring visits as part of the monitoring plan.
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9.7 Monitoring Activities

IDE Monitoring & Multi-Center Trials

Monitoring Activities

Communication with the
investigator and study site
staff

Verification of the accuracy of
data submitted to the
sponsor

Notes:

Once the monitoring plan is developed, the sponsor is responsible for ensuring that
monitoring activities are conducted according to the plan. Monitoring activities include:
e Communication with the investigator and study site staff;

¢ Review of the study site’s processes, procedures, and records; and

e Verification of the accuracy of data submitted to the sponsor.

If the monitor identifies any non-compliance, these findings should be evaluated to
determine whether additional actions, such as training of the clinical investigator or site
staff, are necessary to ensure human subject protection and data quality. If non-
compliance is discovered at any site, the sponsor should promptly secure compliance or
discontinue the study at that site.
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9.8 Additional Information

IDE Monitoring & Multi-Center Trials

Additional Information

information on monitoring

t of Clinical [n

Notes:

For more information on monitoring, please see FDA's Guidance entitled “Oversight of
Clinical Investigations — A Risk-Based Approach to Monitoring” by clicking on the provided
link.

9.9 Multi-Center Trials

IDE Monitoring & Multi-Center Trials
Multi-Center Trials

IDE sponsors of multi-center trials are reguired to:
Select gualified investigators and provide them with information to
conduct the study,

Obtain the investigator's qualifications and & signed investigator
statement.

= The InveRipators currkodum vitae

= A statement ol the h\fuqligﬂtﬂi's relavant avpeTiente

= An explanation of the dreumstances surrdunding termination, i applicable
= Sutficient financial disclosure infarmation

= A starement of the Investigator's commitmant o (1) conduct the investigation
n accordapce with the apreement, the mvestigational plany aod lederal
regalatioms {2) supervine all testing: and (3) obtain informad conssnt

Notes:
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A multi-center trial is a clinical investigation that is conducted at more than one site. Under

the IDE regulations, sponsors of multi-center trials are required to:

e Select qualified investigators and provide them with information required to conduct the
study properly. This includes supplying all investigators with a copy of the investigational
plan and any reports of prior investigations of the device.

¢ The sponsor must also obtain from each investigator a signed agreement that contains:

e The investigator's curriculum vitae

¢ A statement of the investigator's relevant experience

o If the investigator was involved in an investigation that was terminated, an
explanation of the circumstances surrounding that termination

« Sufficient financial disclosure information

¢ And a statement of the investigator's commitment to (1) conduct the investigation
in accordance with the agreement, the investigational plan, and federal
regulations; (2) supervise all testing of the device involving human subjects; and (3)
ensure that the requirements for obtaining informed consent are met.

9.10 Multi-Center Trials

IDE Monitoring & Multi-Center Trials
Multi-Center Trials
IDE sponsars of multi-center trials are required te;

Selecrqualified invesugators and provide them with information o
conduct the study.

Obtainthe Investigator's quailfications and & signed Inyvestigator
Statenment.

Obtalh carrification of IRB approval from each sita and subimit
cartifications o the IDE.

Orily shimp the Investigational pru&unt to participating investigators:

Notes:

IDE sponsors of multi-center trials should also:

¢ Obtain certification of Institutional Review Board, or IRB, approval from each site and
submit certifications to the IDE.

¢ And only ship the investigational product to participating investigators.
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9.11 Multi-Center Trials
IDE Monitoring & Multi-Center Trials

Multi-Center Trials

IDE sponsors of multi-center trials are required to:

+ Review and svaluste unanticipated adverse device effects reported by
Investigators.

* Repory unanticrpated adverse device effects ta the IDE and to each

S

« Reap each participating investigator Infarmied of new ohisarvaticns an
thee devide.

« Maintain current, complets; ahil staurate records.

+ Mormar the investigation to ensure compliarice:

Notes:

IDE sponsors of multi-center trials are responsible for oversight of all investigations and
ensuring that all investigators, IRBs, and FDA are updated with information necessary to
safely conduct the clinical investigation. The sponsor should promptly review and evaluate
unanticipated adverse device effects provided by investigators.

The sponsor should report unanticipated adverse device effects to the IDE and to each site
participating in the investigation. Each investigator must also submit such reports to their
IRB.

The sponsor should keep each participating investigator informed of new observations on
the device, particularly with respect to adverse device effects and safe use. Such
information may be distributed to investigators by means of periodically revised
instructions for use, reprints or published studies, reports or letters to clinical investigators,
or other appropriate means.

It is also the sponsor’s responsibility to maintain current, complete, and accurate records
that pertain to each site. This includes up-to-date information on investigator qualifications
and financial disclosure information, when applicable.

Lastly, the sponsor is responsible for continued oversight of all investigators to ensure that
the study is conducted correctly and that all sites are following the protocol. The sponsor
should monitor the investigation to ensure compliance with the protocol and signed
investigator agreement. If the sponsor discovers non-compliance at any site, they should
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promptly secure compliance or discontinue the study at that site.

