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Nao dose adjustment is generally necessary. FAl-LT B EEon BldE.
Onee modified, maintain the dose for 2 4 weeks REEEE T EES . SRS ERLL S TE.
Adjust dosage according to blood pressure goals mEEZBICELTEZEET{8RT 5.
Mo dose adjustment was allowed during the study SAEPOAEAET A IELE.
Drug A dosage should be adjusted in Asian patients PUPNEBTIFERIERSRE 2B RT ).
In gereral, wait 7 to 14 days betwsaen titration steps FAIFLT. A=AEinE BEoEICE7 - 14HREER TS,
Dose adjustrment in the elderly is not generally necessary —MREC. EEmEChAAE AT EE.
Nao dose adjustrent is required in patients > B5 vears of age BARE RS ECRNT B EEre Bidzi.
Dose adjustment is not needed in patients with renal impairment EHEEEEORE A THE AT L EL,
Mo dose adjustment is necessary for patients with hepatic impairment. e E 2 b THEEEDLE G,
The dose may be adjusted according to the patient’s clinical condition BEFEEOPECICLTERERT S{H=HEm.
MNecessary dose adjustments for side effects are outlined in Section 10. BIERDE. »EihE 200381018 Hgs =,

Further dose adjustments should be made as outlined in MAINTENANGCE 8 | (TN TaEn TS LI, EAh2 A S EW ETHS.
DOSE
The first 8 weeks of the open-label phase were the dose titration period. IFEFHoSPOeRERG S e LE.

Any other study drug dose adjustments and/or interruptions are not FOMIL DS ERFEOR R REX LT —AEEF LA
permitted

Orthostatic hypotension was most notable during the initial dosage titration.  FRIZ MRS #IED0 A £ AR HIC S5 Can 00 TH . @)
The guidelines for dose and frequency of dose adjustments should be S RS FEOEECE T H AT CEE T B,

followsd.

Drug A dose adjustments were performed according to the Drug A packaze  ZERIAGH EEESFER AT ECE-TITOR.
insert
Collectively, these data suggest that no dose adjustment is necessary for Fohat. ChiamT —ah, BRACOWTIEAE RO BB a0,

Drug & B,

Diose adjustment is not considered to be needed in patients with renal EHEEEEORF RO THERRILEGNEE NS,
impairment,

Therefore, no dose adjustment is needed for patients with mild hepatic Lt T, BEDSEEEZ0EECHNT A HEEE L BEESNGL.
impairment,
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However, given that the dose of Drug A is adjusted according to hermoglobin Ll F|HIAZATIOLABICIGLUTHEZ AN 2L, BRlatm S EaAtd
levels and that hemoglobin levels are measured on a regular basis during A AESEERICAIESN 6 a B B Y 4, IBEDI R MERE fCREEY S0
Drug A therapy, cardiac valvulopathy and thromboembolism resulting from  JEFRARIE U MASEAREND B & ACER A R BIREC 0 s TTREM TR,
excessive erythropoiesis are unlikely to pose a problem in the clinical use of

Dirug A

As the applicant explained that a pharmacokinetic study in subjects with fFeEE T R LB SRR TIE S R ERAD
hepatic impairment failed to evaluate the steady-state pharmacokinetics of | W EIREESHE TG BEELRIBL T SCEM, IFlEET0ES
Drug A, whether Drug A should be used in patients with hepatic impairment. |IZBH3E | ADIR SO O SIFICH SHS5OLEHOEECNTR. T2
and whether dose adjustment is required will be determined, taking also TREEFRTHET T3 0TS,

account of safety data

Thus, the Authority asked the applicant to present safety information from | F2C. 2Eid. FHlaniit SEnNEEANOITEEESEEDEENSFANER
Japanese and forsign patisnts with hepatic impairment treated with Drug & £ HIBIREIETL  RICHEEEEDOS ETIFDEZEORECIGL TES A
and then explain whether Drug A nesds to be contraindicated or Drug A dose 2 @9 300 E0Ea0 . B20FERAOH /ST AL E THEIMIC DT
adjustment is required in patients with hepatic impairment. depending on the  BAT 33 EITRDE.

