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Good morning I would like o hank he chair and he
commitee or allowing me o speak his morning. My
name is Chris Brady. I am an ophhalmologis and
ellowship rained rena surgeon wih a maser’s
degree in clinical epidemiology. I’ve pracced a UVM
or 9 years, and I conduc ederally unded research
developing and esng new ools or he deecon o
eye diseases in under-served communies worldwide.

I was asked by he Vermon Ophhalmological Sociey
o provide my inerpreaon o oucome daa
presened on 6 specic eye procedures when
perormed by opomeriss versus ophhalmologiss. In
ull disclosure, I do no personally perorm any o he
procedures currenly under review in S.64 wih he
excepon o uorescein angiography, hough I was
rained o do mos o hem. I hope I don’ ge oo
echnical wih my commens oday, bumy ask was o
dive ino he deails o he available evidence, so please
sop me i I say somehing ha’s unclear.

I've also provided writen esmony on a red-lined
versiono a documen o evidence hawas shared wih
VOS by his commitee or commen, as well as he wo



oher sudies presened in prior esmony. I go hrough
each o hese procedures and he specic papers
presened or each one in his writen esmony.

I would like o pick up wih he commens in previous
esmony describing opomery perormed oucome
daa as scan. Tha is quie an undersaemen. While
rying o commen on all o he clinical oucome
evidence or opomery perormed procedures in he
Unied Saes, I was able o review a single prospecve
rial wih hree monhs o ollow-up o 69 paens (so
echnically eecveness raher han oucomes
research). Previously you heard rom an opomeris
who has perormed housands o procedures. One o
he documens presened in esmony menons over
146,000 procedures. Bu he only high-qualiy clinical
daa rom he Unied Saes presened ha is in he
peer-reviewed, published lieraure is a single sudy o
one procedure wihou an ophhalmology comparison
group, and wih less han 70 paens compleng he
shor-erm ollow up.

Beyond his single sudy, I have seen no publicly
available, peer-reviewed, clinical oucomes or clinical
eecveness evidence o suppor he saey and



ecacy o he invasive procedures requesed in S.64
when perormed by opomeriss.

The oher documens ha have been cied in he
documen I reviewed were eiher 1) conduced in oher
counries wih very dieren conexs such as UK-based
opomeriss praccing under direc supervision o a
subspecialis ophhalmologis, 2) a narrave descripon
o he pracce o a single opomeriswihou any
clinical daa presened or 3) a general paen
inormaon arcle describing he eye condion called
chalazion wihou any clinical evidence o ecacy or
saey or 4) MD/ophhalmology oucome daa.

In shor, I have seen no daa proving similariy in
oucomes beween US opomeriss and
ophhalmologiss.

Wih ha I would like o ransion o a discussion o he
wo specic papers presened in oral esmony o his
commitee and some o he specic reasons I do no
believe hese suppor parcularly he saey o
opomery perormed lasers. I’s imporan o noe ha
rom a biosascal sandpoin i is very hard o
conclusively prove saey, bu ha is how hese
documens are being used.



I wan o be clear I do no believe ha hese papers
esablish direc evidence ha opomery perormed
procedures are unsae; I jus believe we have
insucien evidence o heir saey. And he classic
saying is ha no evidence o harm is no he same as
evidence o no harm.

Parenhecally, I also believe ha in he public healh
communiy he way we alk abou saey has evolved
over he pas 5-6 years. I hink we’ve all been chasened
o choose our words a lomore careully when claiming
a new ype o reamen is sae and eecve. So I
believe he bar or declaring saey is higher han i’s
ever been.

I’ve menoned Dr Lighhizer’s paper Nd:YAG Laser
Capsuloomy: Ecacy and Oucomes Perormed
by Opomeriss already as he only prospecve rial,
he only US-based rial, and he only rial reporng
clinical eecveness ha has been presened as
evidence o his commitee, and ha I am aware o.

This was a prospecve 3-monh sudy o 81 eyes o 69
people. The auhors compared visual acuiy oucomes
o over 1500 eyes repored in Table 2 o he paper.
Almos all he paens in he sudy experienced



subjecve and objecve improvemen in heir visual
uncon, bu I’d like o discuss several signican
limiaons o his sudy design.

