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Facility Name

Thera eutic Areas And patient po ula"on

Therapeutic Area(S): provide the list of Therapeutic Areas for your Facility

N゛OP1■釧13

H●r"ic ar,d LyrrlP卜愉tlc Di'鮎'那

M.1. ur叩酎11住ID珍鮎^

陥間ヨ1 UNY.rゞW H山Plt■1

M動住ID^d都

SIP Facility profile Form

N創獣」lsylt゛m D1巽'郊

R●叩lmtⅨyTr●dD1叫伽

SMn■rldCⅨ闇^廿Y●劉執1● D住M5邸

C粛rdk加如'射【訴艶●^

F.rn.1. ur的創ψt高1 α'N聞3 ■r細 Pr竪g間rlw C引〒IP"C冨tia'1'

W以」r阿5.r心伽Nri"

Sub・Therapeutic Areas

N0加: sub、フ71例ヨNU力CAoas0■打 besoledodonlm●"om the Fadli理^"16nls/P

r

Or此d叩y, H酬きtd叩k M.1殉閑岡.Ey. D1卿開乳(X馴N則沌ryr四d的{cd1州" D{g"U光"駐畍 d1抽跨,モ『心Ⅸ11M 芋t酬 d1叫鈴, MU'd11邸胎1喰t●1
dl'閥"

Iea

Study phase capabilitios

回Ph郎.1 回 Ph卵0"回P胎■●Ⅲ回 Ph郎0IV
Other Faciliw D9tails

Do you have A価liated Research sites or sate11ite sites/clinics? A sate11ite site is

(!>Yesa secondary locati0Π財'1ere the investigator sees dinicaltrial subjects. usua11y this

X●

is the same investigatorYⅥ'10 sees sU切ects atthe primary site location

Vvhat study types does your Facility have experience W赴h?

[Z]Academic [ヨ 1ndustⅣ 1^ Investigator 1ΣIGovemment1コ 0ther
Initiated

Is your Facility af斤liated with a govemment agency or pad of a govemment

funded health service?

Patient population

Patient population Demographics

【王] pediatrics . Less than or equelt017 1^Adults ・ AgeS 18-64 11aGe「恰trics ・ Greaterthan or equalt065
Patient population comments

Cι写'MZぽ貨
制剛加計^園翫背m

IRB/ERB/Ethics commiせee

Vvhatis the average time (in days)to stad a study
Once you have received the regulatory package?

Does your Facility perform lRB/ERB/Ethics comm轍ee

Submissions?

1Ⅸ浅抽P.゛^

SIP FaC11卿 Profle Form V34 【30・NOV・2022】

Does your Facility have a dedicated department or
group to perrorm 恨B/ERB/ehics commi廿ee
Submissions?

SIP FaCⅢty profile Form

Depadment contact Name

Depadment contact phone Number

Depadment contact EmailAddress

Is your Facility able to initiate study activities priort0 恨B/ERB/

Ethics commi廿ee protocol approval?

Vvhattypes oflRB/ERB/Ethics commi廿ee does your [Z]Loca1 11コ CentralActingasLocal
Faci1卿 Use?(select alnhat a叩ly.) [1] sponsor provided central

Does your institution and/0「10calregulation mandate the distribution of 厄)ゞ部 CNO
Safew repods 【eg., development safety update repod (DSUR),

Suspected unexpected serious adverse reaction

(SUSAR)to a local Review only 恨B/ERB/Ethics comm轍ee?

Are there any other steps thatthe sponsor should be aware offor your
CNO^YesIRB/ER剖Ethics commi廿ee review and submission?

(> Lessthan 30
(> 91-120

厄)NO

CY郎厄)NO
(!> Not Applicable

、 page l of 19 、

@)即・0O C 90
(> 61・Greater
than 120

恒)Y郎 CNO

@)Y郎 CNO

If Yes, provide details about the role various comm轍ees play in your

Site's review and submission process.1f you have multiple loca1 恨BS,

explain what drives the decision on Ⅷ'1ich 恨B to use

Y'IUNro Md剛■

、 pagθ 20f19 、
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(!> Yes

SIP FaC11ity profile Form Y34 {30、NOV、2022]
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Loca11RB/ERB/Ethics comm批oe

IRB/ERBIEthics comm轍ee Name

Street Name and Number

Building/Floor/RoorNsuite

Additional Address lnfo

Country

State/province/Region

Ciw

Zip/postal code

Registration NO

SIP Facility pr0例e Form

凶間●iunN●r'1W H伽PM11r1虹itut1Ⅸ゛1 R耐リi酬 B伽耐

1・14・1 M1ト.ra・d.i, Mln.『nl・ku

玲nd.1 UrlN對訊y H伽P1住1

Vvhatis the meeting hequency ofyour Local
恨B/ERB/ehics committee?