degree of impairment

Diosage modification of NEXIUM is recommended for patients with severe EEITHEEEOEECHLTIE. UM EIBADER. NSAIDEEEEE
hepatic impairment for the healing of erosive esophagitis, risk reduction of CURADER. + 2B EBOE X 2ADERDzhOA T 08— EOURRE.
NS AlD-associated gastric ulcer, H pylori eradication to reduce the risk of VLA v— TN AR EEHGY ORGSR Z 0. 2300 A0 E A
ducdenal ulcer recurrence, and pathological hypersecretory conditions HEEXNS.

including Zollinger—Ellison Syndrome

The study had four periods: a 21-day screening period; an 8-week period of |4 3{$&3. 21 BREID2HU-"2 8086, sBRO A = R GERECREE
dose adjustment (every 4 wesks) that could be extended up to 20 weeks it #AEAL . A AICBINZTAN RSO ATIIGREEIDET SDICHELS
needed to reach the randomly assigned dose of bardoxolone methyl; dose SiCideoBREFTIE R TERICELE) . R EEHAEOHE T iR EABET
mzintenance from the end of the dose—adjustment period through week 52, M EHEIFEIE . &R S E4ERMEFRET DA E TEALE.

and follow—Lp for 4 wesks after the last dose

While exposure to Drug A may increase when CYP2C8, OATPIBT. UGT, or  |(CYF2CE. OATPIBY. UGT. OATOIEEERHAR SLEFCERAOBREE
(OAT inhibitor is used concomitantly, given that the dose of Drug A is PHENITE O EEEEED . ERAIATIOrBICIGL T & REEh . AT
adjusted according to hemoglobin levels, and hemoglobin levels are monitarsd |\OF/EIFEEANIZHESNZIE0A, IRBFS TIICYF2C8. OATPIBY. UGT.
on a regular basis, thers are no particular problems with CYP208, OATPIB1, DATOIAZ HEER| A H1% 53 CIC R OMLIREE RO,

LIGT, or QAT inhibitor being used concomitantly with Drug A at present

B=E-E @R e R P 4 c—
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Consent Withdrawn
The regulatory authority concurred
Withdrawal of the subject’ s consent.
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 consent is valid unless and until [ revoke it
You will be given a copy of the signed consent form.
Inoorrect 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 to the study
Written informed consent was cbtained from all patients.
the person who conducted the informed consent discussion
Provide the actual date the informed consent was signed
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
Appendix 1 contains a copy of a sample informed consent form
This consent form may contain words that vou do not understand
All patients should sign the Informed Consent/Fatient Agreement
You will be asked to sign an informed consent form at screening
Subject A withdrew consent because she wanted to become pregnant
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SEHEIEETEELE,

TARTOZNEFSN EETEEETLE.
TATOIBICONTEERISE.
EEOHEIFEETETLEDN EEah.
HiFEAB SN s EREETRELEY.
CORIERIANCNERD- TSI TEUTY.
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HEoEhROEEENALANESS.

ERAEU B Ao EEEOELEZFHREET.,
BRI T AT ATOE BT 3 CCRAELTUZE,
TATORES R ERCEELE.,
TRTOEEMSEDCRERSE.
BECOWTOELSLEITIES
FEEECERCESLEQTRIEATS.
FZIRICEIR IS TETLELES,

fRERE R EMSENEOIRRTE., ~.

I CoREZEOERANELESRELIT (ZHENET).
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_OREECIEETEROSENSINTUSIELNERA.
TATORENEEEXNIRESEECERTA.
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Of the 43,000 subjects who were randomized by the data cutoff date
(MNovernber 1, 2020), 3000 were excluded from analyses (2800 who did not
recelve the study vaccine or did not receive Dose 2 within a predefined
period, 100 who had significant protocol deviations within 7 days after Dose
2, 90 whao were found not to meet the eligibility criteria after randomization,
and 50 who had not provided consent [some subjects had mars than 1
reason for exclusion])
[ 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), statement of entry 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.
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 associated
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 proarrhythmic when compared with dobutamine
The clinical benefit of Drug A over interferon is substantial

Dirug A significantly 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 reliahle compared with other formulas.
IL-2 production was greater for AAA cells compared to BEBB—transduced T
cells
Treatment with Drug A redused the risk of death by 50% compared with
placebo

