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The following observations refer to the Investigational Device Exemption (Protocol 4NN for
the indicated study, ith- anhn in the Surgical
Treatment of Refractive errors: Myopw with and without Asngmatism ;

1. There was no dowmentatlon to show that the CI notified the IRB about all amendments, changes or
mgmﬁcant dewatlons to the protocol [per IRB requirements] prior to lmplementatlon :

For example, the FDA granted your fifm an increase in the nusbber of subj ects.—you ;
could treat with your investigational device on Jan. 20, 1999. IRB Annual Review ...
dated 7/29/00 does not indicate the IRB knew about population increase. The IRB dxd
not approve the population increase until- August 28, 2000, 20 months- later

2. The firmis not complymg with the hwesﬂgator Agreement which was 51gned and
dated by the Clmlcal Investlgator at the begmmng of the Chmcal Study

3. There was a iapsc of IRB approval for the protocol ! ' _
8/29/2000 accordmg to IRB. lapse notices and the IRB annual re-approval letter.

AND TITLE (Print or Type) - |DATE ISSUED
May 10, 2001
FORM FDA 483 ( INSPECTIONAL OBSERVATIONS PAGE 1 OF | PAGES



SUMMARY OF FINDINGS:

The inspection of this Sponsor/Clinical investigator was conducted
per assignment from CDRH, Office of Compliance, Division of
‘Bioresearch Monitoring, Program Enforcement Branch II(HFZ-312)and
in accordance with CP 7348.811 «iilssutenanatiily: - -
Medical Director -and founder ofilii 7 s vhere he
performs laser eye sur

rrection of Myopia with and without
“‘under -an- approved
Investigational Device Exemption (IDE -
'Sponsor/Clinical Investigator and @
“Co-Investigator.

~astigmatism Protocol

W"is the

An inspection conducted on 12/2/96 revealed the firm had assembled
a single excimer laser and was using it to perform‘ eye
- surgery on at least 120 patients without an approved IDE.

A follo%—up inspection on 6/30/97 of this facility revealed the
firm continued to use the excimer laser to perform {iiigpwe ye
surgery without an approved IDE, planned to use the excimer laser
for new treatment procedures not included in the firms disapproved
IDE and verification that the firm had received a disapproval
letter from CDRH/ODE notifying them that use of the laser to treat
patients was a violation of the law.

The previous inspection conducted 11/2/1998 revealed procedures
being performed on IDE patients prior to approval date, missing
date on a consent form, consent forms signed after surgery date
and procedures done on IDE patients which are outside the IDE with
an unidentified laser at an unauthorized location.

The current inspection revealed the firm has corrected the
deficiencies noted in the inspection of 11/2/1998 however, the
Clinical Investigator did not notify the IRB of all changes or
deviations from the protocol. There was .an unexplained lapse in
IRB gpproval/coverage for the protocolﬁ for
approximately one month. The inspection is classified VAI.

An FDA-483 was issued at the conclusion of the inspection.

HISTORY OF BUSINESS:

TR DY ~is the founder,
~ the most responsible individual of

Chief of Staff as well as

SRS "There are six éiditioﬁal Bhfsiciahé and three
ocations associated with the practice.
i




20, 23-30,

4,7 10/?001“

All FDA correspondence should be addressed togijiiil

aforementioned g pPedress.  The firm”operaféé Monday
to Friday, 8:00am - ):OOpm.

PERSONS INTERVIEWED AND INDIVIDUAL RESPONSIBILITIES:

£12/01 I presented my credentials and issued a FD-482 to e

RS R Clinical Coordinator. He is not the
“respdns1"’e'1n ividual at the firm however . R

most. responsible individual, was unavallable at the

2 Lhe founder and Medlcal Director o

i st ate would be able to

answer”my que:f1dna and be present throughout most of the
inspection.

OPERATIONS :

bs the Medical Director and founder of

3 erforms laser éye surgery on

._ “laser and’4is conducting a

e tion of Myopia with and without astigmatism

under an approved Investigational Device

BN - = Sponsor/Clinical Investigator.

the Co-Investigator. and the only other

F;ﬁu1g1Cdl procedures with an ex01mer
aser is identified as a4l

: It was built in the

sc1entlst and President of
M with the basic

J~then designed and

)che components that were
The laser beam.. generator 1s a

‘pati€nts.
‘clinical stud
Protocol # 7
Exemption (IDE}.

physicran wng perforys:
laser at the practice.