」●P●n

How long before 恨B/ER剖Ethics commi廿ee review is

the submission packet required?

Does the 恨B/ERB/Ethics commmee require

Payment priorto release of 而nal approval documents?

Does the 恨B/ERB/Ethics comm轍ee require contracvbudget approval

Priorto release offinal approval documents?

0"ka

Sak丑1

590.m97

Registering Body

N0加:At抽ohlTlont3Can b.ι1ρ10a伽donlmθ加mmo F■Ciめ凡口用●m slp
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C09NZ中此
封糊加兩艸"g0出'園^

CentralActin as Loca11RB/ERBIEthics comm轍ee

Reviewon1 1RB/ERB/E伽ics comm轍ee

N0加: cen0丑IAchn9 a$ι.ooa11R8ER且モmio$ comm寵t●OC8n b8 S●1●d●don/1舶斤om tho Fad抗y月0"/●
m slp

IRBIERB/Ethics comm批e9 Name

Street Name and Number

Building/FI00「/Room/suite

Additional Address lnfo

Country

State/province/Region

Ciw

Zip/poslal code

Registration NO

CW●●kly cTⅧ00.MO"小@ MO"■hly

CQ"狼dyc0加[Σ1Σ1ヨ
(!> 1Week (> 2Weeks
(亙) Greaterthan 2 Weeks

CY郎@)NO

Cゞ郎@"0

SIP FaC11iw pro"10 Form V3.4130・N0ν・2022】

SIP Facility pr0例e Form

- S●1κt C以」rltN 、
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Other Roview Boards

Does your Facility have otherreview boards that need to

approve the study priort0 恨B/ERB/Ethics comm轍ee
Submission?

For example, scienti打C, radiation safety commi廿ees, or others

Review Board Name Meeting Frequency

・ S.1.ct st言t.・

、 page 30f19.

Registering Body

SIP Faclhty pr0例e Form V3.4 [30、NOV・2022]

Cwookly c

CQ如血卿 C

CW舵ゆ C

CQ"肌引ly c

CY郎 C

Twice a Month

Other

(> Monthly

[ΣΣΣヨ

(> Monthly

[ΣΣΣヨ

Twice a Month

Other

NO

、 pa9e 40f19 、
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LocalLab

Is your Facility using a loca11ab?

Lab Name

Lab contad First Name

Lab contad Last Name

Street Name and Number

Building/FI00「/Roorrvsuite

Additional Address lnfo

Country

State/province/Region

Ciw

Zip/postal code

Phone Number

Fax Number

EmailAddress

SIP Faclhty pr0例e Form V34 {30、NOV・2022]

SIP Facility profile Form
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M●y{1ml
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Local Lab Accreditation (select a1けhat apply)

口NO"0 口GLP 口CUA 口CAP 回IS0 区oth.円
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Does your FaCⅢty have a sop/written procedure for documenting bio・
Specimen (sample) processing steps/chain of custody?

@ Yes

0聞k■

Sak西1

590-0197

C NO

゛81-72・2闘・7222

Do yourⅧ汝en procedures ensure that study・speC所C temperature bio・
Specimen storage requirements are known to responsible sta音 to
ensure compliance?

゛81・m・^・^

ken開bu・tlk.n@m.d上iM■1■Cjp

Vvhatis the system ortoolthatthe site currently has or utilizes to
document Biospecimen (sample) processing steps/chain of custody?

CogMネ1ゞ
叫剛創酢^血t佃姉

Please indicate tissue c011ection and processing capabilities at your
Site?

Local Lab

Does your Facility have established processes to oversee
Sta什 Compliance Ⅷth studyspeci打C lab manualinstructions
for bio-specimen processing?

Vvhat are your Faciliw's capabilities for tissue c011ection and/or
Processing (embedding)?

Are LOINc codes available forthe lab?