9.12 Additional Information

IDE Monitoring & Multi-Center Trials

Additional Information

nsar responsibilities when
conducting mul Ater tridls, p see federal regulations
found In 21 CER i ' 1

EEWY B
Return to the Maln Menu

Notes:

For more information on sponsor responsibilities when conducting multi-center trials,
please see federal regulations found in 21 CFR 812 Subpart C-Responsibilities of Sponsors
by clicking on the provided link.
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10. Financial Disclosure

10.1 Financial Disclosure

Financial Disclosure

Notes:

10.2 Learning Objectives

Financial Disclosure

. i ¥ I’
ey

Purpose af Financial Disclosure

Definitions Pertaining to Financial Disclosure
* When Financial Disclosure |s Required
Interests That Must Be Disclose

Responsible Parties

Notes:
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After completing this training module, the learner will understand the following:
e The purpose of financial disclosure;

¢ The definitions pertaining to financial disclosure;

¢ When financial disclosure is required,;

¢ The interests that must be disclosed; and

¢ The responsible parties for financial disclosure.

10.3 Purpose of Financial Disclosure

Financial Disclosure

Purpose of Financial Disclosure

Intended to eliminate bias and preserve the integrity of the data
submitted In.a market pplication

e S R /.

Information is used in the Agenty's assessment of the reliability. of the

data

Notes:

Financial disclosure is intended to eliminate bias and preserve the integrity of the data
submitted in a marketing application for a drug, biologic or device.

The FDA may consider clinical studies inadequate, and the data inadequate, if appropriate
steps have not been taken to minimize the risk of financial bias.

Financial disclosure information is submitted in a marketing application and is used in the
Agency's assessment of the reliability of the data.
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10.4 Financial Disclosure Definitions Per 21 CFR 54

Financial Disclosure

Financial Disclosure Definitions Per 21
CFR 54

Clinical Investigator —Individual directly invelved with treatment or
evalustion of research subjects, Induding spouse and each dependent
ehild

Covared Clinical Stuty = Any study relird upan to esiabltsh that the:
product is effective, or where a Single Inveéstigaior makes asignificant
cantribution twthe domanstration of safety, for a markating applicatian

Sp:un«sur- Any pary supporting a parucular study atthe time it was:
carred our

Applicant - The party who'submits a marketng application to FDA for
approval erd s responsible for submitting financial disdosure statemenis

Notes:

The definitions pertaining to financial disclosure are found in Title 21 of the Code of Federal
Regulations Part 54.

For the purpose of financial disclosure:

¢ A clinical investigator is an individual directly involved with treatment or evaluation of
research subjects. The term clinical investigator also includes the spouse and each
dependent child of the investigator, but it does not include those who provide ancillary or
intermittent care that do not make direct and significant contributions to the data.

¢ A covered clinical study is any study relied upon to establish that the product is effective,
or where a single investigator makes a significant contribution to the demonstration of
safety, for a marketing application.

e The sponsor of a covered clinical study is any party supporting a particular study at the
time it was carried out. For example, if one party designed and conducted the covered
clinical study, a second party provided funding, and a third party provided the test
product, there would be three sponsors of the covered clinical study.

¢ An applicant is the party who submits a marketing application to FDA for approval and is
responsible for submitting financial disclosure statements.

Please note that the financial disclosure definitions of clinical investigator and sponsor are
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broader than those found in the IND and IDE regulations.

10.5 When Is Financial Disclosure Required?

Financial Disclosure

When Is Financial Disclosure Required?

R

s who submit a marketing application are required to su

infor
drrangements

study

Notes:

Applicants who submit a marketing application are required to submit information
concerning the compensation to, and financial interests and arrangements of, any clinical
investigator conducting a covered clinical study.

As a reminder, a covered clinical study is any study submitted in a marketing application
that is relied upon to establish effectiveness of the product or any study in which a single
investigator makes a significant contribution to the demonstration of safety.

Covered clinical studies, in general, do not include phase 1 tolerance studies or
pharmacokinetic studies, most clinical pharmacology studies, large open safety studies
conducted at multiple sites, and expanded access protocols. Non-commercial studies that
are conducted for the purpose of publication and will not be submitted as part of a
marketing application are also generally not considered covered clinical studies.

Please note that the definition of covered clinical studies does not distinguish between
foreign and domestic clinical sites.
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10.6 Financial Disclosure Responsibilities

Financial Disclozure

Financial Disclosure Responsibilities

sar's responsibility to collect financial disclosure information

Each clinical Irivastigator must provide sufficient and accurate financial

information to the sponsar.

+ Commit to promptly update thisinformation if any relevant changes
oceur during th se of the study and for one year fallowing the
completion of the

Notes:

It is the sponsor’s responsibility to collect financial disclosure information from
investigators for covered clinical studies that will be used for a marketing application.

Each clinical investigator must provide sufficient and accurate financial information to the
sponsor and must commit to promptly update this information if any relevant changes
occur during the course of the study and for one year following the completion of the
study.