Spec1flcatlon%‘for the laser an
“built the laser indicating tod
nﬁfded and where to order them.
g i f serial number g S
BRI The housing and electrlcal/gas delivery system
argon fluoride (ArF) as halogen source to duce the laser beam]
was purchased from |§ 5 T z ¥ p. The

other components were or ' ez us manuracturers.

PreijUS]Y~i. ,h#,_
malntenance'_rf
vCLlIrently Sk

s R pe:formed_all
oalrS and callb a’lons'on the ¥

enance,

repairs and c

laser.



4/19,90, 23°50, Bid-

4,7,10/2001 S—_—es
“performs minor parts replacemernit and

maintenance however, all major work is performed by

m Maintenance records observed during the inspection do
indicate that MS performing maintenance, repairs
~and calibrations.

The emission from the laser passes through a safety shutter, beam
_shaping optics, beam modulator, imaging optics and finally is
“feflected downwdrd into the working region. The operation of the
laser, shutter and beaim shaping optics is controlled by a computer
“System. According to# consultant, validation of the
computer system is to Dbe done by an outside firm and will be
included with the submission

The desired 1lens correction information is entered into the
computer which controls the laser beam size and delivered energy
density during the ablation process. First a very thin corneal
flap 1is created wusing an instrument called a microkeratome
{(diamond knife). When the eye is properly positioned, the
operator uses a foot pedal to activate the laser .and ablate the
corneal tissue to achieve the desired lens correction. The
corpeal flap is then repositioned to heal.

initial, IDE submission was_.disapproved, May 8, 1998.
Hﬁ ﬁs granted c%n&iklohgh appro{%l on_ August 7, 1998 As‘

ddressed Various issues Presented in letters from FDA

CDRH/ODE he was granted uses of the IDE laser. As 2/98 CantA
his_investigation is(ggﬁgzégﬁto 1 institution . . e
: ' : ff‘ 225 subjects: 150 subjects eyes) for YL fu

low myopla ( 0 KXo -6.75 diopters myopia plus up to -7 diopters
astigmatism); G0 _gubjects (100 eyes) for high myopLa\( #i] e =1 5
diopters with up to -7 diopters astigmatism); and(gg,sabjects (50 e Lp
-@yes) for enhancements/retreatments of subjects treated prior to 4 - ;
IDE approval (-0.5 to -15 diopters myopia with up to -7 diopters .« :: ¢ .
astigmatism) . S

According to a letter from the FDA to SiiiNiietiated 1/20/99
EXHIBIT #1, the investigation is still limited to one location, i
listed in bold above however, the population has grown to {1015 i
=subjects (2030 eyes): 990-subjects (1980 eyes) for myopia ‘(-0.5 to
=15 D with up to -7 D astigmatism); and 25 subjects (50 eyes) for a2
enhancements of subjects treated prior to IDE approval (-0.5 to -

15 D myopia with up to -7D astigmatism).

.



4,7,10/2001 "

From the date the first patient was treated under the IDE, August
28, 1997, until 11/2/98 SN s treated 154 subjects (276
eyes) for high and low myopia and 24 subjects (23 eyes) for myopic

enhancements. S :
According to Mrefractivg log EXHIBIT #2, from December

29, 1999 until April 20, 2001 590 patients, 1080 eyes, have been
£reated for high and low myopia-and 1§2fpatients, 241 ‘eyes, for
myopic enhancements. f?ﬁé ;iEE

_ _ urgery is performed at the aforementioned main address

and st the office located ot S Ssr R,

e
B

OBJECTIONABLE CONDITIONS OR PRACTICES:

At the conclusion of the inspection an FD-483 was issued and a
discussion with management ke 0 - Clinical
Investigator andgilim ' p Clinical Coordinator
attended the meeting.

The following observations refer to the Investigational Device
Exemption (IDE) Erotocolﬁfft””;4“ ”ﬁ?for the indicated study, “
R —— L M PPN ) with an ' Laser

in the jﬁ}gibéiqﬁféatménéHéfmﬁéffééﬁiﬁé errors: Myopila with and
without Astigmatism”

1. There was no documentation to show that the CI notified the
IRB about all amendments, changes or significant deviations to
the protocol [per IRB requirements] prior to implementation.