- pegθ 60f19 ・SIP Faciliw pro"1e Form V34130・NOV・20Z]

SIP Facility profile Form

G) Yes

(亘) Yes

C"0

(1> 1ntemal eectmnic system (UMS)
(1> Manual Log (eg. Excel based to01)
(^ Preferto use sponsor・provided
Systenvto01

(> other

(^ On・site c011ectioTl and processing

CNO

、 page 50f19 ・

Site U訓izes a sub、contractor

for c011ectiofl and/or processi"g

(11) oth、r

(至) Yes CNO

(> Yes 厄)"0
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Consent

Does your Facility have a w「轍en sop/policy/procedure for: 1nformed consent?

Does your FaCⅢty have a wr轍en soP炉olicy/procedure for: MinorAssentfor

Pediatric populations?

Does your Facility have a wri杜en soP炉olicy/procedure for: other vulnerable

Populations?

.

SIP Facility profile Form

Vvi" your Facility require language translations for consents?

Nof●11.en9Ua卯SC8n be S610dedonlme "om th四 Fac"0月0"/8 ル1SIP

Iflocated in the us, has your FaCⅢty used or are you able to use the informed

Consent shod form?

Training

Does your Facility have a training program forthe research sta什?

Does the course contentindude GCP?

Does your Faciliw use an extemal program to conduct research training?

Please provide program course name

Do you have a process or program in place to retrain research sta什When a

Protocolis amended?

Does the study sta什 that prepares ortranspods dangerous goods have training

that meets the lATA lnternational Air Transport Association (US) or other

Countries hazardous training requirements for shipping dangerous goods?

^ Yes

^ Yes

C NO

C NO

C0自r'カゞ
創糊加面^即t佃巾

^ Yes

^ Yes

Facili

C NO

O NO

Faciliw capabi"tios

Can your FaCⅢty suppod patient visits on weekends?

Can your FaCⅢty suppod in・patient admissions forresearch studies?

Does your study sta什 have sufhcient English knowledge to understand

Communications in English?

Does your Fac"ity have access to translators and translation supportfor

Study conduct(eg. consent, study speC所C instruction)?

Does the Facility have storage space for studyRelated materials

(eg. Lab Kits, patient Materials, etc.)?

Is the lab kit storage space able to support early phase studies YⅥ、1ich

may require an increased number of kits?

Does your FaC而ty have the abⅢty to c011ect and store plqpD specimens?

Does your Facility have the abⅢty to c011ect pK/PD samples beyond

normelbusiness hours?

Does your Facility typica11y a110w the c011edion of pharmacogenomic

(PGX) samples forresearch purposes?

And E montUI

CY郎@)"0
(> Don't Know
(!> Not Applicable

SIP Faclhw pronle Form V33 [30、NOY、2022]

SIP Facility pr0例e Form

^ Yes

^ Yes

^ Yes
CITI」各P刷1

C NO

C NO

C NO

Yes

^ Yes

、 page 70f19.

NO

C NO

@)Y郎 C NO

厄)Y郎 C NO

C Y郎恒)NO

C Y郎 C NO
(^ NotApplicable

@ Y部 C NO

国ゞ郎 C "0

恒)Y郎 C NO

G)Y郎 C "0

C Y郎@ NO

SIP Faohw pro"1e F0Πη V34 [30・NOV・2022】 、 page 80f19 、
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Equipment

Ident御 the Diagnostic Equipment available at or nearthe Facility to suppod Research
Studies?(check alnhat apply.)

口 NA

[王] CTscan

[Z] DXA
ECG/EKG

[Z] FLRO

[Z] MRI

図 MRA

[Z] MRS

[Z] MAMMO

[Ξ] NMED

[Z] PET

図 X・ray

[ニ] other Other

Deschbe an addだiona/ e ui mentle/evantto c/mica/ Tlia/S

SIP Facility profile Form

Not Applicable

Computerized Tomography scan

DualEne四yx・rayAbsorptiometⅣ or Bone DensitometⅣ

Electrocardiogram

Fluoroscopy

Magnetic Resonance lmaging

Magnetic Resonance Angiography

Magnetic Resonance spectroscopy

Mammography

Nudear medidne (eg. Bone scan, Thyroid scan, Tha1ⅡUm cardiac stress test)

Positron Emission Tomography scan

X・Radiation

Goneral Equipm9nt

Does your Facility have an sop or process that ensures routine
Calibration and maintenance of general equipment? Examples of general
equipmentindude: scale, pulse oximeter, stadiometer, sphymomanomer,
etc.?

