
e 



SurgiVisionB Refractive Consultants, LLC “’ ’ ” 
, : 

c/o Ms. Maureen ‘O’comeif b _, / I. ). ‘/_ ,) I “, _, \ .^ . . I. “/, : , _, ,_ ,_ 

and Dr. Guy M. Kezirian 
5 Timber Lane > 1 
North Reading, MA 01864 

Re: PO30008 

Amended: May 8, June 2 and 25 (2’amendments); July ?’ (%‘an&tdments) and 25,‘ and .‘.’ ’ ” 
September 9,2003 “. 

I. ,_ 

Procode: LZS 

Dear Ms. O’Connell: 

The Center for Devices and Radiological‘ Health (CDRH).of‘the P&d and’ Drug ’ ” ” - ” 1 .’ “’ Administration (FDA) has compiei&a =~~sr~~ielv.oi‘,~~~rp;ema~~:‘t~~~~~ov;;l a;pplication 
(PMA) for the WaveLight ALLEGRETTo’wb;wT@ E ,. I‘. ‘.~.‘*jr,‘,t’. I II 

xctmer Laser System. This’device .i II.. .* . . ...” __i_“_ r.G* I ,. 
uses optical zones of 6.0 and 6.5 mm with an ablation/treatment zone up to 9.0 ‘mm, and 
is indicated for laser assisted in situ keratomileusis $,I%%?~: ” -’ ” ” 

l for the reduction or elimination of hyperopic refractive errors up to +6.0 diopters 
(D) of sphere with and without &tigmatid refra&ive errors up to 5.0 D at ihe 
spectacle plane, with a maximum manifest ref&tion spherical equivalent’(MRSE) 
of +6.0 D; 

l in patients who are 18 years of age or older; and 

l in patients with documentation of a stable manifest retraction defined as, $50 ,D of 
preoperative spherical equivalent sh.$t over one year prior ti surgery, exclusive of 
changes due to unmasking latent hyperopia. 

We are pleased to inform you that the PMA is approved. ‘You may begin <ommercial 
distribution of the device in accordance with the-conditions des&ibed%&w and inthe 
“Conditions of Approvai” (enclosed): 

The sale, distribution, and use of this device are restricted to prescription use in ^’ ;.7;+*+,\- -,,+e,.*.yqe .I,.. r*;i;L-*.,L*“7”‘.: . . __I “r* .,_ ._ 
accordance with 21 CFR~ ~FLib9wmnn the meanmg of sectron. 520(e) of’the^Pederal Food, Dmg, and Co’smetic.x~{.(ihe a;~j’w&-t~- -ihbrityof cection si5(d)(l);(fgyj of 
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the act. FDA has also determined that, to ensure-the safe and effective’use of the device, > :‘::; _ /., &.;‘~,‘i*.~;L.~‘< the device is f%rthex%&r&ed’w&in the m&&ng of section$$(e) under the authority of section * l 5(d)(l )(B)(ii ),. ,cir> ~_ (“.“,l . . . . ->_ “i-,.-. -‘**-^-‘-*a** ‘$-,.-~* . 
msofar as the~Jabe&g specif$‘the ‘requirements that apply to 

the training of practitioners who may use ,the devices-% appraved in this order and (2) 
insofar as the sale, distribution, and use must not violate sections 502(q) and (r) of the act. 

The following restrictions on the use, labeling,‘promotion, and advertising of the device 
are applicable you, as well as any device purchasers and users. You must notify the 
purchasers and users of these restrictions and include them in your training programs. ” ” ’ ..‘ 

1. 

2. 

3. 

4. 

Only practitioners experienced in the medical management and surgical treatment of 
the cornea, who have been trained in laser,refi-active surgery ‘including laser system 
calibration and operation, may use the device as appr-oved in this order. 

__ .‘- .-, , ._, .” I .- 8. 
Prospective patients; as soon as they express an interest iu LASIK for hyperopia and 
astigmatism and prior to undergoing surgery;‘ must receive from the treatment 
provider the Patient Information $3odklet~(as deserixbed in’~,yourfinal sub&&ion to this 
PMA). 