For example, the FDA granted your firm an increase in the
number of subjects you could treat with your investigational
device on Jan. 20, 1999. IRB Annual Review dated 7/29/00 does
not indicate the IRB knew about population increase. The IRB
did not approve the population increase until August 28, 2000,
20 months later.

uses a national IRB,
Review Board {mmammmm e
for his clinical research study.

EXHIBIT #1 is a letter from the FDA CDRH, Division of Ophthalmic

Devices to YNt i - among other things granted
him an increase in the number of clinical research study subjects
€0 1,015,

e

Institutional
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QT P % Institutional Review Board sent JiNNIERNRES -
notice dated August 1, 2000, EXHIBIT #3, to inform him that the
revised protocol dated 7/8/98 in their possession indicated the

low myopia population was limited to 400 subjects.

_:Meported in a biannual report that was sent to SAIRB
the number of myopes had exceeded 400 patients however, he failed

to mention that the patient opulation had been increased by the
EDA in Jan. 1999. Hdrafted a letter to #§MSEXHIBIT

#4 dated 8/16/2000 explaining the increase in patient population.
SAIRB reviewed the information from?% .2 ] responded b
letter EXHIBIT #5 dated August 30, 2000 reapproving S

study for another year.

2. The firm is not complying with the Investigator Agreement
which was signed and dated by the Clinical Investigator at the
beginning of the Clinical Study.

EXHIBIT #6 is an Investor Agreement which was si ned by Jlll

A o onsor/Clinical Investigator and :

& Jo-Investigator. The agreement indicates, among other

things, the clinical investigators agree to promptly report to the

IRB all changes in the research activity. The clinical

investigators failed to report the increase in the number of study

patients, granted by the FDA, to the IRB in a prompt manner.

3. There was a lapse of IRB apbroval for the protocol: ¥
from 8/3/2000 until 8/29/2000 according to IRB lapse notices
and the IRB annual re-approval letter.

HIBIT #7 is a reapproval letter from *ated 8/4/99 for Wil
e study with an expiration date of 8/3/00. N ot ol
seemmeaR 1 August 1, 2000, EXHIBIT #3 indicating they had not P

received an update in the form of a report from him concerning
the study, . The letter also stated the IRB approval will lapse on
8/3/00. wrote SIS for a second time on 8/7/2000
EXHIBIT #8 indicating they still had not received any updates
concerning the study. The letter also stated *should
cease enrollment on low myopia surgeries and if he chose to amend
the protocol to request permission to do more low myopia
surgeries he could not begin scheduling the surgeries until the
amendment was approved by the IRB. The laser refractive study
log EXHIBIT #2 pgs.12&13 show SR, Continued performing
myopia surgeries throughout the month of August 2000.

o




2, _ I_._ e i
10/2001 wiglhes
Finally, the letter stated IRB approval lapsed 8/3/00.

On 8/16/2000 “--dr‘afted a letter to M indicating the _

FDA had granted him an increase in the study patient population
EXHIBIT #4. entCaMNNININNS. . 1ctter dated August 30, 2000
reapproving the study effective the same date for another year
EXHIBIT #5.

r

4,7

I explained to il M. that he did not have IRB coverage from
8/3/2000 and until 8/29/00. SENR s 2 ted his consultant,
Mas ill for several months and she normally took
care of report submittals and updates which is why the firm was
tardy with reporting updates. I indicated I A
either he or his consultant should have a back-up plan for such

emergencies which could happen at any time. He stated a back-up
plan would be drafted and implemented as soon as possible.

VOLUNTARY CORRECTIONS:T

l.Simultaneous~“3“”’ A wasqu;formed on B
nd i M on 8/28/97 which was '

pPrior to the actual appidéai daﬁé.

According to s he was not aware that g as
not approved and could not be performed. He stated this

observation represents a misunderstanding between the FDA and
him.

WStated he had been,doing this procedure
previously.and no one had told him the procedure couldn’t be
performed as.of_8/28/97. There were no violations of this type
observed during the current inspection.
SOOI  Aem iR, <
9/25/97 OD (right eye) p

perform enhancements.

rior to the date approval was given to

S ey, Co-Invest

Rrocedure and stated her-father ; Bt
1t was okay to perform myopic § e Both

- investigators, indicated they did nor Know ‘it was not approved.

y : stated he €hought it was okay and remembers getting
verbal approval from someone at FDA in Rockville Md. I indicated

" to that in the future he should obtain documentation
for all approvals given. There were no violations of this type
-observed during the current inspection.