@Y冊C NO
O Y郎@ NO
OY鮎@ NO

Does your Facility have the necessary equipmentto treat medical
emergencies (ie. code ca巾?

CO゛'Mzd此
針咽加和^r*負"XTT,

Id9ntiN thθθquipment available atthe Facility to support Rosearch studies

Ce"tr廿Uge

Refrigerated centrifuge

[司 Refrigerator(2 t08 Degrees c)

Equipment capabili"es: Refrigerator(2 t08 Degrees c)

Do you have the abiliw to ge"erate a temperature monitonng log forthi5

equipment? Does this equipment provide Min/Max Temperature Monitoring?

How hequently can lemperature measurement occur? check the mostfrequent

measurement yourequipment can support

Does this equipment have back-up power?

Does this equipment have a temperature alarm?

Do you have an sop which suppods ca1山「ation ofthis equipment?

Freezer(.20 to .30 Degrees c)団
Equipment capabili"e3: Freozer(・20 to -30 DegNes c)

Do you have the abiliw to generate a tempera加re monitoring log forthis equipment?

Does this equipment provide Min川ax Temperature Monitoring?

How hequently caη temperature measurement occur? check the mostfrequent

measurernent your equipment can support

Does this equipment have back-up power?

Does this equipment have a temperature alarm?

Do you have an sop which suppods ca1山「ation oflhis equipment?

[司 Freezer(.70to.80 Degreesc)

Equipment capabilities: Freezer(・70 to -80 Degrees c)

Do you have the abiliw to genemte a temperature monitoring log forthis equipment?

Does this equipment provide Min川ax Temperature Monitoring?

How hequeηtly caη temperature measuremeηt occur? check the r"ost h'equent

measurenlent youT equipment can suppod

Does this equipment have back-up power?

Does this equipment have a temperature a1ヨ「m?

Do you havB an sop which supports ca1山ration ofthis eqU叩ment?口
Freezer(uquid N詮rogen ・135 Degrees c)

Equipment capabilities: Freezer(Liquid Nitrogen ・135 Degrees c)

Do you have the abⅢW to generate a temperature monitoring log forthis equipment?

Does this equipment provide Min/Max Temperature Monitoring?

How hequently can temperature measurement occur? check the mostfrequent

measureme"t yourequipment cen suppod

Does this equipment have back-up power?

Does this equipment have a tempeTature alarm?

Do you have an sop which supports ca1山「ation ofthis equipment?

SIP Faciliw profle Form 四.4 【30・NOV・20221

SIP Facility profile Form

CY郎C NO

CY郎C NO
圧亟ΣΣΣ二^

OY郎ONO
C Y郎C NO
C Y郎C NO

(亘) Yes

G) Yes

CNO

、 pag090f19 ・

0"0

、 peg010 of19 、

@Y郎C NO
@Y郎C NO

匝亙二二Σ二^

@ Y部C NO
C YO.@ NO
Yes NO

(今 Y部C NO
G)Y郎C NO

匝重二二ΣΣ^

@Y部O NO
C Y部@ NO
C Y郎@ NO

SIP Facihw pro"1e Form 四.4 【30・NOY・2022]

G)Y部C NO
@ YO.O NO
医亟ΣΣΣ二^
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Computor capabilities

国 Y郎 CNODoes your FaCⅢty have computers ^ich are dedicated to research studies?

Vvhattype of computer operating system(S) does yourinS枇Ution use to suppod studies?

[ニ] Apple/Mec (os x snow Leopard, Mountain Li0Π, El captain, etc.)

[ヨ 1 don't know

[1] other

SIP Facility profile Form

[コ Unix/Linux (solaris, ubuntu, Redhat, etc.)

[Z] windows (windows xp, windowS 7, windowS 8, etc.)

Vvhattype ofintemet access does your Facility have?

Does your FaCⅢW limit or prohibit access and use of extemal web・based
tools or sites for clinicalresearch (Eg. web podals to subm壮 documents to
Sponsors or cROS)?

Does the Facility have access t010ca11T support?

Does yourfaCⅢty prohibitthe use of an external usB device (eg.to
download and send data from a temperature monitoring device)?

Business continuiw plan

Does your Facility have Business continuity plan (BCP) to protect
essential business operations which describes how those processes
M" be performed during a crisis at your FaCⅢty?

