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Consent Withdrawn

The regulatory authority concurred

Withdrawal of the subject’ s consert.

| consent to participate in this study

patient withdrawals due to consent withdrawn

The patient agreed to an operative procedure

My consent is given willingly and voluntarily

The patient provided written informed consent

All participants gave written informed consent

Informed consent was obtained for all procedures
Withdrawal of consent must be provided in writing,

[ do freely give my consent to join in this study.

This corsent is valid unless and until [ revoke it.

You will be given a copy of the signed consent form
Incorrect version of the informed consent form used

Be given a copy of the signed and dated consent form
You must agree to comply with all study requirements

All patients gave their informed consent 1o the study.
Written informed consent was obtained from all patients.
the person who conducted the informed consent discussion
Provide the actual date the informed consent was signed.
[ have received a copy of the patient information shest
My consent has not been forced or influsnced in any way

Sample Patient Information Sheet & Informed Consent Form
Failure to obtain informed consent prior to participation,

-+ in situations where consent cannot be given by subjects
[ will receive a signed copy of this informed consent. form.

[ will receive a copy of this signed informed consent form
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— check adherence to the obligations of the investigator

— review [nformed Consent Forms, in particular the date of consent and
signature

— perform source data verification as described below

In this subject file, the available demographic and medical information of a
subject has to be documented, in particular the following name, date of birth,
sex, height, weight, subject history, concomitant diseases and concomitant
drugs (including changes during the study), staterment of ertry into the study.
study identification number, subject identification number, the date of
informed consent, all study visit dates, observed adverse events, and reason
for withdrawal from the study

In this subject file, the available demographic and medical information of a
subject has to be documented, in particular the following: name, date of birth,
sex, height, weight, subject history, concomitant diseases and concomitant
drugs (including changes during the study), staterment of entry into the study,
study identification number, subject identification number, the date of
informed consent, all study visit dates, predefined performed examinations
and clinical findings, observed adverse events, and reason for withdrawal
from the study, if applicable

An adverse event that requires inpatient hospitalization or prolongation of
existing hospitalization, unless hospitalization is for;

= routine treatment or monitoring of the studied indication, not asscciated
with any deterioration in condition

— elective or pre—planned treatment for a pre—existing condition that is
unrelated to the indication under study and has not worsened since signing
the informed consent

— treatment on an emergency outpatient basis for an event not fulfilling any
of the definitions of an SAE given above and not resulting in hospital
admission

— social reasons and respite care in the absence of any deterioration in the
patient’ s general condition
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There were no major changes compared with the 2018 season

Drug A was not proarrbythmic when compared with dobutamine.
The clinical benefit of Drug A over interferon is substantial

Drug 4 sigrificantly prolonged time to progression (TTP) vs placebo.

Drug A reduced the risk of death from any cause by 40% versus placebo
The difference was statistically significant vs the control mouthwash
This formula is simple, quick, and reliable compared with other formulas
[L-2 production was greater for 444 cells compared to BBB-transduced T
cells
Treatment with Drug A reduced the risk of death by 50% compared with
placebo.

Drug A provides about 2 30% reduction in the relapse rate compared to
placebo.
Gingivitis was reduced by a significant 20.0% compared to the vehicle control.
The exposure to Drug A was substantially higher on Day 8 compared with
Day 22

- when compared to the ordinary group size employed in chronic rodent
studies
Compared with Drug B, Drug A was consistently associated with fewer ALT
flares
In all groups, headache complaints decreased significantly compared to
baseline

Drug A has demonstrated significant reduction in joint pain compared to
placebo.
Osteoprogenitor cells decreased on Days 20 and 150 compared with the
control group