It is the applicant’s responsibility to report financial information to the FDA when a
marketing application is submitted. The applicant must submit certification that no clinical
investigators of covered clinical studies had financial interests with the sponsor, or the
applicant must submit a disclosure statement that describes the nature of the
investigator’s financial interests and the steps taken to minimize bias.
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10.7 Financial Interests That Must Be Disclosed

Financial Disclosure

Financial Interests That Must Be
Disclosed

Ay compensation by any sponsor i which the value of compensation is
affected by study-outcome

ARy proprigtary Interest | the tested product

Anyequity Interese in any spensor of the covered clipical study whase
value cannict bis feadily defeirined thraligh reference o public prices

Any equity interest \nany sponsor of the covered clincat study iFthat
sporsor is.a publichy held compary and the nterest exceeads $50,000

Significant payments of other sorts tharhave a cumulative manetary
value of 25,000 or more made 1o the Investigator or the Investigator's
IS tItLIn

Notes:

The financial interests and arrangements that must be disclosed by each clinical

investigator of a covered clinical study are as follows:

¢ Any compensation by any sponsor in which the value of compensation is affected by
study outcome,

e Any proprietary interest in the tested product,

¢ Any equity interest in any sponsor of the covered clinical study whose value cannot be
readily determined through reference to public prices,

¢ Any equity interest in any sponsor of the covered clinical study if that sponsor is a publicly
held company and the interest exceeds $50,000, and

e Significant payments of other sorts that have a cumulative monetary value of $25,000 or
more made to the investigator or the investigator’s institution.

If a clinical investigator or their spouse or dependent child is a full or part-time employee of
a sponsor of the covered clinical study, financial disclosure is not required.
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10.8 Additional Information

Financial Disclozure

Additional Information

Notes:

For more information on financial disclosure, please see FDA's Guidance entitled “Financial
Disclosure by Clinical Investigators” by clicking on the provided link.

11. IDE Investigator Responsibilities

11.1 IDE Investigator Responsibilities

IDE Investigator
Responsibilities
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Notes:

11.2 Learning Objectives

IDE Investigator Responsibilities

Role of an IDE Investigator

General and Specific Responsibllities ofan IDE Investigator

Reports Required to Be Submitted by the Investigator

ecords That Must Be Maintained by the Investig

Notes:

After completing this training module, the learner will understand the following:
e The role of an IDE investigator;

¢ The general and specific responsibilities of an IDE investigator;

e The reports required to be submitted by the investigator; and

¢ The records that must be maintained by the investigator
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11.3 Who Is an IDE Investigator?

IDE Investigator Responsibilities

Who Is an IDE Investigator?

IDE Sponsor IDE Investigator IDE Sponsor-Investigator

Initiates the clinical 8 Conducts the clinical ¥ Initlates and conducts o
investigation Investigation F clinical Investigation
i

.. _..‘

Notes:

The sponsor of an IDE is the individual, company, academic institution, or other
organization that takes responsibility for and initiates the clinical investigation. The sponsor
submits the IDE to the FDA, but the sponsor does not actually conduct the investigation -
unless the sponsor is a sponsor-investigator.

The investigator is the individual who conducts the clinical investigation and under whose
immediate direction the device is administered, dispensed, or used. In the event an
investigation is conducted by a team of individuals, the investigator is the responsible
leader of the team. Other individual members of the team are known as subinvestigators.

If the same individual both initiates and conducts the investigation, that person is known as
the sponsor-investigator. A sponsor-investigator takes responsibility for the investigation,
and the investigational device is administered, dispensed, or used under his or her
direction.
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11.4 General Responsibilities of IDE Investigators

-
IDE Investigator Responsibilities B

General Responsibilities of Investigators

Ensure that the investigation is conducted
according to'the signed investigator
agreement, the mw ational plan; and

Maintain control of the devices under

invesiigation.
- -— - ‘
¥ &

Obtain informed cansant,

Notes:

Investigators have general responsibilities that must be fulfilled when conducting a
significant risk device study under an IDE. Investigators must ensure that the clinical
investigation is conducted according to the signed investigator agreement, the
investigational plan, and applicable FDA regulations. It is also the investigator’s
responsibility to protect the rights, safety and welfare of their subjects, maintain control of
the devices under investigation, and obtain informed consent for each subject. Note that
there may be exceptions to the requirement to obtain informed consent in emergency
situations.
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11.5 Specific Responsibilities of Investigators

=

IDE Investigator Responsibilities

Specific Responsibilities of Investigators

Obtain IRB and FDA approval prior to
initiating enrollment

Only allow an investigational device t
used with subj nder the inve
SUpEervison.

Provide sufficient financial information as
required by the sponsor.

- —— = =

Rerurn o the sponsar any remaining
supply of the device ar other
of the device as the sponsar directs.

] —

Notes:

The regulations also require that investigators fulfill a number of specific responsibilities.
An investigator must not initiate enrollment until the clinical investigation has been
approved by both the Institutional Review Board, or IRB, and FDA.