For example, in he mos rigorous sudies, I would need
o see vision measured using a very sric, sandardized
esng mehod beore and afer he procedure. This is
called “bes-correced visual acuiy” wih proocol
reracon, and i’s designed o reduce variabiliy and
bias.

Likewise here could have been a conrol group—
meaning some paens would be randomly assigned o
receive a ake (or “sham”) laser reamen, or o MD
reamen. Thaway, researchers could compare
oucomes beween hose groups. This helps deermine
wheher improvemens are ruly due o he reamen
or o oher acors, including random ucuaon.

Anoher key saeguard rom bias is “masking” (in oher
elds hey call i “blinding” buwe avoid ha erm). The
people measuring paens’ vision ideally do no know
who received which reamen. Nor should he paens
hemselves. I eiher group knows i can uninenonally
inuence he resuls. This is jus human naure, and we
srive o avoid i in he mos rigorous sudies.



There’s also an imporan concep called “es-rees
variabiliy.” When you repea a es, resuls can
naurally vary — similar o sepping on a scale wice
and seeing slighly dieren numbers. Wih sric,
sandardized vision esng, normal variaon is usually
abou 1 o 1.5 lines on a specialized eye char. Wih less
conrolled esng, variaon can be even greaer.

In his sudy, he repored improvemenwas abou 2
lines o vision. This is a meaningul improvemen in
vision ha should be signican o paens, bu ha
amoun o change may all wihin he range o normal
esng variabiliy, especially i he esng was no done
under sric proocol condions.

As ar as saey, he invesgaors did no repor any
clinically signican adverse reacons.

I’m no a sascian, bu I’d like o discuss a basic rule
researchers use called he “rule o 3.” I helps esmae
he rue risk o a complicaon when a sudy doesn’
observe any.

The basic idea is hawhen a sudy repors zero bad
oucomes, ha doesn’ prove he risk is zero. Insead,



you divide 3 by he number o paens in he sudy o
esmae he highes likely risk ha you could expec in
a larger sample.

Using ha rule here, he sudy suppors ha real
complicaons could occur in as many as 4.3% o people.

Tha could be our o eigh mes higher han he
complicaon raes repored or MD’s in he sources
cied earlier.

So “no complicaons observed” does nomean “no
risk.” Imay mean he sudy was no large enough o
deec complicaons ha occur a a low bu sll
meaningul rae. No evidence o harm does nomean
evidence o no harm.

Again, his is no a saemen ha his sudy proves or
even suggess ha he risk is ha high, bu simply
highlighs he imporance o an appropriaely powered
sudy when making a saey claim. As I’ve said i is
generally very hard o prove evidence o saey. I
undersand he commitee is looking or he bes
evidence o suppor heir decision, and I do no believe
his sudy – he only sudy o US-based opomeris
oucomes – reaches ha hreshold.



I’d like o now discuss Dr. Lighhizer’s oher submited
paper used o suppor he saey o laser.

This is a narrave review, wihin which he auhors
presen he resuls o a survey o sae Boards o
Opomery. The boards were asked abou any paen
complains or provider repored negave oucomes.

An esmaed 146,000 laser procedures were repored
in he sudy period wih 2 negave oucomes.

I would like o emphasize ha his ype o evidence
canno be used suppor he specic claim o saey ha
was made in esmony.

This ype o daa collecon only capures he mos
serious, exreme problems. I can be valuable, bu i
does no rack he roune or expeced complicaons
ha happen in real-world medical pracce and ha are
imporan o people who experience hem.

Oher evidence presened o his commitee has shown
MD-perormed procedures can have complicaon raes
o 0.5-5% or so. So he 0.00014% gure being cied (2
ou o 146,000) is dramacally lower because i likely



only includes hose mos caasrophic evens, and so
using ha ny percenage as proo ha he procedures
are nearly risk-ree is quie misleading.

I’d like o close by re-sang wha I said a he ouse,
no daa proving similariy in oucomes beween US
opomeriss and ophhalmologiss has been presened.
Nor has any daa esablishing he saey o opomery
perormed procedures. I welcome he opporuniy o
review any oher sudies or repors ha I am no
currenly aware o.

I hank you very much or he abiliy o presen o you
oday, and I’d welcome any quesons you have.