.

igator performed this
y s «told her

6
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3. Consent form for [ TR signeu. There was
no way to determining whether consent was obtained before or
after d'"surgéry to the right eye on 12/4/97, due to lack
of a date next to patients’ signature.

j assured me this was merely a mistake and that all
patients read and sign consent forms before surgery. He stated
he would remind his staff to be more careful when filling out
consent forms. There were no incidences of this type observed
during the current inspection.

e
} surgery to

4. Consent forms for 3 ."P : .iih;;fff'an.7¥fQ:
signed and dated (2/20/98) one day after Myopic
the right eye was performed (2/19/98). '

; : tated it may appear that patients signed the consent
forms one day after surgery however, this is certainly not the
case and is not the way things are normally done. He indicated

this was a mistake made by someone on his staff. There were no
incidences of this type observed during the current inspection.

ot v A — oL AR s s ..
. Mydpia on 8/13/98. However, the patient information and
~—-consent form which was approved for use by the IRB on

~ 7/17/98, was not present in the patient file or made
available upon request,

"Mindicated this was a mistake and they would have to be
more careful in the future. The person who is responsible was
new and not aware of the IRB approved consent form to be used.

” S o » had
R e per formed which is a condition
- indicatéd in the Protocol -Additionally, the
pProcedures were performed with a laser at is not indicated
in the study- and the surgery was performed at a location that
T 3 :: -

-

jgﬁt

a3

Jleaia

4

Sadh.t

éﬁ
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is not identified in the protocol.

During the examination of patient records there were no non-
indicated procedures performed on IDE patients with a laser that
was not indicated in the study at ; location which was not
identified in the Protocol 4l gl

7. There was no documentation to show that the CI notified the IRB S

about all amendments, changes or significant deviations to the S
protocol [per IRB requirements] ee
',Q--Lf_t.-

This observation was carried forth to the current listing of ¢73

objectionable conditions or practices. See FDA-483 observation #1
listed above on page #4 of this report.

Questions from Compliance Program CP 7348.811:

Authority and administration:

: 7
clinical research acco
during the inspection.
z. Wis the principal investigator and

P i - ;§:the Co-Investigator, they retain control and
knowledge of the study.

3. The study was not.discohtinued before completion and is
currently ongoing.

.

4. A review of file records revealed re—suf ical eye tests for
study patients are performed atm
Protocol: .

1. Protocol for study is included as EXHIBIT #9.

2. There were no major changes to the protocol with reference to
subject selection, frequency of subject observations, dosage,
route of administration, frequency of dosage and blinding
procedures, however there was an increase in the number of
subjects.




4/19,20,23-30, 5/1-

4,7,10/2001“‘

3. All changes made to the protocol were documented by the
investigator, dated, maintained with the protocol, however all
changes were not approved by the IRB (see FDA-483 observation
#1 listed on page 4 of this report). Patient files were
organized, in good condition, complete and legible.

SUBJECTS’" RECORDS:

1. The clinical investigator’s raw data files were easy to
follow, in good condition, organized complete and legible.

2. According to documents reviewed all audited subjects did exist
and were alive and available for the duration of their stated
participation in the study.

3. Pre-surgical eye tests, as noted in the case report forms,
was documented by the presence of completed test records
among the raw data.

a) Adverse reactions were reported in the case report forms
and they were listed in the consent form
b) All concomitant therapy and/or intercurrent illness was
clearly indicated on the patient case report forms.
c) The number and type of subjects entered into the study
were confined to protocol limitations.

4. According to the records I reviewed, I observed each patient
record contains: :

a) Observations, information, and data on the condition of
the subject at the time the subject was entered into the
clinical study;

b) The identity of all persons and locations obtaining raw
data or involved in the collection or analysis of such
data——

5. According to records reviewed the clinical investigator did
report all dropouts, and the reasons therefore, to the
sponsor,

Consent of Human Subjects:

1. According to records reviewed, informed.consent was obtained
from all subjects prior to their entry into the study.
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Institutional Review Board (IRB) :

See EXHIBIT #10 FOR IRB Membership.