Ring size decreased significantly in the Drug A group compared to the
b
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subjects), whersas in the placebo group, numbsr of subjects with O score = OEE [400%] RUER [33.3%] (B0, 12588 [16.7% ] 2kl .
ware variable (increased at Wesk 1 [40.0% subjects] and Wesk 4 [33.3%] ard
no change at Weelk 12 [16.7%])
Metaanalysis showed vitamin E-coated dialyzer therapy could significartly SETFH B ACED, PR EEE LA PO —EE T SRR P —
decrease the serum thiobarbituric acid reacting substances (TBARS) (SMD, & HEEIL T MIEFA ULEY — L EE R IGE (TBARS) (SMD—095. 95%6C —
—0.95; 95% CL —128 to —081; p < 000001), oxLDL [SMD, —061; 95% CL =104 128~—061, p<000001) . oxLDL (SMD =061, 952601 —1.04~—019. p=
to ~019: p = QJ05), interleukin (IL-6) (SMD, —085; 95% Cl, -097 to ~0.32; p 0005) . 22 —O4F2-6 (IL-6) (SMD — 065, 952601 — 097~ —032. p<
< 00001) and C-reactive protein (CRP) levels (SMD, -0.46; 85% CIL -087 1o — 00001) | GRUGHES/$H (CRP) B (SMD — 0456, 95%C1 —087~ —005; | p=
005, p = 0.03) compared with that of the control group. D) B ECIETFTY A A TmEnE.
Drug A, on top of standard—of-care treatrment with an angictensin—corverting CKDAT—3/2~4T . R P F= A toIs NN s2han 2 2 EICH0T. 5
anzyme inhibitar [ACE!] or an angiotensin receptor blocker (ARB), reduced AR AT A IREERIAE E (ACE) X ({7 A/ AT A BB AiE i E
the relative risk of worsening of renal function, onset of end-stage kidney (ARB) (L&A B BB AT AL, EHEEDEL. FEBBT20F
disease. or risk of cardiovascular or reral death by 40% the primarny IE. L MEFEX FBEREEFROOThONRET2RD (EEFMEIBERECH
somposite endpoint, compared to placebo [absolute risk reduction [ARR] = AOLYT DML RS TR A EITEARE LEEL T, 40%6 {8 Ttz (g
5 0%, p < 00001} in patients with KD Stages 2-4 and elevated urinary SRS A 2 [ARR] =5.0% . p<<00001).
albumin excretion.
Potential benefits of the Stent Graft System compared to other MO BRI SRR BhARE IS PUSET ) A EELTCORATURIZ IR
commercially available endovascular abdominal acrtic aneurysm repair ThACFE TFoREEhET = Esn. FhallRahabTEal.
devices may include, but are not limited to - = 5O FERRDEE D LD LoD LTSz, BEERRIC DN THZ I
— More robust seal between the graft and acrta, possibly reducing the risk BRENEOTH DR AR RS MET 7253505,
that the graft will develop Type I ar [ll endoleaks or migrate over time - BT A A SEEL TN ZE N ECTURU-L AT ATEBED. P
- Lower risk of injury to the access vessels due to the low profile and mare D AMLEMIEEUAONUEL .
flexible delivery system compared to the commercially available devices
As compared with the changs in systolic blood pressure of —9.4 mm He in the ZPoHRBHCH TR IR M EDZE AL E —8 drmmHet HEEELT . NOAROAS Y-
placebo group, there were significantly greater decreases in systolic blood Omg - LR M AR T IBDIEIN A BCAE Cmghfr JoUREED
pressurs in the 2-mg baxdrostat group (difference between the 2-mg group  Z(d—11 OmmHg. 95 % {S38X H [CI] —164~—55. P<<0001) . NOAROA
ard the placebo group, —11.0 mm Hg; 95% confidence interval [Cl], —16.4 to — 5wk 1 mgBf T8 RIFE Tt (I meBf DS R0 EE —8 1 mmHg. 95%C1
55; P<0001) and in the 1-mg baxdrostat group (difference betwesn the 1-mg —13.5~—28. P=0003) . 05mgdflchHaE TR B ELEOTEhoE.
group and the placsbo group, —8.1 mm He; 95% Gl —13.5 to —2.8 P=0.003).
but these decreases were not significantly greater with the 05-mg dose
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Concomitant use contraindicated i e [e)
Antacids may be used concomitantly with NEXIUM. R E R L HRLTELLY.
Treatment with prohibited concomitant medication R LEESRSLESS.
Refrain from commencing concomitant physiotherapy B EFEOM ARG S,
Concomitant use of allopurinol with Drug A should be avoided PO -V EER ACHAR ST AOEETS.
The concomitant use of other study medications was prohibited OB EOH RS EEIELE.
Any use of concomitant medication must be recorded in the CRE HREEFERLE S IEIRRSECSTE T T3,
Concomnitart food intake does not influence the clinical effect Hﬁhﬁ?’&f%ﬁﬂbtﬁ%ﬁ%%k SE 30
The changes in concomitant medication must be clearly documented HAEFECZTSZHLL TS,
Concomitant treatment with a psychotropic drug was not permitted. !_Eﬂ*ﬁ MEOHBR S EF L.
The therapy must be documented in the concomitant medications page OB HEEODAS—IRIRET S,
Any concomitant therapies must be recorded on the case report form. HAEEEZEE EARSEICTFEIE TS,
Dirug A is administered without the need for concomitant prednisone FERlpE 5Tl JUET VAR SO EFEL,
There was no concomitant rise in alkaline phosphatase or bilirubin. BlEFC P A2 —E RPN s L BT e idahor.
During the study period, there were no changes in concomitant drugs SRS, HAECEE DGk,
These therapies can be administered concomitantly with vaccinations N ADEEEUOT AR AT N TES.
Requires concurrent treatment with a non—permitted concomitant drug HRFLERECLBHAFEFELECTSIBE. @)
The package insert of these concomitant drugs should be read thoroughly NADHBEADRTNEEARTS.
Concomitant medication usage will also be assessed throughout the study HREEOFERARC TR ER RS AL TEHET 3.
noncompliance with the provisions related to prohibited concomitant drugs BRI S RSIREDTET
Treatment with nor—permitted concomitart drug(s), as defined in Section 10. | S510TBICHESNSHEE FEA R SENEEE. @)
Has the patient taken any corcormitant medications during the study pericd ? | SUERERFEIPIC{AIALOHAZERRBLEEETIN Y
The data on concomitant use of Drug A with CYP3A4 inhibitors are very FRIAFCYPIAMEE EOHBR SICRET AT I ERICRANTING.
limited.
Concomitant drugs and significant nor—drug therapies will be listed by HAERUVETLIEEYE T EERCEETS.
patient.
For datailed procedurss for dealing with concomitant medication, ses Section {fAEGIMROCOOT O FIECDOTIE. F10IBE B0,