The investigator must also only allow an investigational device to be used with subjects
under the investigator's supervision and must not supply an investigational device to any
person not authorized to receive it.

The investigator must provide sufficient financial information as required by the sponsor
and promptly update this information if any relevant changes occur during the course of
the investigation and for one year following the completion of the study. Please see the
training module on financial disclosure to learn more.

Upon completion or termination of a clinical investigation or at the sponsor's request, the
investigator must return to the sponsor any remaining supply of the device or otherwise
dispose of the device as the sponsor directs.
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11.6 Investigator Reports

IDE Investigator Responsibilities

Investigator Reports

Unanticipated Adverse Device
Effects

Dewviations from the
investigation Flan

Failure to Obtain Informed
Cansent

Final Report

Notes:

In addition to the responsibilities described on the previous slides, investigators are also
responsible for preparing and submitting each report listed here to the IDE sponsor. The
following slides will go into detail about the specific reporting obligations for each report.

11.7 Unanticipated Adverse Device Effects

IDE Investigator Responsibilities

Unanticipated Adverse Device Effects

The investigator must submit to the sponsor and to the reviewing IRB
a report of any unanticipated adverse device effect.

Unanticipated Adverse Device Effect:

ified'jn nature,

r_.1||r:a[||‘_||'\

Notes:
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The investigator must submit to the sponsor and to the reviewing IRB a report of any
unanticipated adverse device effect occurring during an investigation. An unanticipated
adverse device effect is:
¢ Any serious adverse effect on health or safety, any life-threatening problem, or
death associated with a device, if that effect, problem, or death was not previously
identified in nature, severity, or degree of incidence in the current IDE application;
or
¢ Any other unanticipated serious problem associated with a device that relates to
the rights, safety, or welfare of subjects.

This report should be submitted to the sponsor and to the reviewing IRB as soon as

possible, but in no event later than 10 working days after the investigator first learns of the
effect.

11.8 Withdrawal of IRB Approval

IDE Investigator Responsibilities

Withdrawal of IRB Approval

The investigator must notify the sponsor of a withdrawal of IRB
approval of the investigator's part of the clinical study.

=
- __

Notes:

The investigator must also notify the sponsor of a withdrawal of IRB approval of the
investigator’s part of the clinical study.

This report should be sent to the sponsor within 5 working days after receipt of the
withdrawal of IRB approval.
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11.9 Progress Reports (or Annual Reports)

IDE Investigator Responsibilities

Progress Reports (or Annual Reports)

d The investigator must submit progress reports to the sponsar, the
monitor, and the reviewing IRB.

no less than

Notes:

The investigator must keep the sponsor, the monitor, and the reviewing IRB updated on
the progress of the investigation through the submission of progress reports.

These reports should be submitted at regular intervals but no less than yearly.

11.10 Deviations from the Investigational Plan

IDE Investigator Responsibilities

Deviations from the Investigational Plan

spensor and the reviewing IRB of
tional plan to protect the life or

Timeline: Send report as s
in no event later than 5
EMErgency occ urred.
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Notes:

The investigator must notify the sponsor and the reviewing IRB of any deviation from the
investigational plan to protect the life or physical well-being of a subject in an emergency.

This notice must be given as soon as possible, but in no event later than 5 working days
after the emergency occurred.

Prior approval by the sponsor and IRB is required for any non-emergency changes or
deviations from the investigational plan. If these changes or deviations may affect the
scientific soundness of the plan or the rights, safety, or welfare of human subjects, the
sponsor will also need to communicate these changes with FDA.

11.11 Failure to Obtain Informed Consent

IDE Investigator Responsibilities

Failure to Obtain Informed Consent

The investigator must report any fallure to obtain informed consent
to the sponsor and the reviewing IRB.

i Timeline: Send report within 5 workin
! after the use occurred.

If an investigator uses a device without first obtaining informed consent, the investigator
must report this use to the sponsor and the reviewing IRB.

This report should be sent within 5 working days after the use occurred.

Published by Articulate® Storyline www.articulate.com



11.12 Final Report

IDE Investigator Responsibilities

Final Report

—

L
The investigator must submit a final report to the sponsor and the
reviewing IRB.

Timeline: Send report within 3 1
termination or completion.

Notes:

When the clinical study is terminated or completed or when the investigator's part of the
clinical study is terminated or completed, the investigator is required to submit a final
report to the sponsor and the reviewing IRB.

This report should be sent within 3 months after termination or completion.