According to records reviewed, the investigator maintains

copies of all reports submitted to the IRB and reports of all
actions by the IRB.

a) The investigator did submit reports of all deaths and
adverse reactions to the IRB.

3. According to records reviewed, the investigator did submit and
obtain IRB approval of the protocol, modifications to the
protocol (except as noted in FDA-483 OBSERVATION #1), report of
prior investigations, materials to obtain human subject
consent and media ads for patient/subject recruitment before
subjects were allowed to participate in the study.

4. There was no indication that the investigator disseminated

: promotional material or otherwise represent that the device
was safe and effective for the purpose for which it is
under investigation.

Records Retention:

1. The clinical investigator maintains custody of the clinical
study records. Study is ongoing.

ATTACHMENTS :

1. FDA-482, Notice of Inspection dated 4/19/2001
2. FDA-483, Inspectional Observations

EXHIBITS:

1. Letter from the FDA CDRH, Division of Ophthalmic Devices to
5 st W dated 1/20/99.

10
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2. Refractive surgery log for

3. Letter from

p¥lated 8/4/1999

g dated 8/7/2000

AL}

Sthe indicated s BT T
pnammmy ith an IR [.ascr in the
Refractive errors: Myopia with and

;furgicai'Tféatmenfhbmh
without Astigmatism”

ocard Members

i





FDA Inspection Response

Inspection Dates: 4/19-20, 23-30, 5/1-4, 5/7 2001

FDA ITEM:

5 There-was no documentation to show that the-CI notified the IRB about all
amendments, changes, or significant deviations to the protocol (per IRB requirements)
prior to implementation. For examﬁie, the FDA granted your firm an increase in the
number of subjects you could treat with your investigational device on January 20, 1999.
IRB Annual review dated 7/29/00 does not indicate the IRB knew about the population
increase. The IRB did not approve the population increase until August 28, 2000, 20

months later

S 5o
A Protocol "Version 1.1, dated 7/19/97) was approved bw
‘n 8/20/97. Version 1.1 of the protocol contained the _full cohort of subjects for the
IDE study (900 subjects). Although conditional approval was initially granted by FDA
for 225 subjects, neither Protocolwhe application cover letter to the IRB,
nor the initial approval letter limited the population to the initial 225 subjects. We had

kept the IRB abreast of our progress and FDA status through the various 6-month status
reports and annual reports that were submitted since the protocol was initially approved
on 8/20/97. When we received full FDA approval for the full cohort of 900 subjects,
FDA’s letter did not specify that IRB approval was needed for the expansion. In previous
FDA letters in which an expansion had been granted and a substudy approved in the same
letter, FDA had specified that the changes required IRB approval but had clarified that it
was only the substudy that required approval. Therefore, we did not believe that IRB
approval was needed for the expansion granted on January 20, 1999 because: (1) FDA’s
letter did not specify IRB approval was needed; (2) the full cohort had been included in
the original IDE submission; and, (3) we had not completed enrollment of the

conditionally approved number of subjects at the time that full approval was granted.





D-483 Response Page 2 of 5

* Inspection Dates: 4/18/00 to 4/20/00

FDA ITEM:

The firm is not complying with the Investigator Agreement which was signed and

dated by the Clinical Investigator at the beginning of the Clinical Study.

SRS 1S PONSE:

2. We disagree with the inspector’s statement that we are not complying with the

Investigator Agreement, which was signed on 3/28/97, prior to the start of the study. The

Investigator Agreement states that:

As an investigator for this study, I agree to conduct the study in accordance with
the relevant, current protocol and will only make changes in the protocol after
notifying the sponsor-investigator, except when necessary to protect the safety,
rights, or welfare of subjects. I agree to personally conduct or supervise the
described investigation. I agree to inform any patients, or any persons used as
controls, that the device is being used for investigational purposes and I will
ensure that the requirements relating to the informed consent in 21 CFR Part 50
and institutional review board (IRB) review and approval in 21 CFR Part 56 are

metl.

I agree to report to the sponsor-investigator adverse experiences that occur in the
course of the investigation in accordance with 21 CFR Part 812. I have read an
understood the information in the device manual and protocol, including the
potential risks and adverse effects of using the device. I agree to ensure that all
associates and colleagues, and employees assisting in the conduct of the study are
informed about their obligations in meeting the above commitments. I agree to
maintain adequate and accurate records and to make those records available for

inspection in accordance with 21 CFR Part 812.