N N N NF N N NS N N A
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ahd clinical findings, observed adverse events, and reason for withdrawal
from the study, if applicable
The following assessments and tests will be performed at annual visits SEBEITEIEIOREREIFHCLL FOFFMEUMEEETT.
through & vears: - - EEmEE
— Physical exam - B E LI EOREEEFOEREE
— Laboratory testing which includes renal and optional coagulation - ARG R B #2A S DILCT
assessment - AR, AIEE. BRI, SR EESTIEMEE
— Contrast enhanced spiral abdominal/pelvic CT - BERECE T A BIREOSE S (TR0, 38, T2 BE
= Abdominal X-ray, including anteroposterior, lateral, left obligue and right . BEE A BRED A ES)
oblique views - HEE (AEE. P/ EmEDA)
- Device/aneurysm assessment based on imaging (endoleak. migration, -HEER
intagrity, patsnocy, abdominal aartic aneurysm dimensions) - (FEOEHETMEE L. FEFIFRS ECTEN TS O MNmEET -4
- Concormitant medications (anticoagulants, antiplatelets and antibiotios anly)
— Adverse events
— Other relevant data as indicated on the CRF, including optional wound
assessment
Using the Cox proportioral hazards regression modsl, the hazard function as |CoxMELBINY —FEIREFNEBNT. 2ALEDSOEEEREEE TS\ —
a function of time t from randomization will be modeled as a function of a FEHETVEIERT S, COETILTE. A=22vmnt —FEE A ot 2 RE
baseline hazard function A 0(t) and covariates Armad [indicating primary FL. HEEXLTArmed (FE3EE: 0="J51R . 1 =FFA) . AdvStage (2B
therapy: 0= placebo, 1= Drug A) AdvStage (indicating disease stage at BFOREEE 0= AT —1IB. 1 =27 —11A) | FetResp (— R AR L E2EED
diagnosis; 0= stage llIB, 1= Stage lll4), FstResp (indicating response to HEO=FEF A=2ETWZIESE . Concom(—R ARt FEEE
primary chemo—radictherapy: 0= stable disease, 1= complete or partial OFEEE: 0= B . 1= REBHAR) . Region! (higk: 0= LK RUFEEL. 1=
resporse). Concom (indicating type of primary chemo—radiatherapy : 0= FOMmHEE) | Region? (Ml 0= 40 1 =FER. 2OMMORED RT3,
sequential, 1= concomitant), Region! (indicating secgraphic region’ 0= North
Arnerica and Western Europe; 1=ROW) and Regior? (indicating esographic
region. 0=MNorth America; 1= Western Furope, ROW)
BREF @R JE-F 4 CE—
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Otherwise, the study will enroll 10 mors patients
Individual patients were enrolled in more than one study
Most subjects enrolled in the study were male and elderly
MNon-Caucasian patients were enrolled in Study A and Study B
The patient was enrolled into the study and received placebo.
In the Phase [ portion of this study, 100 patients were enrolled
Freguency was based on total subjects enrclled in Drug A studies
An attempt was made to enrcll all these patients into this study.
A total of 1000 patients with Disease A were enrolled in the study
The following criteria apply to all patients enrolled into the study.
This study will enroll 30 each of non—Japanese and Japanese subjects
All 50 patients enrolled in Study A received a starting dose of 100 mg/m?
At data cutoff for this analysis, 11 patients had been enrolled in the study
Errollment in the study will pause after the sixth patient has been enralled
This study has completed enrcliment; the subjects are currently in follow—up