11.13 Investigator Recordkeeping

IDE Investigator Responsibilities

Investigator Recordkeeping
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Notes:

The final responsibility of investigators is that of recordkeeping. Investigators are

responsible for maintaining records relating to their participation in clinical studies

conducted under an IDE. All investigators must maintain the following accurate, complete,

and current records:

« All correspondence, including any required reports, with another investigator, a monitor,
the IDE sponsor, an IRB, or FDA

11.14 Investigator Recordkeeping

ponsibilities

Investigator Recordkeeping

Recards of receipt, use, ar dispositon of 3 device that relate 1o

« The type-and guanutyof the device. the dates of receipy and the
batch number or code merk

« Mames of dll persons who received, used, of disposied of each
tevice

« Flow mmany urts of the device Have beerreturned to the
sponsor, repaired, or otherwse disposed of, incuding retionile
for. eath acthon

Notes:

« Records of receipt, use, or disposition of a device that relate to (1) the type and quantity
of the device, the dates of receipt, and the batch number or code mark; (2) the names of
all persons who received, used, or disposed of each device; and (3) how many units of the
device have been returned to the sponsor, repaired, or otherwise disposed of, including
rationale for each action.
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11.15 Investigator Recordkeeping

Recards of receipt, use, ar dispositmrn ol 3 device
Records of each subject’s case history and sxposure to the device
+ Dacuments verifiing Informed consent

« Al pelevant observatloos, mformiation, and dataon'the condition
af each cubject

« Record of the exposure of each subjectto the investiganional
device

Notes:

¢ Records of each subject's case history and exposure to the device, including the case
report forms and supporting data. Examples of supporting data that should be
maintained are progress notes of the physician, the individual's hospital charts, and the
nurses' notes. These records should include:

e Documents verifying that informed consent was obtained prior to participation in
the study and, for any use of a device without informed consent, any written
concurrence of a licensed physician and a brief description of the circumstances
justifying the failure to obtain informed consent;

¢ All relevant observations, information, and data on the condition of each subject
upon entering and during the investigation, including previous medical history and
results of relevant diagnostic tests;

¢ And a record of the exposure of each subject to the investigational device,
including the date and time of each use, and any other therapy.
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11.16 Investigator Recordkeeping

IDE Investigator Responsibilities

Investigator Recordkeeping

Records of receipt, use, ar disposition of a dayice
Recordsaf each subject’s case history and exposura 1o the device

Protocal with doclirnents shiwing the dites of and reasoms for'each
devialiorn

Notes:

« The protocol with documents showing the dates of and reasons for each deviation from
the protocol

11.17 Investigator Recordkeeping

IDE Investigato onsibilities

Investigator Recordkeeping

Records of receipt, use, ar disposition of a dayice

Recordsaf each subject’s case history and exposura 1o the device

Protocal with doclirnents shiwing the dites of and reasoms for'each
devialiorn

Notes:

« Lastly, any other records that FDA requires by regulation or by specific requirement for a
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category of investigations or a particular investigation should be maintained by all
investigators.

11.18 Additional Information

IDE Investigator Responsibilities

Additional Information

‘Return to the Mailn Menu

Notes:

For more information on investigator responsibilities, please see FDA's Guidance entitled
“Investigator Responsibilities — Protecting the Rights, Safety, and Welfare of Study
Subjects” by clicking on the provided link.
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12. Assessment for Duke IDE Sponsor Training Modules
12.1 Quiz for IDE Sponsor Training Modules

Training Modules on IDE Spensor and Investigator
Responsibilities

Course
Assessment

Once you begin the 4 ent you will not be able to return to the
modules. If you w w the modules, please click the
button below to return 1o the main men.

Return to the Main Menu

Notes:

Once you begin the assessment you will not be able to return to the training modules. If
you would like to review the modules, please click the button below to return to the main
menu.

12.2 Instructions

Instructions

* |n order to be marked “successful” for this course in
the LMS, this assessment must be completed.

¢ This assessment consists of a total of 10 questions.

" Use the "submit” button to submit your answer to the
question.

~ Be sure all guestions have been completed before
clicking the submit button for the last question.

* When you have received your score, the assessment
has been completed.
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Notes:

12.3 Start the Quiz

Click the button below to
begin your quiz.

START THE QUIZ

Notes:

12.4 Question 1: An IDE sponsor-investigator must fulfill the responsibilities of
both the sponsor and the investigator.

(True/False, 10 points, unlimited attempts permitted)
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Question 1: An |DE sponsor-investigator must fulfill the
responsibilities of both the sponsor and the investigator.

O True
@ False

Correct Choice
X True
False

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.
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Correct (Slide Layer)

Question 1: An |DE sponsor-investigator must fulfill the
responsibilities of both the sponsor and the investigator.

O True
@ False

Correct

Tharsnghtl Yo Sekcted the Conredt recponse.

Incorrect (Slide Layer)
Question 1: An |DE sponsor-investigator must fulfill the
responsibilities of both the sponsor and the investigator.
O True
@ False

Incorrect

YOuU dhd N0 SERCT NG COTTocT Mespon S,
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Try Again (Slide Layer)

Question 1: An |DE sponsor-investigator must fulfill the
responsibilities of both the sponsor and the investigator.

O True
@ False

Incorrect

That is meorract. Flease Iy agan:

12.5 Question 2: To maintain an approved IDE, the IDE sponsor should submit
which of the following submissions to update information in an IDE application?

(Multiple Choice, 10 points, unlimited attempts permitted)
Question 2: To maintain an approved IDE, the IDE

sponsor should submit which of the following
submissions to Update information in an 1DE application?

