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DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

The following observatigns refer to the Investi

for the indicated study, |
Surgical Treatment of Refractive erro

was performed on ID
on 8/28/97 prior to the actual approval date.

1
2-eceived Myopi(.Enhancement on 9/25/97 OD (right eye) prior to

the date approval was given to perform enhancements.

3. Consent form fo not dated. There was no way of determining whether
consent was obtained before or urgery to the right eye on 12/4/97, due to lack of a date
next to the patients' signature.

4. Consent fo were signed and dated (2/20/98) one day
after Myopi urgery to the right eye was performed (2/19/98).

T or Myopia 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.

performed Ior a condition that 1s not indicated in protocol . Additionally, the
procedures were performed with a laser that is not indicated in the study and the surgery was
performed at a location that is not identified in the protocol.

7. 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].
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CENTRAL FILE NO.:
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PRIORITY: 1 DATEINSP: 97 2, — ,-x/:é
JD/TA: 11

STATE’

DISTRICT: E

ENDORSEMENT

The routine inspection of this Sponsor/Clinical investigator was conducted

per assignment from CDRH, Office of Compliance, Division of Bi

Monitoring, (HFZ-312)and in accordance with CP

*is the Medical Director and founder ere
orms laser eye surgery on patients.

as an excimer laser
and is conducting a cl , Correction of Myopia with and without
astigmatism Proto nder an approved Investigational Device

Exemption (IDE). 1s a Sponsor/Clinical Investi this is
the initial inspection for the firm in that capacity. %
-is the Co-Investigator.

An inspection conducted on 12/2/96 revealed the firm had assembled a single
excimer laser and was using it to perfo eye surgery on at least 120
patients

Previous inspection on 6/30/97 of this facility revealed the firm continued
to use the*laser to pe form”eye surgery without an approved
IDE, planne se the * lase r new treatment procedures not
included in the firms di Oved IDE and verified 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 current inspection revealed the firm now does Myopic - surgical
procedures under an approved IDE however, procedures are being performed on
IDE patients prior to approval date, the date is missing on a consent form,
consent forms were signed by patients after surgery date and procedures were
performed on IDE patients which are outside the IDE with an unidentified laser
at an unauthorized location.

Forward to CDRH HFZ-312 with Warning Letter Recommendation
Reinspect upon assignment from CDRH HFZ-312

VOLUNTARY CORRECTION DATA

PROBLEM CORRECTIVE EST. COST DATE ACTION CORRECTING REPORTING
PAC TYPE ACTION OF ACTION VERIFIED UNIT DISTRICT

DATE: /// ?/ﬁg
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& feas FORM FDA 481(E)-CG (09/83) NOV 24 1998
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SUMMARY OF FINDINGS:

The routine inspection of this Sponsor/Clinical investigator was
conducted per assignment from CDRH, Office of Compliance, Division
of Bioresearch Monitorin HFZ-312)and in accordance with CP
7348.811. is the Medical Director and
founder o where h s laser eye

surgery on patients. has an and is
conducting a clinical ction o yopia with and without
astigmatism ProtocolMunder ved
Investigational Device Exemption (IDE). is a

Sponsor/Clinical Investigator and this is e 1nitial inspection

for the firm in that capacity. _is the
named Co-Investigator. :

An inspegtd on 12/2/96 revealed the fir assembled
a single and was using it to perform eye
surgery on at least 0 patients

Previous inspection o 30/97 of this facili vealed the firm
continued to use the laser to perfor eye surgery
without an approved , planned to use the laser for new

treatment procedures not included in the firms disapproved IDE and
verified 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 current inspection reve . _Clinical Investigator
currently performs Myopic procedures under an
approved IDE however, proce S are eing performed on IDE

patients prior to approval date, the date is missing on a consent
form, consent forms were signed by patients after surgery date and
procedures were performed on IDE patients which are outside the
IDE with an unidentified laser at an unauthorized location.

HISTORY OF BUSINESS:

S1X
additional physicians and three other locations associated with
the practice which are identified along the left and bottom bor
IBIT #1. All FDA correspondence should be addressed to ﬁ
ﬁat the aforementioned address. The firm operates Monday toO
1day,

8:00am - 5:00pm.