Enrollment began in January 2011, and the study was completed in
December 2014

A total of B0 healthy subjects were enrclled in this single, ascending—dose
study.

For this study, all enrolled patients were less than or equal to one month of
age

A pooled analysis of a total of 1000 patients enrolled into 5 studies was
performed

The following discussion deals with the results of patients enrolled in the
studies

This subgroup was defined as patients < 65 or 2 65 years at enrollment into
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dose by the subject diary

A A0-year—old male patient was hospitalized due to Grade 2 interstitial
prneumonia which later became life—threatening Grade 3 interstitial
preumonia while enrolled in a study of Drug A administered orally at 2 dose
of 100 mg twice daily in patients with chronic myelogenous leukemia in
lyrmpheid blast phase or with Fhiladelphia chromosome positive acute
lymphoblastic leukemia who are resistant to or intolerant of Drug B

Specific instances, which may precipitate study termination, are: =

= Unsatisfactory subject enroliment with regard to quality and quantity

= Deviations from protocol, without prior approval from the Sponsor

- Inaccurate, incomplete, and/or untimely data recording on a recurrent
basis

- The incidence and/or severity of adverse events in this or other studies
indicating a potential health hazard caused by the device

The study enrolled approximately 1000 patients who were randomized to one
of three treatment groups to receive Drug A (10 mg orally once daily) in
sambination with Drug B (5 mg orally once daily) (Group A); Drug A (20 mg
arally once daily) in combination with Drug B (200 mg intravenously every
thrae weeks) (Group B, or Drug C (50 mg orally once daily for four wesks an
treatment, followed by two weeks off treatment ) (Group C)

MNeither the trial sponsor nor any of the funding bodies had any influence on
the trial design; the preparation of the protosol or statistical analysis plan;
the selection of sites or patients; patient enrollment, evaluation, or follow—up;
site monitoring or supervision, the collection or storage of the data; the

of the data; the preparation of the manuscript; or the decision to submit the
manuscript for publication.