Cog'Hユα祉
到剛加伽^P断佃売

V

WI・Π

Invest四ational product sh叩Ping Details

1■

IP Recipient Name

Street Name and Number

Building/FI00「/Room/suite

Additional Address lnfo

Country

State炉rovince/Region

Ciw

Zip/postal code

Phone Number

Fax Number

EmailAddress

N

SIP Faciliw pro"1e Form V34 [30・NOV・2022]

Y

国ゞ郎 C ~0

(1> 1don't krlow

厄)Y郎 CNO

SIP Facility profile Form
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0開k.

S.k引

、page110f19.

5卯・0オ97

゛81-72-2郎・7222

゛81、m・^・^

Crc@med.Mrld■i.●CJP

SIP Faciliw pr0例日 Form V34 {30・NOV・2022] 、 pag0120f19 、
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Invost四ational product storage Location

Ip storage Location Name

Street Name and Number

Building/Floor/Room/suite

Additional Address lnfo

Country

State/province/Region

Ciw

Zip/postal code

Phone Number

Fax Number

EmailAddress

SIP Facility profile Form

D即■dm●『1t 0〒PhヨΠ"●W

D印●「tment ofpMΠ竹ヨW

Kirld■i unN酢tw H叫P1山1

N0如:Addlhona/1nⅧ31匁日60n81片odudslom卯 1.ocaがonscanb08dd●d onlme "omme F8C11ay月力而矩m s/P

」■P●n

0聞k皐

S.k是1

590-0197

.81・72・2闘・7222

゛81・m、^・^

CIC@m.d.kir村.1.Kip

OogMネ割ゞ
創咽加面^即t血巾

Investigational product storage Equipment

Iden"N tho lnvosugational product storage Equipment at your Facility

[a Refrigerator(2 t08 Degm伽 C)

Equipment capabi"ties: Refrigerator(2 t08 Degrees c)

Do you have the abiliw to generate a temperature monitodng log forthis

equipment? Does this equipment provide Min/Max Temperature Monitoring?

How frequently can temperature measurement occur? check the mostfrequent

measurementyourequipment ca" suppod

Does this equipment have back-up power?

Does this equipment have a temperature alarm?

Do you have an sop which supports calibration ofthis equipment?

[a Freezer【"20to-30 DegNes c)
Equipment capabilities: Freezer(.20 to -30 Degrees c)

Do you have the abiliw to geηerate a temperature monitodng log forthis

equipment? Does this equipment provide Min/Max Temperature Monitoring?

How frequently can temporature measurement occur? check the mostfrequent

mea5Urement your equipmenlcan suppod

Does this equipment have back・up power?

Does this equipment have a temperature alarm?

Do you have arl sop which suppods calibration ofthis equipment?

回 Freezer(・70 to ・80 Degroos c)
Equipment capabilities: Freezer(・70 to ・80 Degrees c)

Do you have the abiliw to generate a temperature monitoring log forthis

equipment? Does this equipment provide Min/Max Temperature Monitodng?

How frequently can tempera加「e measurement occu『? check the mostfrequent

measurementyour eqUゆment can suppod

Does this equipment have back-up power?

Does this equipment have a tempera仙「e alarm?

Do you have an sop which supports ca1山ration ofthis equipment?

[コ Freezer(Liquid Nitrogen・135 Degrees c)

Equipment capabi"ties: Freezer(uquid N吐rogen ・135 Degrees c)

Do you have the abⅢW to generale a temperature monit0打ng log forthis

equipment? Does this equipment provide Min/Max Temperature Monitoring?

How frequently can temperature measurement occur? check the mostfrequent

measureT"ent your equipment can suppod

Does this equipment have back-up powen

Does this equipment have a tempeTature alarm?

Do you have an sop which supports calibration ofthis equipment?

SIP FaC11ity pm"1e Form Ⅶ 4 [30・NOV・2022]

SIP Facility profile Form

、page130f19、

@Y郎CNO
@Y郎ONO

亙巫亙三ニニ^

G)Y舶ONO
CY郎@NO
CY郎@NO

@Y郎ONO
@YO.ONO

匝亟亟三二Σ^

@Y部CNO
OY郎G)NO
OY郎@NO

SIP Faci11W profle Form V34 【30・NOV・2022】

@Y部CNO
G)Y..CNO

匠亙亙ニニニ^

@YO.ONO
CY舶@NO
OY鮎@NO

CY鮎CNO
CY郎CNO

医亟ニニニΣ^

CY鮎CNO
OYO.CNO

CY..CNO

、 page 140f19 、
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Investigational p『oduct storage & Handling

Is the lnvestigational product storage Room secured with contr011ed access?