Prior to undergoing surgery, prospective patients must be informed of the alternatives 
for correcting their hyperopia and/or hyperopic astigmatism including eyeglasses, 
contact lenses and other refractive surgeries. . 

Comparison of the safety and effectiveness of this laser with any other methods of 
refractive correction in the promotion and advertising materials is prohibited This prohibition is based on the ~a~~t~~‘~~~~~a~~~~~~e;i.~~r pI$& ipprovai ‘<i ih;- 

WaveLight ALLEGRETTO.‘WA’Vl?@~’ 
x;ini;;.Z;;eygystem do not cpmpare the 

clinical outcomes of this device with any other method of resfractive correction. Such 
comparisons of safety and effectiveness, are misfeading &d would~misbrand your 
laser in accordance with sectron ~02(a) of”the a&y Ai1 promotion ‘and advertisi,ing for 
these devices must include the foho%ig inf%%at&u on indications, risks and 
benefits: 

a. Approval of the premarket approval application is for the WaveLight ALLEGRET’To ,;wAvETti ,EGiime; cGiii. s~a‘ii‘~ to’perfd& ~AS~K 

treatments in patients 18 years of age% ofdkr foe the reduction or / 
elimination of hyperopic refractive errors up to +6.0 diopters (D) of 
sphere with and without astigmatic refractive errors up to 5.0 D at the 
spectacle plane, with a maximum manifest refraction spherical ‘ 
equivalent (MRSE) of +6.0 D; and in patients with documented 
evidence of a stable manifest refraction defined as < @o ,D cf- ‘_ 
preoperative spherical equivalent shift over one year prior to surgery, 

, 

exclusive of‘chtii;i “aUe’.td”;;~~~~~~~~~~~~h~~r~pia. 
, _. 
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b. LASIK is ti eit&ve,procedure with the &ernatives including but not 
limited to eyeglasses, yntact leg?es, photorefractive keratectomy 
(PRK), &d othe~~&&tiv~ SGgeries. _. 

c. Approval of the application is &sed on clinical trials in the United 
States with 290 &yes, treated, of which 1 Op bf 290 kiig&l& eyes’ were 
followed for 12 m&ths.’ Accountability at 3 montbs.was 95.2%, at 6 
months was 93.9%, and at 12 months ~a!& 69$x:’ 

_, ; ., .. 
The studies found that @f the i@ eyes &iib&. for the uncorrected d. 
visual acuity (@VA) anal$is &ef;f;ecti?eness. at the k-mo&h stability rr_ ..*jw.,ly ,“. , . “. 
time point, 95.3% were coke&id to 20/40 or better, and 67.5% ‘were ,” 
corrected to 20120 or better,without spectacles or contact lenses. 

/ .  .‘- I .  , .  

e. The study shdived that the f&lowing s&jk&Ge‘“p&ent adverse events 
wererepbrted as .“mu&h wo;se,” .by at least 1% of the subjects (in order 
of increasing frequency) at 6 mon$s post final treatment: glare from 
brigh? Ii&s (j:O%); niihi d&vitig$are (4.2%); light se@i$y 
(4.9%); visual fluctuatibns (6.1%); and halos (6.4%): 

f. Long fe;m +&s.of.I&$IK for hyperopia wifh and &h,out Gigmatism 
beyond 12 months have not been &u&e&. 

g. Note that the complete name for this ophthalmic laser is “WaveLight *~Llr*, ++ ,#a~$>$M ,_.“__j_ _. __,_II -,P. j ‘LA.,.:+. .xi. i).’ c. *’ Y”l ,‘+’ ‘“‘“” 14LLEGRETT-d swxvpgE “_ 
xclmer Laser System for laser asslsted in j, I/ .,,~,r.i~-l‘r*\-YI.~I~~.lj”I,^~i.ijil”.~~~’~~ _. .” _. . 4 I. ‘I’ . “,_ ._ ,, 

situ keratomileusis’&$$IK) treatments of-hyperopic refractive errors 
up to +6.0 diopters @> of sphere with and’without astigmatic 
refractive errors up to 5.0 D with a maxirntiti iriririfest,r$~~$on spherical equivaient (MwsEj of$6,o. D;: # *’ “’ .-*, ’ *.a .. 