Drug A provides about a 30% reduction in the relapse rate compared to
placeho
Gingivitis was reduced by a significant 20.0% compared to the vehicle control.
The exposure to Drug & 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
placeho
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
placebo group
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In the 3—category analysis, compared to baseline scores, there were less

subjects with score of 0 (not able to hold urine) in the talteradine ER group at A TEELY B ML TON EREEC1EE (182%) . 4B 8 (252%) . 12588

Week 1 (182% subjects), Week 4 (25.0% subjects), and Wesk 12 (8.3%
subjects), whersas in the placebo group, nurmber of subjects with O score
were variable (inoreased at Week 1 [400% subjscts] and Week 4 [33.3%]; and
no changs at Wesk 12 [16.7%])

Drug A, on top of standard—of-care treatment with an angiotensin-converting CKOAT—3/2~4T R\ P A= HEEDIE I RN 2 EECH0T. FA

erzyme inhibitor (ACED) or an angiotersin receptor blocker (ARB), reduced
the relative risk of worsening of renal function, onset of end—stage kidney
disease, or risk of cardiovascular or renal death by 40% the primary
composite endpoint, compared to placebo (absolute risk redustion [ARR] =
50% p < 00001) in patients with CKD Stages 2-4 and elevated urinary
albumin excretion

Fotential benefits of the AAL Stent Graft System compared to other
commercially available endovascular abdominal acrtic aneurysm repair
devices may include, but are not limited to; -

— More robust seal between the graft and aorta, possibly reducing the risk
that the graft will develop Type [ or Il endoleaks or migrate over time

= Lower risk of injury to the access vessels due to the low profile and more
flexible delivery system compared to the commercially available devices

As compared with the changs in systalic blood pressurs of —9.4 mm Hg in the JZEREHCHIHTBIVHERAM T0ZE L E — 9 4mmHet thEIL T . AR D25~

placebo group, there were significantly sreater decreases in systolic blood
pressure in the 2-mg baxdrostat group (difference between the 2-mg group

and the placebo group, —11.0 mm Hg; 95% confidence interval [Cl], —16.4 to — Bt 1 mgd ¥ TEEIETE =D O meB - TR EEDEL -3 1mmHg, 952601
5.5; P<0.00) and in the 1-mg baxdrostat group (differencs bstween the 1-mg —135~—2.8. P=0.003) . 05me3flCB 3R F IR EELGEO T GhoE.

aroup and the placebo group, —8.1 mm Hg 95% CL —13.5 to —2.8; P=0.003).
but these decreases were not significantly greater with the 0.5—mg dose
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AITFE SR TGS AT A R RIEE S (ACE) X7 a/d s
SEFEENE ARBIEHBT ). BHEEOE(L. FRBETTORIE.
SIS FE R (F B ERELEIEOLO T AN S E T2 URD (Ths s TR
FEREEFMIEE) ISR s T 4056 (R Tt (GRrdUR DRV
[ARR] =50% . p</0.0001],

o BROAE SRR SRR IS PUEET) S A HEL TAAA AT U ISR W2,
TLIZFETFoEENET mhidaent. EnAICRAN S TE.

- WSO RBIRDE BB LD LoDIL TS, BEISRRIC DN TS
AR FNEGT - RS ECRANE T T3 EAAN3.

- MIROTI AL EELTNET, RS EOTUN - ATATRESLN. 7
DE2MEDIREIRIHHEL.

2R EC B UNFEHA N DR T IRmEF S0 B B ICAE CmeBE TS EREED
ZEiF—11 0mmHg. 95% (E3EEREI[CI] —164~—55. P<0001), JSH2AFAR
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Concomitant use contraindicated

Antacids may be used concomitantly with NEXTLUM

Treatment with prohibited concomitant medication

Refrain from commencing concomitant physiotherapy

Concomitant use of allopurinol with Drug A should be avoided

The concomitant use of other study medications was prohibited

Any use of concomitant medication must be recorded in the CRFE.
Concomitant food intake does not influence the clinical effect.

The changes in concomitant medication must be clearly documented
Concomitant treatment with a psychotropic drug was not permitted

The therapy must be documented in the concomitant medications pags

Any concomitant therapies must be recorded on the case report form.