Do you have the abⅢW to generate a temperature monitoring log forthis

Investigational product storage Room?

Does the lnvestigational product storage Room provide Min/Max

temperature monitoring?

Does the lnvestigational product storage Room have back・up power?

Does the lnvestigational product storage Room have a temperature alarm?

Do you have an soP Ⅷ'1ich supports calibration ofthe temperature

monitoring equipment?

Does your Facility have the ability to manage on・site or 0什・site destruction

SIP Facility profile Form

Of lnvestigational product?

Does your Facility have a written sop/policy/procedure for destruction of

Investigational product?

Do you provide your sate11ite site(S) Mth a dedicated inventory of

Investigational product?

Does your Facility have a wri廿en sop/policy/procedure to ensure that

Investigational produd is appropriately maintained during transpodation to

Sate11ite site(S)?

(亘)Yes

(亘)Yes

Desclibe addπlbna//nvesti ationa/P1口duct stola e & Hand/in ca abi/元ies

CNO

CNO

(亘) Yes

^ Yes

(> Yes

Cゞ郎

(亘)Yes

C09吋^
訓榔加計^P如佃Xm

Pr9Para"on And Administration o"nvestigational product

Identify 伽e lnvesugational product preparation capab託ities at your Facility

[Z] Extemporaneous preparation

[Z] vedica11aminar 司Ow hood (chemo/hazardous drugs)

[1a Glove box (non・venteの

[a Horizonta11aminar 令Ow hood (non・hazardous drug preparation)

[1コGlove box (vented to outside)
C NO

C NO

@) NO

厄) NO

CNO

SIP Faclhty pro"!e Form V3,4130・NOV・2022]

恒)Y郎 CNO
(> NotApplicable

CY郎 CNO
(亘) NotApplicable

CY郎 CNO

(亘) Not Applicable

SIP Facility pr0例e Form

Prepara"on and Administration o"nvestigational product

Is your Facility capable of administering infusions?

Is your Facility adequately sta什ed to suppod studies W託h both

blinded and un・blinded lnvest四ational product?

Contr011ed subS始nces

Contlo//edsubS始ncesale deガnedas:A drug orchemica/whose manU治Ctule, posseS別bn, oruse is legU治ted

bya govemment, such as i//icitlyuseddrugs orptescn戸tion medications that ale designateda contlo//ed

恒)Y郎 CNODrug. Does the Facility have the required licenses orregistrations

(> Not Applicableto receive, store, dispense and return contr011ed

Substances as required by loca11a^

厄)Y郎 CNOIs the storage area for contr011ed substances securely constructed

(!> Not ApplicableWith restricted access in accordance with loca11aY四

厄)Y郎 CNO

⑥ゞ郎 CNO
(>NotApplicable

" pag● 150f,9 、

Does the Facility have the ability to handle radio-1abe11ed

Investigational product?

Does your Facility have the ability to manage on・sjte or

0什一site destruction of contr011ed substances when appropr治te?

Attachments

Upload relevant lnvestigational product & contr011ed substances documentation including: relevant

Sops for managing or storing lnvestigational product(S),1P storage equipment,0「 1icenses/

registrations to receive, store, dispense and retum contr011ed substances

N0加:A丘oohmonts can b● UP/oadedonline "0111the Faci/11γ^削θm slp

(亘> Yes

^ Yes

S!P Faclhty pro"1e Forrrl V34 [30、NOV、2022]

C NO

C NO

、 page 160f19 、



CogN^ゞ
N圖加m^け南^

Source Documenta"on

Source Documents

Vvhattype of source documents wiⅡ be used?(select alnhat

apply) Does your Facility have secure storage for patientrecords?

Does your Facility have patient record archiving on・site?

Provide Location name and address of any of恰ite archives

SIP Facility pr0例e Form

Vvhattype of lnvestigator site File/regulatory binder used?(select

a11 that apply)

、Ⅳhatlnvest四ator site File(elsF)/eRegulatory system do you use?

Please speciN

Are monitors able to access elsF/eReg while 0什・site?