1
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PERSONS INTERVIEWED AND INDIVIDUAL RESPONSIBILITIES:

ented my credentials and issued a FD-482 to-
Clinical Coordinator. ﬂ;t the most
le at the

responsible individual at the firm however,

espon51ble individual, was unavallab

i and Me
stated would
answer my questions and would be present throughout most of the

inspection.

OPERATIONS:

is the Medical Director and founder of
where aser eye surgery on
patients. has an and is conducting a
clinical s aelarrestion of Myopla with and without astigmatism
Protocol pder an approved Investigational Device
Exemption is a Sponsor/Clinical Investigator
and _this is ind 213 1nspectlon for the firm in that capacity.

is the named Sub-Investigatg and the
only other  pHySiClan—= the firm who performs surgical
procedures gith ap gser. be LT e e e tified as

a It was
bu 1n the Lo ll g LOUS ™D a lagelSodantist and
President of provided with

the basic specifications O 2 aser and
designed and built the laser indicating to the
components that were needed and where to order thE™ The laser
system consists of a Laser beam generator, optical lens system,
beam shaping apparatus, computer control system and patient
treatment chair.

then

The laser beam generator is & L
halogen source the ial number
purchased from The housing

as purchased from
The S were
from o varlous urers. of

performs all malntenance, repairs and calibrations.

Prior to Myopic - surgery the patient is given a patient
information and consent form, EXHIBIT #2, to read and sign.

2
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It also serves _a lment form for the clinical study.
According to they always ensure the patient
understands the form before proceeding. The patient is then

either scheduled for surgery at a later date or it is performed
the same day the form is signed.

The emission from the laser passes through a safety shutter, beam
shaping optics, beam modulator, imaging optics and finally is
reflected downward into the working region. The operation of the
laser, shutter and beam shaping optics is controlled by a computer
system.

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 is created using an instrument called a microkeratome
(provides suction to eye to flatten it and a blade to cut the

cornea). 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 corneal flap is then

repositioned to heal.

The surgical procedure with associated pertinent information is
recorded on an Excimer Laser Log/Intra-Operative form EXHIBIT #18.
A copy of the form is filed in a logbook and another copy 1is
'placed in the patients’ file.

initial IDE submission was disapproved May 8, 199@

granted conditional approval on August 4y L89B, As
addressed various issues presented in letters from
E he was granted more uses of the IDE

tion is limited to 1 institution
location) and 225 subjects: 150 subjecC eye or

myopia (-0.5 to -6.75 diopters myopia plus up to -7 diopters
astigmatism); 50 subjects (100 eyes) for high myopia (-7 to -15
diopters with up to -7 diopters astigmatism); and 25 subjects (50
eyes) for enhancements/retreatments of subjects treated prior to

IDE approval (-0.5 to =15 diopters myopia with up to -7 diopters

astigmatism). From the date the first patient wa nder
the IDE, August 28, 1997, until this inspectionwhas
treated 154 subjects (276 eyes) for high and low myopia and 24
subjects (23 eyes) enhancements. The figures were

from the Log which according to.
epresents a s treated to date.
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puite cne N o G ... 8
owns it. He was responsi

. itting the information
for the IDE, in conjunction with and eventually Pre-—
Market Approval for the device. - le is

Sponsor/Clinical Investigator.

therefore a

'as'a"monl Or and
research, She has made a site visit which is
reflected on the Monltor 5 Log; EXHIBIT #$4, and also prepared a

Monitoring Repor Fan is b e or
ensuring that and
did read, understan s1ign adhere

Agreement forms, EXHIBITS 6&7.

Investlgator

Instltutlonél Review Board'?
tha to oversee the IDE clinical
Protocols ® 8/20/97, EXHIBIT #8. A list of

the I : 15 Ihcluded, EXHIBIT #9 and it should be noted
that is listed as an alternate member.

is performed at the {

IRB)

and ¢

ed and a
r

ﬁlinical
ttended the meeting.