@ Supplements
@ Reports

@ Amendments

© All of the above

Correct Choice

Supplements
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Correct Choice

Reports
Amendments

X All of the above

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.

Correct (Slide Layer)

Question 2: To maintain an approved IDE, the IDE
sponsor should submit which of the following
submissions to Update information in an IDE application?

@ Supplements

@ Reports A
That's ngntl Yo Sekoctad DN Corret racoonse.

@ ~mend

© all of the
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Incorrect (Slide Layer)

Question 2: To maintain an approved IDE, the IDE
sponsor should submit which of the following
submissions to Update information in an IDE application?

@ Supplements

@ Reports RLTLLE
YOU did N0t SEecT N COTTOCT PeSponsd.

@ ~mend

© all of the

Try Again (Slide Layer)

Question 2: To maintain an approved IDE, the IDE
sponsor should submit which of the following
submissions to Update information in an IDE application?

@ Supplements

@ Reports RLTLLE

That is meorract. Flease Iy agan:

@ ~mend

© all of the

12.6 Question 3: The IDE sponsor must provide progress reports at regular
intervals, but no less than yearly to:

(Multiple Choice, 10 points, unlimited attempts permitted)
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Question 3: The |DE sponsor must provide progress
reports at regular intervals, but no less than yearly to:

@ ThelRE

@ TheFDA

@ Progress reports are notrequired for IDEs

@ The IRB and the FDA

Correct Choice

The IRB
The FDA
Progress reports are not required for IDEs

X The IRB and the FDA

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.
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Correct (Slide Layer)

Question 3: The |DE sponsor must provide progress
reports at regular intervals, but no less than yearly to:

@ ThelRB

@ TheFDA
Correct
@ Progres:

Tharsnghtl Yo Sekcted the Conredt recponse.

O The IRE

Incorrect (Slide Layer)

Question 3: The |DE sponsor must provide progress
reports at regular intervals, but no less than yearly to:

@ ThelRB

@ TheFDA
Incorrect
@ Progres:

YOuU dhd N0 SERCT NG COTTocT Mespon S,

O The IRE
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Try Again (Slide Layer)

Question 3: The |DE sponsor must provide progress
reports at regular intervals, but no less than yearly to:

@ ThelRB

@ TheFDA
Incorrect
@ Progres:

That is meorract. Flease Iy agan:

@ The IRE

12.7 Question 4: Which of the following should be included in an IDE
supplement containing modifications to the IDE investigational plan that require
prior approval?

(Multiple Choice, 10 points, unlimited attempts permitted)
Question 4: Which of the following should be included in

an |DE supplement containing modifications to the |DE
investigational plan that require prior approval?

@ Detalled description and impact of the change
@ Rationale far the change

. Documentaton supporting the change

© All of the above
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Correct Choice

Detailed description and impact of the change
Rationale for the change
Documentation supporting the change

X All of the above

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.

Correct (Slide Layer)

Question 4: Which of the following should be included in
an |DE supplement containing modifications to the |DE
investigational plan that require prior approval?

@ Detalled description and Impact of the change

@ Rational JEREELE

Tharsnghtl Yo Sekcted the Conredt recponse.

@® Docume

O Al of the
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Incorrect (Slide Layer)

Question 4: Which of the following should be included in
an |DE supplement containing modifications to the |DE
investigational plan that require prior approval?

@ Detalled description and Impact of the change

@ Rational SRS

ded N0t SRRt COTTRCT MRS,

© All of the

Try Again (Slide Layer)

Question 4: Which of the following should be included in
an |DE supplement containing modifications to the |DE
investigational plan that require prior approval?

@ Detalled description and Impact of the change

@ Rational SRS

That is meorract. Flease Iy agan:

@® Docume

© All of the

12.8 Question 5: Once the IDE sponsor has been notified of an unanticipated
adverse device effect, the sponsor must immediately conduct an evaluation and
submit the results of the evaluation to FDA in an IDE report as soon as possible
but no later than _____ working days after the sponsor was notified of the effect.

(Multiple Choice, 10 points, unlimited attempts permitted)
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Question 5: Once the |DE sponsor has been notified of an
unanticipated adverse device effect, the sponsor must
immediately conduct an evaluation and submit the results
of the evaluation to FDA in an |DE report as soon as
nossible but no later than ___ working days after the
sponsor was notified of the effect.

Correct Choice
3

X 10
45
365

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.
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Correct (Slide Layer)

Question 5: Once the |DE sponsor has been notified of an
unanticipated adverse device effect, the sponsor must
immediately conduct an evaluation and submit the results
of the evaluation to FDA in'an |DE report as soon as
possible bi Al the
SPONS0r W e

3
. =r Tharsnghtl Yo Sekcted the Conredt recponse.