In addition to the postapproval requirements in the en$losure, you must report to FDA 
CDRH’s bf%l&e ~?‘~&;;i’,&&‘:t the ?dd;ess beloy~,o!f .&y in&nces of device tampering 
or usage ‘outside df “‘k ‘~@r~?&&**&&&ns, zi any excimeI; systems that were exported 
under an 801(e) order and are now b&kin the U.S. ) :, d.--..“.- .“. . 

, 
OC/Division of Enforcement (HFZ-33 1 j 
Center forl,DG$cis ~.$$d&lo&cal H&&h 
Food- and ‘DI$ ~dministratib~ 2098 Gaither.Rcilaa, ‘. /“,,, i- ^-\ )” ” ‘. ; (( -. ” 

Rockville, MD 20850 _;,. . ._ 

CDRH does not evaluate information related to contract liability warranties, however you 
should be aware that any such warranty statements must be truthfu~,&c&a~e~ ‘and *&t 
misleading, ‘and rt&st‘be co&i&$ &ith applicable Fed&al arid State laws. 



,‘/ 
~.j~_‘ . ~” ,L1 “.:^,&. .1 er 7*:‘,:.nr:;*a:; ‘:* ;‘; ;7. ‘2  ’ “.,‘., : A- .“C< I- “.b’.-~%.” ,i :, :, ;: , .u’. :* ‘- 8; ‘2  ‘I ;I.. -, -‘.,y- Z’*‘ 

CDRH will notify the pubhc of Its decrsion to approve your PMA by making available a 
summary of the safety and effectiveness data upon which the approval is^based. The i,j_ .‘ iii ,I--; . . . .+.A.*~-, 
information can be found on the FDA CDTiHInternet HomePage located‘at ” __ . 
http://www.fda.gov/cdrh/pmapage.html. Written requests for this information can also be * “. “x “r. ~~~,~~p~~-~~.~~,-~,~~~~~,~~~~~,~~”~~~~‘- ikr-.r :- . 
made to the Dockets Management Branch, (HFAT~5)~l%od and Drug Admimstratron, . ‘ .‘_\n,r,, _.I ..,, -i .*, i^ :‘-..L;>g..‘.~ :_I 
5630 Fishers Lane, Rm. 1~61,~Rockville, MD ‘26852. ‘~he$&enrequest shouid~include 

.” ‘_ .-. the PMA number or docket number. W ithin.30 days fro-m the’&tethat this “in&matron is .^ .., 
placed on the Internet, any ‘interested person may seek review of this decision by 
requesting an opportunity for administrative review, either through a hearing or review by 
an independent advisory committee, under section 5 15(g) dflIhk’~~ci~r~~‘~~~~~,‘Diug, and 
Cosmetic Act (the act). 

Failure to comply with the conditions of approval invalidates this~ approval”order. ’ 
Commercial distribution ofa’device that is notin complianck’with these conditions is a 
violation ofthe act.. ’ - 

You are reminded that, as soon as possible and before commercial distribution of your 
device, you must submit an amendment to this PMA submission with~copies of all approved labeling in.final p;,&~~d.f”;~~ “y&y&“~ ?$?$J~~;~~;~utin;ly be reviewed by 
FDA staff when pMA, appri{.;t%incf{g~ ~lti~~~k”i~~~~~~~issi‘n Y&g‘-& final‘ p;;inted’ 

labeling a cover letter stating that the final printed la6elk&?i i&%&l ib^‘the labeling ” j .- 2 XI . r. 
approved in draft form. If the ,~naf~~~t~~‘~~beling-is not ihe;iti‘~~i:~gnyc~a~ges from the 
final draft libeling should be higmighted and explained in the amendment. 

I ‘“-~T,~,,*E(, n, I.,-“,.-xI,~” ._._ _i”Y. ““‘;i 11, ‘_ j ‘/‘. ‘b 
” 

_( 
All required documents should be subrnitted‘i~~.~~lpllcate, unless otherwrse specified, to : : $2< ,, z .k, “~. 
the address below and should reference’ the above -PMA nur&er to facilitate processing. 