, Co-Investligator
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or treatment of Myopia was not

approved unti anuary 5 98 according to a letter t
ﬁfrom the FDA dated the same EXHIBIT #10.
EXHIBIT #11 indicates §

AT
EXHIBIT #12 shows
n 8/28/98. These

n 8/28/97.
procedures were performed we efore approval was granted.

stated he had been doing this procedure
previously and no one had told him the procedure couldn’t be
performed as of 8/28/97.

dated March 18, 1997 was part of his initial IDE s ission and

did include provisions for simultaneous bilateral$ on page
24 of EXHIBIT #13. However, the entire IDE submission was
;!I!Ltil

mroved as per a letter dated 5/18/97 from the FDA to

, EXHIBIT #14 . Conditional approval was not grant
, EXHIBIT #15, and did not specify simultaneous bilateral

could be done. That procedure was specifically approved in
a letter January 14, 1998.

9/25/97 OD (right eye) prior to the date approval was given to

perform enhancements.

enhancements/retreatments was not approved under the
1997 according to DA to

25/97 OD (right eye)
EXHIBIT #17. B Co-Investigator performed
this procedure and stated g B to1d
her it was okay to perform g i enhancements and did not

stated he thought it was
okay because he thought the proc was approved.



3. Consent form for— was not signed. There was

no way of determining whether consent was obtained before or
after surgery to the right eye on 12/4/97, due to lack
of a date next to patients’signature.

According to the intra-operative form
EXHIBIT#18 had right eye myopi surgery
on 12/4/97. -

Page 9 of the patient information and consent form EXHIBIT #19
indicates the patient signed the form however, the date is
missing. Therefore, it is not certain what date the patient
actually signed the consent form. *ssured me this was
merely a mistake and that all patients read and sign consent

forms before surgery.

4. Consent forms for 4 were
signed and dated (2/20/98) one day after surgery to

the right eye was performed (2/19/98).

EXHIBIT #20 and EXHIBIT #22 verify both had
-surgery on their right eyes for myopia on 2/19/98.

However, page 9 of the patient information and consent forms,
EXHIBIT #21, EXHIBIT #23, respectively show a date next to the
patients signature of 2/20/98. This indicates the patients
signed the consent forms one day after they had surgery.

qtated it might appear the patients signed the consent
forms one day after surgery however, this was a mistake made by

someone on his staff. _ ;

5, had or
on 8/13/98. However, e 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.





or treatment of Myopia was

approved on January 1” for the

according to a letter to —

EXHIBIT #10.

e

The clinical investigator then submitted this procedure to the
Institutional Review Board, 4NEGNGNGNGNNEP» for review. It
was approved on July 17, 1998, EXHIBIT #24, and should be used on
all applicable cases after that date.

had Bilateral Simultaneous-on 8/13/98
according to the intra-operative form,

EXHIBIT# 25.

The patient information and consent form was also signed on that
same date T #26. However, the required Simultaneous

Bilateral ﬁconsent form EXHIBIT #24 was not in the patient
file and could not be produced upon regquest.

— indicated 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.

had

irh is a condition
indicated in the Additionally, the
procedures were performed with a laser that is not indicated

in the study and the surgery was performed at a location that
is not identified in the protocol.

— was initially diagnosed as a moderately high

myope who wished refractive surgery. The patient was enrolled
into the research study i sent form and signature EXHIBIT #27
and received left myopicWeye surgery on 10/9/97 EXHIBITS
28 & 29. He received a moderate overcorrection which resulted in
hyperopia EXHIBIT #29. Subsequent follow-up visits on 10/30/
6 29/98, EXHIBITS 30,31 & 32 respectively, resulted in

to deciding a left eye hyperopicb enhancement was
necessary. The patient received ye hyperopic
enhancement on 8/19/98 at the EXHIBITS 33 & 34.
There was no evidence of a patient information and consent form in

the file for this hyperopic enhancement.
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s diagnosed as a high myope and considered a
candidate for eye surgery on 7/26/97, EXHIBIT #35. The
patient was enrolled into research study via consent form and
signature on 10/7/97, EXHIBIT #36.

