CHAPTER 111

CONCEPTUAL FRAVEWORK, RESEARCH QUESTIONS
AND RESEARCH OBIJECTIVES

31 Conoeptual Framework

A [OP- Glaucomatous optic neuropathy 1 V. loss

Normal |OP Optic nerve cupping
10P Rx
New dru
Medication >1 ==J» Preserve VA (Latanoprfst)
( Side effects ) *
\,ser and / or Surgery
Blindness

Fg 31 Conoeptual framework of the stuy



311 Operational Defintions
1 Qoen- angle glauooma: A the narre inplies, this ooa
In eyes With & eep antevior craber and an open anterior chaoey
ae

11 Pamary openangle glacoma. There are 3onitena
L ANIOP>ZLmrHyindt lesst one ey
2 Anopen, nomrel appearing anterior charmoey angle
3 Typical glaconstous vistel field aolor optic
Nerve headl carTece
12 Coular Hypertension: an elevated pressure for which
there s no apparert cause, ek who hes nomel optic nenve head and
visial field
13 Psaucoexfoliation glaLooma: - one type of open angle
laucon,
2 Stucied patients are those with unoontrolled 1CP with
timolol  10P more then 22 mvHy ot less then mHy
- H10P > 2 mvHy” becatse In gereral, e cifine
glacomaas ICP> 2L mvHy,
- “10P <30 mvHy” becase if ICP is higher then 3)
mHy, there isvery little crance thet it can be corntrolled with one ciug




or fwo combiration dfugs inthis sty (Three drugs or other mocalities
Of reatiments ey e requiredl)
3 Suoy ougs
31 Latanoprost (13.24<hycro- 17-phenyi-18, 1920
trinor-PGRIE Isopropyl estey) proviced by Prermacia ves used & a
conoentration of 0.006% Xalta®
32 Pllocamine 24 Isopto Gamine®) Alon
33 Tinolol 05% Timoptl , Merck Sharp & Done
4 Companing effectiveness of ICP reclction: between
Jatanoprost and pilocarpine with timolol - from extersive: cebete with
knowleceable clinical experts, thus we se X1- x2=2 mvHy inthis

sy

5 MLtisite sy MLiti-site and multi-center stucdies are
the stucies thet Lncertaken by more then one institution and perform the
SATe Sy, the same proceclre on the sae protocol. The ciffevence
etween the two types of sty are the role of Investigptors In each Site
and the soientific acoountabality andl responsibility, In rmulti-site stuckes,
the Investigetors & the site 0 1ot pertioipete as co-nvestigetors of the
Suoy, tey are mesely canying oLt te sy (e Fecruting suects
treting subjects andlor following stijects). On the other hand, in a




ulti-enter sty the Investicgtors at the Sites e involved & oo
Investiggtars In the planning of the stucly protocol and procectres, are
Sogrtifically resporsible for the stuoy results, and perticipete In
BUSCNpES and other cisseminetion activities. In this sty vie Use
ITui-Site sty

32 Research Questions
Primary Research Question
Inpetients with Inackcyetell controlleat IGP with tirrolol dlore, can
Jatanoprost monothergy loner 1CP, & lesst 2 mvHy more than the
combingtion of pilocapine and timolol thevapy ?
Seoondary Research Questions
1 Whet isthe Suiocess rate of treatient (nuber of patients who
reached target ICP< 15, <18, anal <21 vy ineach tregtment grou?
2 Whet I the response rate of treatiment (nuoer of petients
whose ICP reclction from beseline 109 >20%4 >30%6 and >40%4) in
eech treatrment group?
3 Avwe the ocular and systemic sice effects in latanoprost grawp
lessthenthose inpilocarmine andtinolol group?
4, \Ahich cfug hes more oost effectiveness?




33 Research Chjectives
331 General Chjectives
1 To cetemine the effectiveness of new antiglaLcoma
(fug Intreating open-angle glaucoma.or ocular hypertension.
2 To assess the ooular and systamic sick effects of thet
ey
3 Toevaluate oot effectiveness of thet newciug,

332 Specific Chjectives
1 To compare the effectiveness In intraocular pressure
recliction between latanoprost monotherapy and pilocarpine with tivolol
Inopenangle laucoma and ocular hypertension.
2. Tofindl the Suooess rate of treatrment (nurhoer of petients
Who reached target 1CR<I5, <18 and <21 ) in eaon treatment

gap

3 To find the resporse rate of treatment (nuber of
(etierts whose ICP recliction from baseline >10% >20% >3M% and
>\0%) In eaoh trestment group

4. To conpare the systemic and ocular sice effects between
the to grous.
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5 To find the oostffectiveness evaluation of I
treatmet groups

34 Hypothesis

Latanoprost rmonotherapy can lower |CP &t least 2 mrHy nore
then the comtination of  pilocarpine and tirrolol, In' patients with
Irecequately controlled IOPwithtimolol dlore,
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