Drug A is administered without the need for concomitant prednisone

There was no concomitant rise in alkaline phosphatase or bilirubin

During the study period, there were no changes in concomitant drugs

These therapies can be administered concomitantly with vaccinations

The package insert of these concomitant drugs should be read thoroughly
Concomitant medication usage will also be assessed throughout the study.
noncompliance with the provisions related to prohibited concomitant drugs
Treatment with nor—permitted concomitant drugl(s), as defired in Section 10
Has the patient taken any concomitant medications during the study period ?
The data on concomitant use of Drug A with CYP344 inhibitors are very
limited.

Concomitant drugs and significant non—drug therapies will be listed by
patient

For detailed procedures for dealing with concomitant medication, see Section

10
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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). statement of entry 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

The following assessments and tests will be performed at annual visits
through 5 vears: -

— Physical exam

— Laboratory testing, which includes renal and optional coagulation
assessment

- Contrast enhanced spiral abdominal/pelvic CT

— Abdominal X—ray, including anteroposterior, lateral, left oblique and right
oblique views

- Device/aneurysm assessment based on imaging (erdoleak, migration,
integrity, patency, abdominal aortic aneurysm dimensions)

— Concamitant medications (anticoagulants, antiplatelets and antibiotics only)

— Adverse events
— Other relevant data as indicated on the CRF, including optional wound
assessment

BEE-F  @RN-——FE-F
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criteria for diagnosis of brain death
A diagnosis of myxedema is convincing
Definitive diagnosis could not be made
The test is intended to aid in diagrnosis
The diagrnosis was confirmed by POR assay
Cne patient had been given a misdiagnosis
[ yes, record the date of first diagnosis
Another possible diagnosis is endometriosis
Spirometry is essential for dizgnosis of COPD
miosis for the purpose of diagnosis or treatment
It Yes, record each diagnosis and its status below.
The histologic diagnosis was indeterminate colitis
A diagnosis of complex odontoma was made clinically.
Diagnosis may be confirmed by radiological procedure.
Liver biopsy had been the gold standard in diagnosis.
The specific diagnosis was indeterminate in 1 patient
A diagnosis of bronchoprneumonia with pleuritis was made
Make sure this is a diagnosis and not a symptom or sign
Admitting Diagnosis <{diagnosis at the time of admission>>
The diagnosis of the underlying illness should be recorded
Early dizgrosis and treatment increase the chances for cure
Ten patients had a final pathologic diagnosis of lung cancer.
Prostate specific antigen (PSA) at diagnosis was 4816 ng/mL
Diagnosis should be based on recently obtained tumor material
Phlebotomy is best initiated as soon as the diagnosis is made.
promotion of palliative care from the time of cancer diagnosis

#®FESE 18 [§:39044]
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Diagnosis of Pht CML in chronic phase defined as:
— < 15% blasts in peripheral blood and bone marrow
— < 30% blasts plus promyelocytes in peripheral blood and bone marrow
— < 20% basophils in peripheral blood
- > 100 % 10%/L (2 100,000 /mmr?) platelets

— Mo evidence of extramedullary leukemic involvement, with the exception of

hepatosplenomegaly

The results of the clinical research conducted in patients with advanced or
recurrent solid cancer suggested the clinical utility of the product in obtaining

information on the diagnosis and prognosis of patients with solid cancers,

including orphan cancer for which no standard of care is available and cancer

of unknown primary, as well as diagnosing hereditary tumors

The following NSCLC data will be collected and recorded in the CRF: date of
first diagrosis (obtained by histology or cytology); results of staging at first

diaznosis (tumor—node—metastasis [TNM] staging; techniques used for
staging at first diagnosis; histology; history of previous treatments for
MNSCLC; and results of staging after chemotherapy for confirmation of
eligibility

In a multicenter, retrospective study involving patients with mucormycosis
who were treated with lipid formulations of amphatericin B (mainly liposomal
amphotericin B), the prabability of survival was 0.72 amaong the 53 patients

who started treatment within 3 days after diagnosis, as compared with a

probability of only 0.33 among the 6 patients who started treatment beyond

day 3

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 pharmacokinetic profile of
Drug A in the Japanese and slobal Phase | studies, the Sponsor believes that | BIIFE R R R RIFHRECENTIOEBEY THEIEBZ T3,

it is appropriate for Japan to join the global Phase Il studies and the
simultaneous global development
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Otherwise, the study will enrcll 10 more 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

Frequency was based on total subjects enrolled in Drug A studies

An attempt was made to enroll 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
Enrollment in the study will pause after the sixth patient has been enrolled
This study has completed enrollment; the subjects are currently in follow—up.