Bilateral myopic surgery was performed O0S (left eye) on
10/7/98, EXHIBIT #37 and OD (right eye) on 10/9/98, EXHIBITS

38 & 39. EXHIBITS 40,41,42 & 43 chronicle follow-up visits and

circumstances which led to the decision 4N nade to perform
hyperopic e cement on“ d
ic &enhancemen OD at the
ﬁas documented by EXHIBIT #44. There was no evidence of a
atient information and consent form in the file for this
hyperopic enhancement.

diagnosed as a high myope and considered a
candidate for eye surgery on 12/1/97, EXHIBIT #45. The
patient was enrolled into the research study via consent form and
signature EXHIBIT #46. Bilateral myopic surgery was
performed OS(left eye) on 1/29/98, EXHIBIT #47 & 48 and OD (right
eye) on 2/19/98, EXHIBIT #49,50 & 51.

Right hyperopic - enhancement was initially considered on
April 9, 1998, EXHIBIT #52, and finall erformed on July 1,1998,

EXHIBIT #53 & 54, at the

The following two patients are not IDE patients
- they are included in this report t i
enhancements being performed with a

enrolled in the research
patient had bilateral Myopic

ue to an overcorrection in his right eye an
a decision was made to perform hyperopic
reverse the overcorrection EXHIBIT #56.
enhancement was performed on

enhancement to
Right hyperopic Sl
n 3/25/98 at the
IBITS 57 & 58.

ype of consent form that was

EXHIBIT #59 is an example of
used for this procedure.
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Patientﬁ was diagnosed wj peropia on August 3, 1998

and schedule r left h i ugust 18, 1998
EXHIBIT #60. Patient ; i j n
August 18, 1998 at the

EXHIBIT # 61 & 62.

After he read this o
excimer laser in his He stated yes, there is
an excimer laser in that office but he do wn it. He went
on to explain, it was a legal laser by‘which could be
bought on _the open market and used at his discretion. According
to the laser is actually owned by a group out of New
York and was acquired through a broker.

if he had an

A fee is paid to the owner each time ] uses the laser via
a card that is inserted into the laser to record the number of
uses. (NNNEEP::sked why is the FDA interested in what he does

with a legal laser? The_only laser the FDA should be concerned
with is the one at his He stated that he
should not be constrained by the agency to only perform laser eye

surgery with the one laser just because it is listed in the IDE
when you (FDA) don’t have jurisdiction over the legal
ser in the He also stated that
told him to use the Laser in the 4jjjjjJls if he had to
perform hyperopic- enhancements on any of his patients.

I stated to that patientselllh @ and @ are enrolled in
the clinical study y virtue of their signatures on the

patient information and consent forms, subsequent myopic
surgery with the indicated laser and at the location specified in
the protocol. The clinical investigator should not perform a

procedure that is not specified in the protocol on an
unindicated laser at an unidentified location on patients enrolled
in the clinical study_

7. There was no documentation to show that the @@inotified the IRB
about all amendments, changes or significant deviations to the
protocol [per IRB requirements]

the Institutional Review Board ?
to oversee the IDE clinical study,

hat is used b
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According to a letter dated August 27, 1997, EXHIBIT #8 from the
IRE, 4R is required, in addition to other items, to report
to the IRB any new advertisements, recruiting material, serious
adverse events, amendments or changes to the protocol or
significant protocol deviations.

Observation # 6 represents a significant protocol deviation and
should have been reported to the IRB for approval prior to
implementation.

VOLUNTARY CORRECTIONS:

Previous j ion on 6/30/97 of this facility revealed the firm
used the laser to perform- ye surgery without an

e
approved he firm now perfomsﬁeye surgery

under an approved IDE.

PROMOTION AND DISTRIBUTION:

EXHIBIT #63 is a hard copy of an advertisement that aired for
several weeks by a local news station. stated this was
not necessarily advertisement for the cal procedure and
therefore, did not need to be submitted to the IRB for approval.

ATTACHMENTS :

1. FDA-482, Notice of Inspection dated 10/6/98
2. Copy of assignment

3. FDA-483, Inspectional Observations

10
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EXHIBITS:

1. Current letterhead for

ists ctors associated with the
and other office locations.

practice
. Current patient information and consent form for patients

enrolled in clinical study: Treatment of refractive errors,
myopia with and without astigmatism.