BEREF | @ERN TR

decision to suspend enrollment for this aralysis; the analysis or interpretation | (ER%. EfabEiREBORECOSESLEGNE.
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Subjects will be enralled in sequence

An additional subject was ernrolled as a replacement.

Most subjects enrclled in the study were male and elderly

Only 10 subjects will be enrclled into each treatment group

Forty study centers from MNorth America enrolled 400 subjects

Freqguency was based on total subjects enrclled in Drug A studies

All enrclled subjects were allowed to take fever—reducing medications

Given an estimated evaluability rate of 80%, 1000 subjects should be enrolled

A total of b0 healthy subjects were enrclled in this single, ascending—dose
study

Thirty subjects will be enrclled into the study, with up to 10 subjects per
study site.

All 10 subjects enrolled in the study were included in the pharmacokinetic
analysis set.

Subjects enrolled will have 3 tau PET Scans performed at baseline, at Weelk
72, and at Week 156

A total of 30 subjects (15 men and 15 wormen), aged 20 to 55 years, were
enrolled into this study

Thirty healthy men were to be enrclled to ensure that at least 20 subjects
would complete the study

Planned number of subjects to be surveyed: all patients enrolled within the 5-
year enrollment period

One study is open for enrcllment. but has not. vet enrclled subjects into the
combination therapy group

A total of 100 healthy subjects were enrclled in this study with 20 subjects in
each of 5 treatment groups

The revised informed consent form must be used to obtain consent from
TR
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Onoe enrolled, subjects will remain in the study through completion of the
required follow—up duration unless the subject withdraws consent, the
investigator withdraws the subject, or Company A terminates the study for
any reason,

A subset analysis will be conducted on a per—protocol populations consisting
of all enrolled subjects who received the randomized treatment assignment,
had no pre—specified inclusion/exclusion violatior(s), and had adequate
follow—up

A subject will be enrclled in the study after he/she has signed the informed
oonsent, it has besn determined that he/she meets all of the inclusion
criteria and none of the exclusion criteria, and successful pre—dilatation has
bean performed

Reasons for physician—directed subject withdrawal include, but are not
exclusive to” protocol requirements, the subject has enrollad in another study,
or the physician deems it in the best interest for the safety or welfare of the
subject to withdraw

After successful predilation with the high—pressure balloon and crossing of
the lesion with the guidewire, participants were enrclled and randomly
assigned to treatment with the drus—coated balloon or a standard balloon ina
1:1 ratio and stratified according to lesion status (new or restenctic).

If the results of the serum biochemistry or urinalysis are outside the
reference ranges, the subject may be enrolled only if the investigator judges
the abnormalities or deviations from normal to be not clinically significant, to
be appropriate and reasonable for the population under study, and not to be
a potential cause of cognitive impairment.

In the first 8000 subjects (4000 in the Vaccine A group and 4000 in the
placebo group) enrolled in the Phase [/ part of Foreign Study A, data on
the predefined local reactions (iniection site pain. redress. and swelling) and
the predefined systemic events (pyrexia, fatigus, headache, ohill, varniting
diarrhoea, myalgia, and arthralgia) were collected within 7 days after each
dose by the subject diary
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Patients are treated on an cutpatient basis

These patients can be treated as outpatients

Part B consists of continuing treatment on an outpatient basis

This treatment will be given to you at the ocutpatient department

The patient was treated for a purulent wound of the left foot on an
outpatient basis

The patient was treated in the hospital for 10 days and discharged with
outpatient physical therapy

Clutpatient treatment of minor infections is appropriate for patients who have
close follow—up available

The patients were evaluated as ocutpatients at Weeks 1, 2, 4, 6, and 8 and
then every 4 weeks during treatment.

