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AF 01-20/2.0

Uttaradit Rajabhat University
. . URU-REC - Site Monitoring Visit
Research Ethics Committee

The following is a list of information that will need to be accessed during this routine visit

® Research unit’s written SOPs including informed consent policies, and the process by which consent is routinely obtained.
Does your site have written SOPs? O ves* O no
IF yes, are the SOPs current? (Date: )

Remark: Informed consent process as URU-REC standard

® Total active studies:

Total active subjects:

® |nformation about your methods of recruitment:
O private Practice O Referrals O Dpatabase
O office Brochures / Posters O Advertising O website
[ National Recruitment Campaign O other:

Information about your study populations:
Might your research studies enroll any subjects from the following “vulnerable” Categories?

O vesr O nNo

*If Yes, please indicate which categories:

O Nursing Home O Educ. Disadvantaged O Chronic Disease O Terminally ill

O student O Mentally Incompetent O chid O Employee

[ Mental Health [ Financial Limitations O Pprisoner O Temporarily Incapacitated
O institutionalized O other: (specify):

® Your document files for URU-REC approved studies, included:
- Protocols and amendments,
- Recruitment materials, FDA form 1572 (if applicable),
- RREC correspondence and approved consent form(s),
- Participant charts or source documents and the consent form(s) for each study,
- Investigator Brochure(s)
- The principal investigator’s CV and medical license, and

- Curriculum Vitae (CV), hire date, and human subject protection training records for all research staff,

® Study Team Records:

Name of staff members Years of research Years at this site Training courses : Human Protection; Date of completed training

experience GCP, etc,,

* We may also ask to see your drug storage areas and emergency equipment.
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AF 01-20/2.0

Uttaradit Rajabhat University

Research Ethics Committee

URU-REC - Site Monitoring Visit

Site Visit Team ( URU-REC)

Chairperson :

Member :

Secretary :

Reason for Visit.......coceeerercuncnnce.
l. General Information Date/Time of visit :
INVESTIGATOr NAMIE: .ot
INVEStIGator SPECIAULY/IES: ..ot
Name Of Persons INTEIVIEWED: ......c.oovuiiiirieeeireecce et
Address : Phone: ...
FaX: ceeeecreenn,
E-mails e,
Il. Site Characters:
2.1 Facilities & Staffs
a. Total active studies: .....cccocveverrrrennen. Total active e subjects: .....cveeieieiieieeiennns
b.  Number of Research Staff: ......cccccccceee. Full-Time: .o Part-Time: ....ccccoevvevrerees
c.  How many investigators does the study coordinator SUPPOIt? ...
d.  How many studies does the study coordinator OVErSEe? .........ccovvivireeevenieieieeseeseeneenes
e. Years of Research Experience? ... Investigator ........ Coordinator ........ Coordinator .......Coordinator
f.  Years at thissite? .. Investigator ........ Coordinator ........ Coordinator ....... Coordinator
g. s this site.....? [ A private Practice Oa Group Practice
(check all that apply) A Free-standing research site [ A SMO or other network
O Hospital-based O University-based
O other & e
2.2 Drug Security :
a.  Are test drugs and/or devices stored at this site? Oves Onox [ nax
*If “NO” or “NA,” please eXPlain: .t
b. Are test drugs and/or devices stored in a locked cabinet or room? Oves O nNox [ nax
*If “NO” or “NA,” Please eXPLlain: ...t seses
c.  Are the research records kept separate from the regular practice records? Oves Onox O nax
*If “NO” or “NA,” Please eXPlain: ......criinineesinesesiseiessesesesesesesessesees
d.  Are the research records stored in a locked cabinet or room? Oves O nox [ nax
*If “NO” or “NA,” Please eXPLlain: ...t saeses
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2.3 Device Security :

a. Is there equipment available at the site to treat life-threatening reactions? Oves Onox [ nax
b.  Name the facility to be used in case of @MErgenCy: e

c.  Give the approximate distance of nearest emergency facility (in minutes) : ...,

2.4 Site activities :

o

Taking into consideration the purpose and setting, are the facilities suitable? Oves O nNo*

B N0, AESCIIDE! e

b. How often is the Investigator at the research Site? ...

c.  Does the investigator conduct regular meeting with the research staff? Oves Onor O nax
*If “NO” or “NA,” please eXPlain: ...

d.  How often do staff education activities take place? ...

e.  Study Team Training Record Verification (please add a blank page if more space is required)

Name of staff Member Type of Training Date Completed

2.5 Other study site:
a. Does the investigator conduct URU-REC approved research at any other sites? O ves* I no

If Yes*, please name:

b. Are different research staff utilized at the additional facility? O ves O no O NA

If Yes*, please complete and attach the “additional site” form ...,

2.6 Study site approved by other IRB/EC:
a. Are any of the procedures for the studies performed at a hospital? Oves Ono
D, Name Of NOSPIAL ..t

c.  Local IRB approval obtained? O ves* CIno O Na
If Yes*, please provide the name of IRB/EC: ... seesienes

lll. Population from which subjects are selected:
a. Method of Recruitment: O private Practice [ Referrals [ patabase O Advertising
[ office Brochures / Posters O website O other
[ National Recruitment Campaign O other oo

b.  Might your research studies enroll any subjects from the following “vulnerable” categories?

