XV
“sm CEs. ,,

) //’ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

:’((.

o REALTH Q

1384,

[2 N

(_S)

& Food and Drug Administration

Center for Devices and

e
Radiclogical Health

wre w w - 2098 Gaither Road
1a I'ederal Lxpress ’ Rockville, MD 20850

MAY 2 3 200l

WARNING LETTER

Robert H. Osher, M.D.
Cincinnati Eye Institute
10494 Montgomery Road
Cincinnati, Ohio 45242

Dear Dr. Osher:

This Warning Letter informs you of objectionable conditions found during a Food and
Drug Administration (FDA) inspection conducted at your clinical site and requests from
youa prompt reply informing us of your correctlve actlons You partlcmated as a chnlcal

in the study en’utled L
: sponsored by

M to 1nvest1gate th “

e i device. Data from the studv
conducted at your site was submltted to the FDA n sum)ort of the investigational dev1ce

exemption ( IDEM-

i TTRRTTITIT ycg“‘r ey @ 0l
regulatlom Thm nroduct isa dcvice as tha- term is defined under Section 201(h) of the
Federal Food, Drug, and Cosmetic Act (the Act)



CFR, Part 56 - Institutional Review Boards; and 21 CFR, Part 812 - Investigational

Device Exemptions. These violations are listed on the Form FDA 483 "Inspecgiopal

District Office. The report reveals significant violations of the requirements under Title
21, Code of Federal Regulations (21 CFR), Part 50 - Protection of Human Subjects; 21

We have completed our review of the inspection report submitted by the Cincinnati
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d with you and

1Scusse

e at the conclusion of the inspection. The violations noted on the Form

," which was presented to and d
F 83 and our subsequent rev

Observations

, Which addresses the items listed on the Form

f the inspection report are summarized below. We
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2001

b

acknowledge your letter of April 3

FDA 483.

CFR 812.100 and 812.110(b)).

1.

Failure to follow the investigational plan and applicable FDA re
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.. called for patients to be followed for two (2) years. We

dy subjects:
sent'to you on September 26, 1999, a facsimile stating in part, ". . . the study as

Ing ten stu

it for the follow

isit

lly constructed .

operative v
origina

ne

have

1vE

change to the investigational plan, a protocol amendment must be executed, the

to complete the 23-25 month visit. However, whenever there is a substant

.
td

should

ommunicatio

understand that you might interpret this statement to mean that you no longer had

iy

FDA must be notified. The fact that this process was not followed

-
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prompted you to inquire further regarding

z

institutional review board (IRB) must review the amendment for approval, and t
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have succeeded in getting an agreement from the FDA to accept one year!" We

Ey
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2. Failure to provide to study subiects the basic e
CFR 50.25).

7

You failec
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In addition to the above listed violations, please note that all study subject adverse
experiences occurring during the study, whether device-related or not, anticipated or
unanticipated, must be recorded on the appropriate case report form.

The violations listed above are not intended to be an all-inclusive list of violations at your
site. As a clinical investigator, it is your responsibility to ensure that investigations that
you participate in are conducted in accordance with applicable FDA regulations. To assist

you, we have enclosed a copy of the FDA Information Sheets, guidance for clinical
investigators.

Please advise this office, in writing, within fifteen (15) working days of receipt of this
letter, of the specific steps that you have taken to correct these violations and other

- violations known to you, and to prevent the recurrence of similar violations in current or
future studies. Failure to respond may result in regulatory action, including
disqualification, without further notice.

You should direct your response to the Food and Drug Administration, Center for Devices
and Radiological Health, Office of Compliance, Division of Bioresearch Monitoring,
Program Enforcement Branch II (HFZ-312), 2098 Gaither Road, Rockville, Maryland
20850, Attention: Kathleen E. Swisher, J.D., R.N., Consumer Safety Officer.

A copy of this letter has been sent to our Cincinnati District Office, 6751 Steger Drive,

Cincinnati, Ohio 45237. We request that a copy of your response be sent to that office as
well.

Sincerely yours,

AANVAV S u
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bec:

HFA-224

HFC-210 (DCarroll)

HFC-230 (BIMO Coordinator) (FEI No. 3003264188)
HFR-CE400 (DD)

HFR-CE450 (DIB/GBrackett)

HFI-35 (FOI Purged copy)

HFM-650 (JSalewski)

HFZ-300 (LSpears)

HFZ-305 (Precedent File)

HFZ-306 (Warning Letter File)

HFZ-305 (OC Reading File)

HFZ-310 (CBraxton, DBM Read File, and CI File - Robert H. Osher; M.D.)

******

HFZ-330 (DOE II)

HFZ-460 (JGlover)
HFZ-403 (G960190)
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