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

A total of 5O 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 enrclled 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 enrcllment into
the study.
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[ the first 8000 subjects (4000 in the Vacoine A group and 4000 in the
placebo group) enrolled in the Phase I/l part of Foreign Study A, data on
the predefined local reactions (injection site pain, redress, and swelling) and
the predefined systemic events (pyrexia, fatigue, headache, chill, voriting,
diarrhoea, myalgia, and arthralgia) were collected within 7 days after each
dose by the subject diary
A 40-year—old male patient was hospitalized due to Grade 2 interstitial
pheumonia which later became life—threatening Grade 3 interstitial
pheumonia while enrolled in 2 study of Drug A administered orally at a dose
of 100 mg twice daily in patients with chronic myelogenous leukemia in
lymphoid 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 enrollment 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 andfor severity of adverse events in this or other studies
indicating a potential health hazard caused by the device
The study enrclled approximately 1000 patients who were randomized to one
of three treatment groups to receive Drug A (10 mg arally once daily) in
sombination with Drug B (5 mg orally once daily) (Group &), Drug A (20 mg
orally once daily) in combination with Drug B (200 mg intravenously every
three weeks) (Group B) or Drug C (50 mg orally once daily for four wesks on
treatment, followed by two weeks off treatrment) (Group C)
MNeither the trial sponsor nor any of the funding bodies had any influence on
the trial design; the preparation of the protocol or statistical analysis plan;
the selection of sites or patients; patient enrcllment, 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.
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Subjects will be enrolled in sequence

An additional subject was enrclled as a replacement.

Most subjects enrclled in the study were male and elderly.

Only 10 subjects will be enrolled into each treatment group

Forty study centers from MNorth America enrclled 400 subjects.

Frequency was based on total subjects enrclled in Drug A studies.

All enrolled subjects were allowed to take fever—reducing medications

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

Aototal of 5O healthy subjects were enrolled in this single, ascending—dose
study

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

All 10 subjects enrclled in the study were included in the pharmacokinetic
aralysis set

Subjects enrclled will have 3 tau PET Scans performed at baseline, at Weeak
72, and at Week 156.

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

Thirty healthy men were to be enrolled 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

Ore study is open for enrollment but has not yet enrclled subjects into the
combination therapy group.

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

The revised informed consent form must be used to obtain consent from
subjects currently enrclled in the study

In this prospective, single—blinded, 1:1 randomized trial, we enrolled 330
participants at 29 international sites
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Ornoe 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 inclusionfexclusion violation(s), end had adequats
follow—up.

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

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

After successtul predilation with the high—pressure balloon and crossing of
the lesion with the guidewire, participants were enrclled and randomly
assighed to treatment with the drug—coated balloon or a standard balloon ina
1:1 ratio and stratified according to lesion status (new or restenotic)

If the results of the serum biochemistry or urinalysis are outside the
reference ranges, the subject may be enrclled only it the investigator judges
the abrnormalities or deviations from normal to be not clinically significant, 1o
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 Vaooine A group and 4000 in the
placebo group) enrolled in the Phass 1171 part of Foreign Study A, data on
the predefined losal reactions (injestion site pain, redress, and swelling) and
the predefined systemic events (pyrexia, fatigue, headache, chill, vorniting,
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 outpatient basis

These patients can be treated as outpatients

Fart B corsists of continuing treatment on an outpatient basis

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 outpatients at Weeks 1, 2, 4, 6, and 8 and
then every 4 weeks during treatment.

The authors determined the frequency of anxiety disorders in a large group
of depressed outpatients seeking trestment.

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

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

These patients can be treated on an outpatient 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 to take

The patient was treated on an emergency, outpatient basis for an event not
fulfilling any of the definitions of “serious” given above

This study compared the efficacy and safety of paroxetine and imipramingz
with that of placebo in the treatment of bipolar depression in adult
ouUtpatients.

Drug A and cisplatin treatments will be administered either by the
investigator or under his or her direct supervision in a hospital or outpatient
setting,

Patients who have superficial skin and soft tissue infection who can be
treated as an ocutpatient were excluded since the study targets patients with
a severe condition
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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 associated
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 arny
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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