O 0
@ i
@ 55

Incorrect (Slide Layer)

Question 5: Once the |DE sponsor has been notified of an
unanticipated adverse device effect, the sponsor must
immediately conduct an evaluation and submit the results
of the evaluation to FDA in'an |DE report as soon as
possible bi Al the
SPONS0r Wt

3
. = YOuU dhd N0 SERCT NG COTTocT Mespon S,

O 0
@ i
@ 55
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Try Again (Slide Layer)

Question 5: Once the |DE sponsor has been notified of an
unanticipated adverse device effect, the sponsor must
immediately conduct an evaluation and submit the results
of the evaluation to FDA in'an |DE report as soon as
possible bi Al er the
SPONS0r Wt

3
. =r That ks meorrech. Please Uy again:

O 0
@ i
@ 55

12.9 Question 6: How frequently does the IDE sponsor need to send a current list
of investigators to FDA?
(Multiple Choice, 10 points, unlimited attempts permitted)

Question 6: How frequently does the 1DE sponsar need

to send a current list of investigators to FDA?

@ Every month

© Every 6 months

. Only with the annual report each year

@ never

Correct Choice

Every month
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Correct Choice

X Every 6 months
Only with the annual report each year

Never

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.

Correct (Slide Layer)

Question 6: How frequently does the 1DE sponsor need
tosend a current list of investigators to FDA?

@ tvery month
O Every 61

Correct
@ Only wit

@ never

Tharsnghtl Yo Sekcted the Conredt recponse.
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Incorrect (Slide Layer)

Question 6: How frequently does the 1DE sponsor need
tosend a current list of investigators to FDA?

@ tvery month
O Every 61
Incorrect

@ Only wit
@ never

YOuU dhd N0 SERCT NG COTTocT Mespon S,

Try Again (Slide Layer)

Question 6: How frequently does the 1DE sponsor need
tosend a current list of investigators to FDA?

Every maonth
y

O Every 61
Incorrect

@ Only wit

That is meorract. Flease Iy agan:

@ never

12.10 Question 7: The IDE sponsor must maintain records for the duration of the
investigation and a period of dfter the investigation is terminated or
completed, or after the records are no longer required for supporting a
marketing application, whichever is longer.

(Multiple Choice, 10 points, unlimited attempts permitted)
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Question 7: The IDE sponsor must maintain records for
the duration of the investigation and a period of
after the investigation is terminated or completed, or
after the records are no longer required for supporting a
marketing application, whichever is longer.

@ 10days

Correct Choice
10 days
60 days
1 year

X 2 years

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.
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Correct (Slide Layer)

Question 7: The IDE sponsor must maintain records for
the duration of the investigation and a period of _____
after the investigation is terminated or completed, or
after the records are nalonger required for supporting a
marketing icati ' '

Correct

@ 10days

Tharsnghtl Yo Sekcted the Conredt recponse.

60 days
@ y
@ 1 year
O 2 years

Incorrect (Slide Layer)

Question 7: The IDE sponsor must maintain records for
the duration of the investigation and a period of
after the investigation is terminated or completed, or
after the records are nalonger required for supporting a
marketing icati ' '

Incorrect
@ 10days

YOuU dhd N0 SERCT NG COTTocT Mespon S,

60 days
@ y
@ 1 year
O 2 years
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Try Again (Slide Layer)

Question 7: The IDE sponsor must maintain records for
the duration of the investigation and a period of _____
after the investigation is terminated or completed, or
after the records are nalonger required for supporting a

marketing o whirheverislon

Incorrect

@ 10days

That is meorract. Flease Iy agan:

60 days
@ y
@ 1 year
O 2 years

12.11 Question 8: Who is responsible for monitoring the progress of clinical
studies?
(Multiple Choice, 10 points, unlimited attempts permitted)

Question 8: Who is responsible for monitoring the

progress of clinical studies?

@ The investigator

© The IDE sponsor

@ ThelRE

@ The institution

Correct Choice

The investigator
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Correct Choice

X The IDE sponsor
The IRB

The institution

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.

Correct (Slide Layer)

Question 8: Who is responsible for monitoring the
progress of clinical studies?

@ The investigator

O The IDE spaa

Correct
@ ThelRE

Tharsnghtl Yo Sekcted the Conredt recponse.

@ The insti
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Incorrect (Slide Layer)

Question 8: Who is responsible for monitoring the
progress of clinical studies?

@ The investigator

O The IDE spaa

Incorrect
@ ThelRE

YOuU dhd N0 SERCT NG COTTocT Mespon S,

@ The insti

Try Again (Slide Layer)

Question 8: Who is responsible for monitoring the
progress of clinical studies?

@ The investigator

O The IDE spaa

Incorrect
@ ThelRE

That is meorract. Flease Iy agan:

@ The insti

12.12 Question 9: An IDE sponsor is responsible for collecting financial
disclosure information from investigators, but financial disclosure forms are not
required to be submitted to an IDE.

(True/False, 10 points, unlimited attempts permitted)
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Question 9: An |DE sponsor is responsible for collecting
financial disclosure information from investigators, but
financial disclosure forms are not required to be
submitted to an IDE.

o True, financial disclosure must be reported in a marketing
application for covered clinical studies.

. False, financial disclosure forms are reguired to be submitted to
an IDE.