The authors determined the freguency of anxiety disorders in a large group
of depressed outpatients seeking treatment.

Ambulatory patients are typically treated in outpatient settings, where they
do not reguire overnight hospitalization.

A child with a faver of 39°C or above can also be treated as an cutpatient
without antibiotics if close follow—up is ensured

As an outpatient, you'll visit the treatment facility regularly — for some
patients, even daily - but you won't stay the night

These patients can be treated on an cutpatient basis, often with initiation of
a low dose of a sulfonylurea agent or metformin

This leaflet explains the procedure for having radicactive iodine treatment as
an outpatient and the precautions you need 1o take

The patient was treated on an emergency, cutpatient basis for an event not
fulfilling any of the definitions of “serious” given above
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existing hospitalization, unless hospitalization is for;

= routine treatment or monitoring of the studied indication, not asscciated
with any deterioration in condition

— elective or pre—planned treatment for a pre—existing condition that is
unrelated to the indication under study and has not worsened since signing
the informed consent

— treatment on an emergency outpatisnt basis for an event not fulfilling any
of the definitions of an SAE given above and not resulting in hospital
admission

— social reasons and respite care in the absence of any deterioration in the
patient’ s general condition
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There is no restriction with respect to gender.

MNo pattern emersed with respect to causes of hospitalization

There ara no restrictions for Drug A administration with respect to meals
Percentage of phosphorylated EGFR with respect to that without a drug
(100)

Both treatment groups were comparable with respect to bassline
demographics

The antibodies have been characterized with respect to their CYP
selectivity

All treatment groups were comparable with respect to demography and
disease severity

The patient is delirious and completely disoriented with respect 1o his
surroundings.

The treatment groups were similar with respect to baseline demographic
characteristics

The two treatment groups were evenly balanced with respect to race and
weight at baseline

The two treatments differ substantially with respect to their effects on
serum trighycerides

The drug—coated balloon was noninferior to standard balloon angioplasty with
respect to safety

Implications of the findings are discussed with respect to factors that
contribute to longevity

Dual therapy was noninferior to triple therapy with respect to the risk of
thromboembolic events

The HPLC method was fully validated with respect to accuracy, precision,
linearity, and recovery

The trial groups were similar with respact to demographic and clinical
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The drug-coated balloon was superior to the standard balloon with respect to

the percentage of participants with target-lesion primary patency during the
f months after the index procedure (the primary effectivensss endpaint) and
was noninferior with respact ta the percentage of participants with serious

adverse events involving the arteriovenous access circuit within 30 days (the

primary safety sndpoint)

Based on the similarities in clinical practice with respect to the diagnosis and
treatment of major depressive disorder in Japan and the West, and after
careful evaluation of the safety, tolerability, and pharmacckinetic profile of
Drug A in the Japanese and global phase | studies, the Sponsor believes that
it is appropriate for Japan to join the global phase Il studies and the
simultanecus global development

No significant effect was observed with respect to hospitalization for heart
failure or death from cardiovascular causes [oomposite outcorme) (which
occurred in 4 0% of the patients in the empaglifiozin group and in 4 6% of
those in the placebo group; hazard ratio, 0.84; 95% CI, 067 to 1.07; P=0.15) or
with respect to death from any cause (in 4.5% and 5.1%, respectively; hazard
ratio, 0.87; 95% CL 070 to 1.08; P=0.21)