Please list any access lim赴ations/requirements for elsF/eReg

In .

Electronic Medical Records (EMR)/Electronic H9alth Records (EHR)

Do you have Eleclronic Health Records (EHRy Electronic Medical Records (EMR)?@)Yes
In・house systemVvhat EM則EHR sy5tem do you use?

NOM:例68き.舶ledomeroPかonS 加'E解R/EHR Uきedoty0ⅡrFoclh!yonlmo

[a paper

^Yes

(亘) Yes

For Facilities Mth sate1批e sites, where is the monitor required
to access source documents?

P/ease /i甜 an access /imitationyle uilementS 勿rthe E/ectloniC んledica/尺ecotds

[Z] Electronic

CNO

CNO

TM EI.d1智lic M.dk.1Sy't.m i工偽P.bl.dr凹tl,dir四 t卜杷 CRA'$●此邸t0α'1Nt卜俺 P■U創寸 rκ倒d5 dclin1●1禎■1 閧けldpam5.

CogN超工竜
斜剛加面^血佃伽

[巫]paper [1]eectronic

Do you work Mth a vendorthat can electronica11y exchange data for

dinicalresearch from the EHR/EMR?

Please provide the name and e・mailfor contact at site who

Works with the vendor and sponsors

Do you have institutional approvalto expod data hom the EHR/

EMR forthe clinicalresearch?

Are monitors able to access EHR/EMR while 0什・site?

Does yourfaciⅡty require sponsorrepresentative to sign eny

10calform (paper or electronic) for access' or any other purpose?

Provide details o"nformation requested

S.1.ct

Please indicate the vendor used

(> Yes

SIP FaC111W prof恰 Form Y34130、NOV、2022】

CNO

SIP Facility profile Form

CNO
[ヨ 0thers

M F釦11tyo"N

、page170f19・

(>Yes 恒)NO

厄N..

(!>Yes

(!>Yes

CNO

@>NO

G)NO

SIP Faci1卿 Pf0Π1θ Form Y34 [30・NOV・2022] 、 page 180f 19 、



C叩「Mza"此
訓圏加面売吐ぬ0何Pb^

Monitoring

Check a11 equipmentthat wi11 be available to Monit0給

口 NO"0 図 Pho". [1] Fax [Z]copyMachines [ヨ

Vvhat Electronic Data capture (EDの Systems has your sta行 Used for dinicaltrials?

[1] None l^ Oraclelnform [a MedidaねRave l^ OracleRemoteData
Capture (RDC)

DesCがbe otherEDcs stems

SIP Facility profile Form

YAO,cubcDMS' D山山b',Ⅵ゛doc .0INnl

Does your site/institution and/0『 10calregulations a110w remote source CNO
data ve「市Cation of study padiCゆant data to suppod remote monitoring?

Vvhich ofthe f0110wing capabilities are available to suppod remote source data ver所Cation?(check a11
that apply)

Video conferencing

Screen sharing

Systems or plaぜorms for source document upload

EHR/EMR access by monitor

Can send pseudo anonymized ced市ed source documents via secure transfer

Add赴ionalfnformation And A廿achments

Add能iona11nformation

Please provide additionalinformation not captured in other sections ofthe Facility pr0例e that you feel

is impodant for sponsors to know about your Facility. please reference the section name,if applicable

Intemet Access

Faciliw Aせachments

Upload any non・study speC市C Facility documents that have not been included in other sections ofthe

Profile. Lab,恨B/ER剖Ethics commi廿ee,1nvestigational product and contr011ed substance

documentation should be included in those sections. The documenttype drop・down list provides

examples ofthe type of documentation to be included jn this section
N0加:A血dlm丹Πtきoanbo Uρ10adodon/"10 加m me FadlayF、0"10 m s/P

[Z]others

(亘)Yes

、 page 190f19 、SIP Faclhty pm"1e Form 恊.4 [30、NOV、2022]
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変更履歴

2018/11/12.初版

2020/フ/フ

①LOCAL LAB "others"に「Japanese Association ofMedicalTechn0103ists」を追言己。

(②lnvesti号ational product storage Equipment "Freezer(・70 to -80 De名rees c)"に辛斤ブ1t にチェ

ツクを加える。

2024.08.28:新しく F価m に追加された質問への回答を追記。

2024.11.01:病院移転情報を追記