O ves* O No
*If Yes, please indicate which categories:
O Nursing Home O institutionalized [ chromic Disease O Terminally Il O child
O Mental Health [ Financial Limitations O prisoner O Mentally Incompetent O student

O Employee O Educ. Disadvantaged O Temporarily Incapacitated O other: ...

IV. Subject consent form:

a. Is the subject consent form, the most recent NU-RREC approved form? O ves O nox [ Nax

If No*, NA* | please give COMMIENTS & ... sees e
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b. Is the subject consent form:

Signed by the subject? Oves Ono

Signed by the Leg. Auth. Rep. (IF app.) Oves OnNo Ona

Signed by the Investigator? Oves Ono Ona

Signed by the person explaining the consent? Oves Ono

Signed by the parent? Oves Ono Ona

Assent form Signed by the subject? Oves Ono Ona
COMIMENTS ottt

V. Principal investigator license(s), (M.D., D.O., or other):

VI

VIL.

a. Is the applicable license current? Oves Ono Ona
O ettt

Quality Control
6.1 Written SOPs:
a. Does the site have written SOPs? Oves Ono
b. Are the SOPs current? (Version & Date: .....c.ooevvevererionceeenens )
6.2 Recent FDA Audit:
a. FDA Oves [ nNo O boes not apply Indicate Date: .....cccccveeenee.
b. Copy sent to NU-RREC Oves [ nNo O boes not apply Indicate Date: .....ccoceeenee
c.  483; copy sent to NU-RREC Oves [ nNo O boes not apply Indicate Date: .....ccoceeenee

6.3 Last visit by sponsor monitor:
a.  SPONSER monitor (D=1 (SH SPONSOr: .eceeeene RREC Prot. #: .........
b. Copy sent to NU-RREC Date: ...... SPONSOr: ...cocuuenee. RREC Prot. #: .........

Consent process:

a. Does the site have current written consent procedures in place? O ves I No

b. Idiscussed the process with the: O Investigator O Sub-Investigator O coordinator (1 Director/Manager
Name of person INENVIEWE: .. ..o
Consent Process details: ... sessesesesesis

c.  The consent is reviewed with the subjects by the: O Investigator O Sub-Investigator O coordinator
OtNEr OF COMMENTS .ot

d. If the investigator is not involved in reviewing the consent with the subject, is he/she involved with the

subject at any time prior to the subject signing the consent? [ ves O No  comments:

e.  How much time is spent with the subjects in the consenting process [ 0-15 Minutes [ 30-45 Minutes
including both reading and discussing the consent form? [ 15-30 Minutes [ 45-65 Minutes
[ one hour or more
f. Are you currently enrolling / do you plan to enroll non-Thai-speaking subjects? O ves* O No

*If Yes, please INAICAte LANGUAGEIS): ittt ss st

h. Do you have research staff on site fluent in the indicated (f.) language(s)? Oves Ono* OIna

*If No, please indicate who will translate the consent form and conduct the consenting process: ..........

Is the consent form given to the subject or legal guardian to read prior to discussing the

Consent in detail? Oves Ono
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j. If requested, is the subject or legal guardian allowed to take the consent home to
Discuss with family members? Oves O No

FIf NO, EXPLAIN WY MO ettt st

k. Are the subject or legal guardian’s questions answered prior to requesting their

Signature? Oves O No
FIf NO, EXPLAIN WY MO ittt sttt
. Is a complete copy of the consent given to the subject or legal guardian? Oves O No
KU INO, EXPLAIN WY MO .ot st

m. Is any other material(S) used to provide additional information in the consenting process? (such as videos,
additional printed material, etc.) Ovesr [Ono
B 1 IR AT o [<1Ta ] o 1= OO OO OO OOR SOOI

n. In my estimation, the consenting process is:

O Excellent (goes into great detail)
O Adequate (covers all important points)
O Incomplete (Does not discuss enough)

COMIMENTS & ettt ettt sttt s st s st s s b4 s e s e b e bbb s e e s s st s s e s st s e s ni s e st et essansesesesnsnansesas

VIIl. Summary & Recommendations:

| have asked the investigator, sub-investigator, or coordinator to explain their consenting process to me in detail.

| have responded to the questions above based on the process that has been explained to me:

Site Monitoring Visit Team

ChaiMPEISON .ot s Site INVESTIGAatOr ..o
( ) ( )
MEMDET .ttt
( )
SECIETANY e
( )
( ) ( )
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