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Agenda

* Define what is meant by a “sponsor”

* Broad areas of sponsor responsibilities

* Describe the purpose of FDA Form
1571 and how to maintain an IND




Who Is a Sponsor?

 The sponsor can be:
— Individual

— Pharmaceutical company
— Government agency
— Academic Institution
— Private organization
— Other organization




Definition of Sponsor....

“A person who takes responsibility for and
initiates a clinical investigation. ... The
sponsor does not actually conduct the
Investigation unless the sponsor is a
sponsor-investigator.” (CFR)

“An individual, company, institution or
organization which takes responsibility for
the initiation, management, and / or
financing of a clinical trial.” (ICH)




....Definition of Sponsor

In general, sponsor is commercial
manufacturer that has developed a product
In which it holds the principal financial
Interest

Hold an IND (Investigational New Drug) or
DE (Investigational Device Exemption)

~lle for approval after clinical trials
conducted




Sponsors Responsibilities:

4 Broad Areas

Preclinical / non-clinical
Manufacturing

Clinical
— Maintain IND

Post-approval

May use a CRO
(Contract Research
Organization)




Role of the Sponsor...

Maintain effective IND with respect to
the investigations

Select qualified investigators

Provide investigators with information
needed to conduct study properly
Ensure proper monitoring of the
Investigation




...Role of the Sponsor

* Ensure study is conducted In
accordance with the general
Investigational plan and protocols
contained in the IND

* Ensure FDA and all participating
iInvestigators are promptly informed of
significant new adverse effects or risks
with respect to the drug

* Ensure adequate recordkeeping and
record retension




Investigational New Drug
Application (IND)

 Sponsorsubmits to the FDA

* Descriptive notification of intention to
conduct clinical studies with an
Investigational drug or biologic

« Allows for transportation of product
(non-approved drug) across state
lines




IND Sections

FDA Form 1571
Table of contents
Intro statement
General
Investigative plan
Investigator’s
Brochure (IB)
Clinical protocols

CMC (chemistry
manufacturing
and control) data
Pharmacology &
toxicity data
Previous human
experience
Additional
iInformation



http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083533.pdf
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Submitted with the

Initial IND submission
and each subsequent
submission to the IND

Acknowledgment
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The FDA has 30-days
to review the protocol.
FDA will not contact
sponsor if all is OK to
proceed, only If a
“hold” is needed.
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IND Amendments

* Any document from the sponsor in
support of their IND

 Made at any time during the life of the
IND

* Types of amendments
— Protocol Amendments
— Safety reports
— Annual reports
— Information Amendments




Investigator Selection

* Assess qualification of Pl and Sub-
Investigators
— Qualified by training & experience
— Abillity to supervise administration of product
— Investigational Product shipped to them
 Assess site (physical plant capabillities).
Examples:

— Is there adequate pharmacy space for drug
storage?
— Are there SOPs for freezer alarms?




Informing Investigators

» All investigators must be fully informed of
Investigational product research findings
— Investigator Brochure
— Reprints / published articles
— Reports / letters to investigators

— IND Safety Reports




Monitoring of Clinical Trials...

* Medical Monitor
 Individual responsible for the development and
oversight of all clinical trials in a portfolio of study
agents

« Monitor clinical trial conduct
« Review and evaluate

« Safety and effectiveness data

 Investigator compliance with:

Protocol
 CFR
« GCP




...Monitoring of Clinical

Trials

Sponsor must have written monitoring
procedures (SOPSs) to assure the quality of

the stuo
Involveo

y and ensure that each person
carries out their duties

SOPs s

nould include:

— How often will visits occur

— Who will attend

— What will be reviewed

— How will problems be resolved
— Communication flow




Potential Actions for Non-
compliance

Secure compliance OR stop product
shipments to the investigator

Terminate the investigator’s participation
In the study

Secure return or disposal of
Investigational product




Recordkeeping and Record
Retention

Drug Accountability
Financial interests
Records and reports
Test article




Drug Accountability

 Records showing:
— Receipt
— Shipment
— Other disposition of the investigational drug

* Include, as appropriate:
 Name of investigator who was shipped the
drug
 Date
e Quantity
« Batch or code mark of each such shipment




Financial Interests

* Financial interest paid to clinical
Investigators by the sponsor

« Maintain complete and accurate records
concerning all other financial interests of
Investigators




Records and Reports

« Applies to investigational drug records, investigator
financial interest records, and patient case

histories (medical record and case report forms)
« Timeframe

« 2 years after a marketing application is approved
 If application not approved, 2 years after shipment
and delivery of the drug for investigational use is
discontinued and the FDA has been so notified




Test Article

* Reserve samples of any test article and
reference standard identified in, and
used in any of the bioequivalence or
bioavailability studies described

* Release the samples to FDA upon
request




Withdrawal of IND

Can do so at any time prejudice

FDA shall be so notified

All clinical investigations conducted under the
IND shall be ended

All current investigators notified

All stocks of the drug returned to the sponsor
or otherwise disposed of

If withdrawn for safety, sponsor shall promptly
iInform FDA, all participating investigators,
and all reviewing IRBs with reason




Summary

« Sponsoris
— Accountable to the FDA
— Responsible for pre-clinical and clinical
evaluation
— Required to submit and maintain an IND
— May or may not proceed to file and NDA or
BLA

Thank you to Maureen Edgerly for many of
the slides.