I will ensure that an IRB complies with the requirements of 21 CFR Part 56, will

be responsible for the continuing review and approval of the clinical
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“Inspection Dates: 4/18/00 to 4/20/00

investigation. I also agree to promptly report to the IRB all changes in the
research activity and all unanticipated problems involving risks to human
subjects or others. Additionally, I will not make changes to the research without
IRB approval, except where necessary to eliminate apparent immediate hazards
to human subjects. 1 agree to comply with all other requirements regarding the

obligations of clinical investigators and all other pertinent requirements of 21

CFR Part 812.

We believe that we have complied fully with the Investigator’s Agreement, except for the

deviations noted in Item #1 above and Item #3 below. Specifically:

We are conducting our investigation in accordance with the relevant, current protocol.

The protocol has not been revised since July 8, 1998 (Version 1.2).

Only two investigators have used the_ (Dr.wnd
Dr. m All use of the laser has been under the auspices of

clinical protocol“nd no unauthorized use of the laser has been

permitted.
Informed consent has been obtained from all subjects participating in the study and

applicable substudies using an IRB-approved consent form. Copies of the signed

informed consent documents are retained in the investigator’s files for all subjects

participating in the clinical study and applicable substudies.

All adverse experiences have been reported to the sponsor-investigator, FDA, and
IRB in accordance with 21 CFR Part 812.

The clinical investigators have read and understand the laser manual and the protocol
and have assured that their staff are informed about their roles and responsibilities
with regards to the clinical study. Subinvestigators who perform followup
examinations are provided with standardized forms to assure that they perform the
required study procedures and report the data in a timely fashion.

Adequate and accurate records of the investigation are maintained and all records

were available for inspection during the recent FDA audit, including consent forms

4
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Northeastern Eye Center FD-483 Response Page 4 of 5 WC{’ ys ) / 4
George Rozakis, M.D.

Inspection Dates: 4/18/00 to 4/20/00

for each subject enrolled. Additionally, a team of 4 clinical monitors has completed a
thorough review of the charts and records for each subject that will be included in our
PMA submission. As part of the monitors’ review, the data contained in the
electronic database was verified, and a comprehensive listing of all subjective
complaints was compiled, which will be included in the PMA submission and the
next progress report to FDA. The occurence of all ever_::i and complications as
defined in Protocol NEV-97-001 have previously been reported to FDA. No serious
adverse events related to the Nevyas Excimer Laser have occurred in the study. This

was verified during the monitors’ chart review.

e Schulman’s IRB was selected as the reviewing IRB for the study because it was
known that they complied with all the requirements of 21 CFR Part 56. We have
obtained initial and continuing review for Protocol NEV-97-001, inclu:h{ng
submission of 6-month status reports and 12-month annua‘l review reports, since
its inception. The issue regarding approved samplet_sizc was discovered during
the annual review process and was resolved to the IRB’s Salisﬁacti_on in an

ongoing fashion. &

gk

FDA ITEM:

: 2 There was a lapse of IRB approval for the protocol NEV-97-001 from 8/3/2000
until 8/29/2000 according to IRB lapse notices and the IRB annual re-approval letter.

DR. NEVYAS’ RESPONSE:

The annual report to the IRB was received by Schulman’s IRB on July 28™ 2000. On
August 1%, Schulman’s requested additional information. This was faxed to Schulman’s
IRB on August ™ by our regulatory consultant (Dr. Barbara Fant). On August 7%, the
same information was requested again by Schulman’s IRB. Dr. Richard Sterling (of
Nevyas Eye Associates) provided them with another copy of the same information that

was supplied on August 1*'. For unknown reasons, the additional information was not
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Inspection Dates: 4/18/00 to 4/20/00

processed by NGNS c1 it was faxed to them on August 1¥. The annual

review was not placed on their schedule for reapproval until August 29",

We discussed the time lag between the provision of requested materials and the
reapproval date with a representative from#§ 8 B No explanation or reason for
the delay were noted in the file. We acknowledge, however, that sending in the annual
review a few days before the expiration date did not allow sufficient time for any
questions or requests for additional information that might arise during the review and

that there was a resultant lapse in the recorded approval dates.