3. zetter form 1RB to (P hich indicate
- as Clinical Research Consultant for
4. Monitors Log for site visit made to—

5. Monitoring Report for site visit made to

%]

6. Investigator Agreement signed by Sub-Investigator.

O < O/

7. Investigator Agreement signed by PrimaryﬂInvestigator.-
dated 3/18/97

and consent form dated

9. IRB membership list

approval of clinical study protocol
7/97

10. Conditional approval letter dated 1/14/98 for simultaneous
bilateral ﬂprocedure from CDRH/ODE to

11.— laser log/intra-operative forms for
indicating simultaneous bilatera- and accompanying

consent form

12— laser log/i = i orms and accompanying
consent form fo indicating simultaneous

bilateral

1 dated March 18, 1997 was part
[a] 15 1initia submission

13
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14. Disapproval letter for initial IDE submission dated 5/8/97

from CDRH/ODE to —

15. Initial conditional approval of IDE without provisions for
simultaneous bilateral- treatment dated 8/7/97

16. Oct. 3, 1997 letter from CDRH/ODE to— granting

myopic - enhancements

175 laser log/intra-operative form and accompanying
cO t form for *indicating right eye myopic
enhancement™ was
18 laser log/intra-operative form for—
19. Patient information/consent form for_

20. laser log/intra-operative form for—
ated Z2/19/98
21. Patiegt information/consent form for patient for—

laser log/intra-operative form fcu—
dated 2/19/98
Patient information/consent form for patient for_
24. Institutional Review Board,— approval
letter dated 7/17/98

25,

|

I

E

22.

23

laser log/intra-operative forms for
indicating Bilateral Simultaneous-on 3/98

1

25. ThH tient information and consent form for
dated 8/13/98

27. The patient information and consent form for_

ated 10/9/97

|
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28. _laser log/intra-operative form for—
a

ted 10/9/97

Letter Conflrmlni leii ii .irocedure performed on

0, 31 & 32 arée le which chronicle follow-up visits made by
R T and factors which led to decision to

perform Hyperopic rocedure

laser log/intra-operative form for—

ated 8/19/98 for left eye Hyperopic

332

enhancement

34, Letter fro dated 9/4/98 confirming left eye
Hyperopic procedure performed on_
35. Letter from — dlain051ng as high

myope and candidate fo dated 7/26/97

36. The patient information and consent form for_

dated 10/7/97

37. P laser log/intra-operative form for—
ated 10/7/97

38. — laser log/intra-operative form for
dated 10/9/97

39. The patient information and consent form for_

dated 10/9/97

40,41,42&43 are letters which chronicle follow-up visits made by
to and factors which led to decision to
perform Hyperopic rocedure

44 | a-operative form fo

dated 8/19/98 for right eye Hyperopic

enhancement

45. Letter from” ia nosingF as high
myope and candidate IO date 2 1

X3
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46. The patient information and consent form for~
dated 1/29/98 :

47.Elaser log/intra-operative form for—
ate 29/98

48. Letter copfirmi left eye rocedure performed on
by dated 2/2/98

49.- laser log/intra-operative form for—
dated 2/19/98 :

irgd right e rocedure performed on
b dated 2/20/98

51. The patient information and consent form for—

dated 2/19/98

52. Letter £ dated 08 where consideration is
given to enhancement fo
53 i a-operative form for
dated 7/1/98 for right eye
: enhancement
54. Letter fro dated 7/2/98 confirming right eye
hyperopic enhancement was performed on on
7/1/98
55. Letter from{iilil
had bilateral Myopi

56. Letter from
hyperopic

dated 7/14/97 indicating
surgery, Pre-1DE

dated 3/ 98 concerning

enhancement at
a-operative form for_
dated 3/25/98 for ri eye Hyperopic

dated 3/20/98 confirming
t was performed on

87

58.
right eye hyperopic
n 3/25/

14
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and gigned 3/25/98 that was used for
‘enh ancement
dated 8/3/98 concerning

e performed on—

ated 8/19/98 for left eye Hyperopic
surgery

62. Letter fro dated 8/20/98 confjirming h opic
astigmatic surgery was performed orﬂon
8/19/98

63 of an advertisement for_

dated 2/4/98
64. Latest versiom™(1.2) of—dated 8/8/98

59. Consent form dated
right eye hyperopic

60. Letter from

astigmatic

15