PMA Document Mail Center (HFZ-401) 
Center for Devices ‘and Radiological “I&altb 
Food and Drug Administration 

,920O Corporate Blvd.. 
Rockville, Maryland‘20850’ ~ ’ I’ ’ ’ 

,  \ /  

.  .  .  
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If you have’&i qkstions c$&nkg this appio$ order, please contact Ms. .kn C. 
Callaway at (301) 5%2CY1’8. ” * .-- ’ 

_ ,.>. . - I 

Sincerely yours, 

( A. Ralph Rosenthal; M.D. , . 
Director 
Division of Ophthalmic and 

Ear, Nose and, Throat Devices 
Office, of Device Ev&&i~q, _ 
Center, f6i ‘b&<ic&S’ &d 

Radiological Health 

Enclosure 
._/ ~ 

Conditions of Approval ’ 



Last Modified: l-3 l-02 
: i  I_ /. I, 

submission is permitted in accordance with 21 CFR sr4:34(ej‘or’~~~‘~‘~~~MA supplement or 
alternate submission shall comply with applicable requirements under i 1“CPR-8 14:39 of the final 
rule for Premarket Approval of Medi6al‘Devices. 

/, . 
All situations that require a P&K supplement &mnot be,briefly summarized; therefore, please 
consult the PMA regulation for further guidance.’ The guidance provided b&$ is only f&r 
several key instances. 

2” 

A PMA supplement must be submitted &hen unanticipated adverse effects, increases in the 
incidence of anticipated adverse effects, or device failures necessitate a labeling, manufacturing, 
or device modification. 

A PMA supplement must be submitted 7f’the &v&‘is to‘& modifi‘ed and the-modified device 
should be. subjected to animal or laboratory or clinical testing designed to determine if the ;., 
modified dev&emains safe and, effective. 

.; r ,__ ‘. 
A “Special PMA Sunniement - .Chanies Be&Effected” is’kniited ‘to&e labeling quality control t .,.~- *- ;,y,, *;< i,z*‘r$<ju -c-:: ai<> :&~:.w,&., r k’ 
and manufacturing p~~~~ss.~hanges,specifiea’iu;ti;t;’~l C&’ fil4.‘?!J(d)(?!). It’allows fo; the 
addition of, but not the repia&ment of previously approved, quality control specifications and 
test methods. ‘These ‘d~~~ges’;~~~~~imple~ented before FDA approval upon acknowledgment 
by FDA that the submission is being processed as a’.‘%pecial PkU Supplement %a$$& Being 
Effected.” This procedureis not applicable to changes in device des?gn, composition,’ 
specifications, circuitry, sofiware orenergy sou-r’?l‘e: .*^’ ’ ” _ 1 _ _) , .“’ , “I 

/’ 
Alternate submissions permitted under 21 CFR IIl4.39(e) apply to &&ges that otherwise require __ ._ _,., “*rLd -.*a t i .>’ ,“. ,.* _- ” 
approval of a PMA supplement before implementation’of the change a&include the use of a 
30-dav PMA supnl&ment or annual p&approval report (see below). PDA must have previously 
indikated in an advisory opmian to’ the affected industry or in correspondence with the applicant 
that the alternate submission is permitted for the change. Before such can occur, FDA and’the 
PMA applicant(s) involved must agree upon any,needed testing protocol, test.re&ts,~ reporting 
format, information to be reported, and the alternate subm&%%i td be u&d ‘* i 

Alternate submissions permitted under 21 CFR 814.39(f) f or manufacturing process changes ” x..“.il. ‘\,‘l,,~~l’l.“’ -i,‘r:‘.‘j” :.I- ) *_ “. ,. ..‘ 
include the’ use of a 30-day” No&e. The manufacturer may distribute “t$e ‘device 30 days afier the date on which the FDA receives tag r 6Laiy R;&;&,: Yt&& ChG ‘pox ?+F+Fy;~‘$!!;.a~~~;ani .Gth& 