Drug & concentration, the yield of Drug 4, cell substrate—derived impurities
(CHO protein and DNA) and process—relatad impurities (MTX, gentamicin,
hurnar insulin [geretical recombination], protein A, medium component A,

medium comporent B, medium component ©, and medium comporent D), and

aggregates were measured for each step, which confirmed the robustness
and reproducibility of the process with respect to the vield and removal of
impurities for each step

The rate of hospitalization from any cause was lower in the empaglifliozin
group than in the placebo group (hazard ratio, 086, 95% CI 078 to 0.95;
P=0.003), but thers were rno significant betwesn—group differences with

respect to the composite outcome of hospitalization for heart failure or death

from cardiovascular causes [which occurred in 4.0% in the empaglifiozin group
and 4.5% in the placebo group) or death from any cause (in 4.5% and 5.1%,
respectively).
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patients diagnosed with anorexia nervosa

The patient was diagrnosed with bladder calculi

The subject was diagrnosed with severe renal tubular necrosis.

The patient was diagnosed with prostate cancer cT4N1M1b, stage D2

At this point. the patient was diagnosed with contrast—induced
encephalopathy.

About 200,000 people are diagnosed with Disease A annually in the United
States

African American adults are mare likely to be diagnosed with coronary heart
disease

Drug A had an unprecedented impact on survival in patients newly diagnosed
with CMWL.

The patient was diagnosed with celiac disease with villous atrophy on jejunal
biopsy

Of those people disgnosed with Hodglkin' s lyrmphomea, 86 percent will live at
least 5 years

About 30% of patients diagnosed with lung cancer are at stage 1l at the time
of diagnosis

The definition of “cancer survivors™ broadly includes all patients diagnosed
with cancer

These patients were histologically diagnosed with a locally advanced or
metastatic malignancy.

For patients diagnosed with metastatic lung cancer, the five—year survival
rate is less than 5%

It is estimated that about 115,000 new cases are diagnosed with gastric
cancer per year in Japan

The patient was diagnosed with cervix cancer and lung metastases and
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A B0—year—old female patient who was enrclled in an open-label phase I
study of Drug A for patients with accelerated phase chronic myeloid leukemia
who are resistant to or intolerant of Drug B was diagnosed with hemorrhagic
gastritis while being hospitalized for back and leg pain

Primary Ohjective: To assess the relative effectiveness of Drug 4 0005%
ophthalmic solution dosed once daily and timolol (0.5% or optionally 0.25% for
subjects younger than 3 vears old) dosed twice daily in pediatric subjects <
18 years of age who were diagnosed with pediatric glaucoma

If the patient has been diagnosed with chronic renal failure based upon
clinical course, ar 1) eGFR < 50 mL/min/1.73 rt, 2) proteinuria > 0.5 g/gCr,
3) testing positive for proteinuria as well as hematuria, eto., then the patient
should be promptly referred to a nephrologist to improve the proghnosis
Secondary Objective: To compare Drug A 0005% ophthalmic solution dosed
once daily and timolol dosed twice daily in pediatric subjects £ 18 years of
age who were diagnosed with pediatric glaucoma, with respect to the
proportion of subjects with at least a 15% lowering of baseline intraccular
pressure [1oP)

After completing all assessments. 129 of the 200 patients (45%) were
eventually diagnosed with idiopathic pulmonary fibrosis and the remaining 55%
were diagnosed with other types of interstitial lung disease: 17% with
conective tissue dissase (CTD), 18% with hypersensitivity preurmonitis, 7%
with nonspecific interstitial pneumonia [NSIP) and the rest (18%) with other
types of interstitial lung disease

Males and fermales 2 50 vears of age. who were diagrnosed with vascular
dementia or dementia of the Alzheimer’ s type and vascular dementia, who
were otherwise in good health, and had a reliable caregiver or family member
who agreed to accompany the subject to all scheduled visits, provided
information about the subject as reguired by the protocol, and ensured
compliance with the medication schedule were eligible for enrollment.
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