Correct Choice

X True, financial disclosure must be reported in a marketing application for covered clinical
studies.

False, financial disclosure forms are required to be submitted to an IDE.

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.
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Correct (Slide Layer)

Question 9: An |DE sponsor is responsible for collecting
financial disclosure information from investigators, but
financial disclosure forms are not required to be
submitted toan IDE.

ting

Correct

Tharsnghtl Yo Sekcted the Conredt recponse.

bmitted to

Incorrect (Slide Layer)

Question 9: An |DE sponsor is responsible for collecting
financial disclosure information from investigators, but
financial disclosure forms are not required to be
submitted toan IDE.

ting

True, fin
o' Incorrect

applicati

YOuU dhd N0 SERCT NG COTTocT Mespon S,

False, fi bmitted to
. an IDE.
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Try Again (Slide Layer)

Question 9: An |DE sponsor is responsible for collecting
financial disclosure information from investigators, but
financial disclosure forms are not required to be
submitted toan IDE.

ting

True, fin
© applicati

Incorrect

That is meorract. Flease Iy agan:
bmitted to

12.13 Question 10: Which of the following records must an investigator maintain
for significant risk device studies?

(Multiple Choice, 10 points, unlimited attempts permitted)

Question 10: Which of the following recards must an
investigator maintain for significant risk device studies?
® Records of receipt, use, or disposition of the investigational

device

® Records of each subject's case history and exposure to the
device

@ Documentation for each deviation from the protocol

O All of the abave

Hng: This is your last questio

Correct Choice

Records of receipt, use, or disposition of the investigational device
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Correct Choice

Records of each subject's case history and exposure to the device
Documentation for each deviation from the protocol

X All of the above

Feedback when correct:
That's right! You selected the correct response.
Feedback when incorrect:

You did not select the correct response.

Correct (Slide Layer)

Question 10: Which of the following records must an

Records of receipt. use, or disposition of the investigational
device

@ Records oareses

device

Tharsnghtl Yo Sekcted the Conredt recponse.

@® Docume

© All of the

Tieles ard
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Incorrect (Slide Layer)

Question 10: Which of the following records must an

Records of receipt. use, or disposition of the investigational
device
Incorrect

YOuU dhd N0 SERCT NG COTTocT Mespon S,

@® Docume

© All of the

firices arid

Records of receipt. use, or disposition of the investigational
device

Incorrect

That is meorract. Flease Iy agan:

@® Docume

© All of the

Tr y Again

firices arid

12.14 Results Slide

(Results Slide, 0 points, 1 attempt permitted)
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Your Score: 0% (0 points)

Passing Score: 0% (0 points)

Result:

Review Quiz

=)

i9 ReGARDD CTSA Ssbimns

=

Results for

12.4 Question 1: An IDE sponsor-investigator must fulfill the responsibilities of both the sponsor and
the investigator.

12.5 Question 2: To maintain an approved IDE, the IDE sponsor should submit which of the following
submissions to update information in an IDE application?

12.6 Question 3: The IDE sponsor must provide progress reports at regular intervals, but no less than
yearly to:

12.7 Question 4: Which of the following should be included in an IDE supplement containing
modifications to the IDE investigational plan that require prior approval?

12.8 Question 5: Once the IDE sponsor has been notified of an unanticipated adverse device effect,
the sponsor must immediately conduct an evaluation and submit the results of the evaluation to FDA
in an IDE report as soon as possible but no later than ___ working days after the sponsor was notified
of the effect.

12.9 Question 6: How frequently does the IDE sponsor need to send a current list of investigators to
FDA?
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Results for

12.10 Question 7: The IDE sponsor must maintain records for the duration of the investigation and a
period of after the investigation is terminated or completed, or after the records are no longer
required for supporting a marketing application, whichever is longer.

12.11 Question 8: Who is responsible for monitoring the progress of clinical studies?

12.12 Question 9: An IDE sponsor is responsible for collecting financial disclosure information from
investigators, but financial disclosure forms are not required to be submitted to an IDE.

12.13 Question 10: Which of the following records must an investigator maintain for significant risk
device studies?

Result slide properties Passing Score

100%

Success (Slide Layer)

Your Score: 0% (0 points)

Passing Score: 0% (0 points)

Result:

Review Quiz

_/}“ Congratulations, you passad

F.:: D e G -.". 'r_‘. D D CTSA a:!;fiﬁ;x:ﬂ;id“”mi

=
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12.15 Welcome

Training Modules on IDE Sponsor and Investigator
Responsibilities

Congratulations!

You have completed the Training Modules on IDE Sponsor and
Investigator Responsibliities!

Close  Reuirnto
Course Main Menu

Be sure all browser windows are elosed
in order to submil complétion results,

k@ ReGARDD  CTSA&msm—
Notes:

Congratulations!

You have completed the Training Modules on IDE Sponsor and Investigator
Responsibilities!

Click the Close Course button to close this course.

Click the Return to Main Menu button to return to the main menu and review any
sections of this course.

Be sure all browser windows are closed in order to submit completion results.
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