30 days from receipt of the notice that the notice is not ‘adequate.‘ 
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POSTAPPROVAL REXW~$i’ ~oi.it&r$ &$xoval of this PMA is contingent upon the 

.:' ..'-" '-: 

submission of’p$%pproval reports required under 21 CPR814$4at inter&ls of 1 year from the 
date of approval of the original ‘PM.A. Postapproval reports’ for supplements approved under the 
original PMA, ifapplicable, areIt be included in the next and subsequent armual.,reports for the , ,.a”,*. I>*p***i WB-” .:: ) ” 
original PMA unless specified other-w&in the‘app&val’order for’& PMA supplement ,. Two 
copies identified as “Annual Report” and b,er-ing the applicable PMA reference number*az be 
submitted to the PMA’Document~Mail Center (HF,Z40~),~,Center for Devices and Radiological 
Health, Food and Drug Administration, 9200 Corporate Blv&, Rockville, M&y&d 208’30. The 
postapproval report shall indicate the beginning and en&g date’.&the period covered 
report and shall in&de the foilo&ig information required by 21 CFR‘S 1’4:“84~‘ 

by the 
‘- 

1. Identification of cnanges described, in 21 ‘CFR tJi4.$@) and changes required” to be 
reported to FDA under 21 CFR‘8I4X(bj.“’ -” -*I- 

2. Bibliography and summary of the following information not previously submitted 
as part of the PMA’and that is~l&&n to ‘or- reascnably*should be knoti. to the’ 
applicant: 

a. unpublished reports of data from any clinical investigations or nonclinical 
laboratory studies involving the device or related devices (“related” devices 
include devices $rich’are the same or substantially similar ‘to’ me” applicant’s 
device); and 

b. reports in the scientific literature concerning the device. 
_.,., _ 

If, after reviewing the bibiiography and &mmary, l$A concludes that agency review of one or 
more of the above reports is required, the applicant shaI1 submit $6 cc$es’cf each identified 
report when so notified‘by’FDA.‘-‘-‘ 

.,_ ._ r , 

applicant receives or has knowledge of information conce&ing ’ -’ _. 

1. A mix-up of the device or its labeling with another article. 
(I 

2. Any adverse reaction, side effect, ir’rjur-y; toxicity,“o~‘sensi;ivity reaction that is 
attributable’ to the device and:~^. 

a. has not been addressed by the device’s labeling; or , . 

b. has been addressed by the device’s labeling but is occurring with unexpected 
severity or frequency. 
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3. Any significant chemical, physrcai or other change or deterioiation in the device, or any 
failure of the device to meet the specificat@ns, es$&hed,,in the~approved PMA that 
could not cause or contr$rte~to death or serious‘injury but are not correctable by 
adjustmeuts ‘or other maintenance procedures de&bed inthe approved kxhg. The 
report shall include a discussion of the applicant’s assessment of the change, 
deterioration or failure and any proposed or implemented corrective action by the 
applicant. When such events are correctable by adjustmeuts or other maintenance 
procedures described in,~the. approved labeling, all such events known to the applicant 
shall be included in the Annual Report described under%“Postapproval Reports” above 
unless specified otherwise in the conditions of approval to this PMA. This postapproval 
report shall appropriately categorize these events and include the number of reported 
and otherwise known instances;of each category during the reporting period. Additional 
information regarding the events &a-cu$sed above shall be submitted by the applicant 
when determined by’l?DA to be necessary to Provide continued reasonable assurance of 
the safety and effectiveness of~the”dev& for its intended use. 

