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Presenter
Presentation Notes
Back in July-2008, FDA released a new DRAFT GUIDANCE DOCUMENT on Form 1572.

There is not much NEW information in this guidance, 
but it does clear up some common misunderstanding about the humble Statement of Investigator

So, I thought it might be useful to review the 1572 today.

http://www.emissary.com/

FDA Guidance Documents

* Clarifies current FDA “thinking”

* Non-binding ... theoretically anyway!

* Minimum industry standard

* SOPs and industry practices may be stricter

* Drafts issued for comment. Some never finalized!

* Obama administration put new regulations on hold
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Presentation Notes
A guidance document clarifies current FDA thinking on a topic.

It is not legally binding on the site, sponsor or FDA.

But, it quickly becomes the minimum standard of practice and gets incorporated into SOPs.

SOPs and industry practices may be stricter!  FDA expects you to follow your SOPs.

This guidance is a draft.  Some drafts never get finalized, particularly when we have a change in administration.
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"What is FORM FDA-1572?

* Statement of Investigator to FDA (via Sponsor)
* Criminal offense under FD&C Act (USC Title18)

* Only studies conducted under an IND (21-CFR-312)
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Presentation Notes
1572 is a statement by the investigator to comply with FDA regulations.
It is signed by the investigator and delivered to the sponsor prior to the trial.
It makes the investigator legally liable to prosecution under the Food, Drug and Cosmetic Act.
False statements (or failing to comply with the regulations as you agree to do in this document) is a criminal offense.
It only applies to drug and biologic studies conducted under an IND.
Device trials require similar commitments, just not this specific form.
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FDA-1572: Contents
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Presentation Notes
Page 1 documents information about the trial and the research site….
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DA-1572: Obligations
* Comply with protocol, FDA regulations, IRB requirements.

* Changes only with sponsor and IRB approval except where
immediate intervention is required to protect subjects

* Ensure informed consent requirements met for all subjects
including those used as controls

* Report adverse events

* Keep records and allow inspections

* Personally conduct and/or supervise, train staff.

* Read and understand protocol & investigator's brochure

* Ensure that IRB reviews and approves the study initially
and on a continuing basis
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Presentation Notes
Page 2 obligates the PRINCIPAL INVESTIGATOR to comply with Good Clinical Practice regulations…
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““FDA-1572: FDA Guidance

 Sign only AFTER reading Protocol & IB

* Investigator does not have to be a physician/dentist

* FDA does not require a copy of the 1572

e Single-sided is fine

* No such thing as a co-investigator.

* Can have multiple Pls/site if accept full responsibility
* Sub-investigators do not have to provide CVs

* Date does not have to be written by PI, just accurate

® Form can be handwritten
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Presentation Notes
1572 should be signed only AFTER PI has adequate time to read and understand the protocol and IRB. Check document dates.

Does not have to be a physician, but must be an expert qualified by experience. All trial-related medical decisions must be made by a physician qualified to diagnose and treat the condition and listed as a sub-investigator.

Sites give the 1572 to the sponsor. The sponsor does NOT have to give it to FDA, but the sponsor must submit the information from it to the FDA and attest that the investigator signed it. Typically, sponsors just send in the 1572 to the FDA.

Single-sided forms are ok.  FDA suggests you staple them together.

No co-investigators but can have 2 or more PIs at a site, each taking full legal responsibility and each signing a 1572.

CVs are not required for sub-investigators…but sponsor may want them.

Forms can be handwritten … and the date does not have to be entered by the PI…as long as it is accurate.
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“FDA-1572: Updates?

* Updates to the 1572 are not required, by FDA anyway
* CVs do not have to be signed, dated or updated

Form Approved: OMB No. 0910-0014.
Expiration Date: May 31, 2009,
See OMB Stafement on Reverse.

FORM FDA 1572 (5/06) PREVIOUS EDITION IS OBSOLETE.
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Presentation Notes
FDA does not require that you update (provide a new form) the 1572 every year or even when there is a change…except when there is a change in the PI.

CVs do not have to be signed and dated.  This will be news to many of your monitors, particularly the ones that still think everything must be in BLACK ink.


Again, sponsor or Site SOPs may differ and you must follow your SOPs:

For example, NCI-CTEP program requires annual 1572 updates whereas FDA does not.
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List:

Don’t List:
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FDA-1572: Sub-investigators

* Directly involved in subject treatment or evaluation

* Direct or significant contribution to data

* Does not include ancillary or management staff

Compounding Pharmacist, Surgeons,
Study Coordinator, Neurologist

RegDoc Admin, Floor Nurse,
Anesthesiologist, Pulmonary Tech
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Presenter
Presentation Notes
Block 6 on the form requires a list of sub-investigators….but what does that mean?

Basically, for the 1572, a sub-investigator is anyone that…

Is directly involved in subject treatment or evaluation
Or, that makes a direct or significant contribution to the data.


Everyone that you list on the 1572 must provide Financial Disclosure.

FDA does not require CVs of sub-investigators…but many sponsors do.
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Wat about Non-S Sites

* Required if trial conducted under an IND!
* Central IRBs in U.S. can review non-U.S. Sites

* Alternatively, get an FDA waiver of IRB requirement
e Independent Ethics Committee under ICH-E6

e Attach to 1572, retain at site and in sponsor files
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What about sites outside of the U.S participating in a multicenter trial for U.S. submission?

1572 is required IF the trial is conducted under an IND, no exceptions.

Not all trial sites must be under the IND…but generally sponsor will want them to be under the IND to avoid regulatory problems with pooling of foreign data.

What about the IRB requirement…

Either have a U.S. IRB review the site (WIRB and others will review some foreign sites)

Get a written waiver from FDA to allow using an IEC and attach it to the 1572
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