.. ,~~: ,,:, _I rfi &., - .*z\ii ;p :+ ,,‘ .‘, : ‘.> ̂“. -s”.i. I ,*’ ./ ?: j ‘i ; ..i *: .**, _ j ” REpo~~~~.“~~~~~~~~~~~~ic~~ bmr& ~~~~~~~~~~ ~j@&f~+roR~ 1.-l”* : ; ’ ,z ” ‘r *~&@, ,“*$sp”; ~i&‘LX.“q+~~~ _ ” &T _, %q* .;7 ‘&f;p *spi: *; :p R,,~~~~~~?-!..;,%~ --~,4 ‘*“‘. _” _, “i”i.iT : ,( :: 

The Medical’fjevice Reporting (MDR) Regulation bec%e effective on .Dedember 13,‘ 1984. : _ _. ‘, _ ̂ _ ,_L_ __. 4.. I, <.~ a-.1* ,“..” *-, ‘. 
This regulation was replaced by the reportmg requrrements ofthe Safe Med?cal Devices Act of ’ 
1990 which became effective July 3 1, i996’ and‘requires that all manufacturers aud importers of 
medical devices, including in vitro diagnostic devices, report to the FDA whenever they receive 
or otherwise become aware of information; from’any source, that reasonably suggests that a 
device marketed by the manufacturer or importer: 

1. May have caused or contributed to a death or serious:injury; or” I .( .,“_ 

2. Has malfunctioned and such device or similar device marketed by the 
manufacturer or importer would be likely to cause or contribute to a death or 
serious injury if the malfunction were to recur. 

The same events subject to reporting under the IvfDR Regu%‘tio& r&y also be subject to the 
above “Adverse’Reactibn and Device Defect Reporting” requireinents in. the “Conditions of .* .-._,,*..” x * 
Approval“ for this 9M.A:. PDA’has determined that such duplicative reporting is unneeessai-y. <a ,. j,>,s, ,* ,wp I _. 
Whenever an event involving a device is subjectto reporting under-both the M~RRegulatron 
and the “Conditions of’Approvai” for a PMA, the manufacturer shall s~ubmit the appropriate 
reports required by the h$DR Re~&&%*w&m tb$ t&~~$$$es ‘~s’~~~~ntified.-in,2,1 “>CpR ‘- 1 I ;-xr~.~“,~:cl’“E.**“,~ +***,**.- . . ?- &,“d;‘...r- “.* 
803.10(C) using PDA Form 3500A, i.e., 30 days after becommg aware of a reportable death, 
serious injury,’ or malfunctio,n as described .in 21 CPR “803:5ii’ $nd~2l”“C~~R’8~~ :5? “and ‘5 days 
after becoming aware that a reportable MDR eve&requires remedial action to prevent an 
unreasonable risk of substan&~‘ha~$nto thepublic health. The manufacturer is responsible for .., ., i ,, . ;* *,-$> ‘k .&vc *:. .I ., . _ 
submitting a baseline report on FDA.“Form3417 for a device when the devrce model IS first *‘>c’, ___, *a:, ,,*,:A *... ‘.*> <” * % A;.“’ .iq _ )*( r : ““.““̂ , ) “. _. ,, : :., _> “.,i ” ,:: _, -I . 
reported under 21 CFR‘$O7:‘5’!I, Thi?baselme report IS to mclude the PMA reference;number. 
Any written report and its envelope is to be specifically idemified; e~g.,“Manuf&urer Report,” 
“5-Day Report, 

s) r~~~~:;ne.~~p;~~,~t~~ 
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Any written report is to be submitted to: 

Food and Drug Administration 
Center for Devices and Radiological Health 
Medical Device Reporting 
PO Box 3002 ,,~ ;., 
Rockville, Maryland 2084?-3dd2’ 

. . “_ .,,““xl.~yI,\-T-fi..I-~I -;+I * “.,,““,, _” ,,.__. ._,.-o- l” 
Copies of the &fDR Regulation @bD # 3368~ 1336)and‘~~~;i;~~~;~~~~ entitled “An Overview 
of the Medical I&c&Reporting Regulation” (FOD # 5@9) and %Ie~$eal Device Reporting for 
Mmufacturers~9 (Fob #g$i)-aii available on”the:.CD~-~~~~~~~~~~~~:~~‘- are also 
available through CDRH’s Pact-C%Demar& (F-0-b) at 800~8?$-@8i. Written requests for 
information can be made by sending a facsimile to CDRI?s Division of Small Manufacturers 
International and Consumer Assistance (DSMICA) at 30 i -443-881s.’ ” ” 


