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SOP for Remote GLP Inspections (SOP 07 15 046)

Ms. Thunyarat Sooksomboon
Medical Scientist Practitioner Level

1. Purpose

This document is intended to provide guidance
on the steps to be followed during remote GLP
inspections for reviewing the compliance of the test
facility (TF) with OECD principles of GLP during time of
extraordinary circumstances where on-site inspection
cannot be performed.
2. Application

This document is used for conducting remote GLP
inspections of TFs which require only continuation of GLP
certification in the previously identified areas of expertise
according to the routine inspection.
3. References

3.1 OECD Series on Principles of Good Laboratory
Practice and Compliance Monitoring Number 1: OECD
Principles on Good Laboratory Practice, ENV/MC/CHEM
(98) 17, Environment Directorate; Organization for
Economic Co-operation and Development, Paris 1998.

3.2 OECD Series on Principles of Good Laboratory
Practice and Compliance Monitoring Number 2: Guidance
for GLP Monitoring Authorities: Revised guides for
Compliance Monitoring Procedures for good Laboratory
Practice (1995). Environment Monograph No. 110.

3.3 OECD Series on Principles of Good Laboratory
Practice and Compliance Monitoring No 3: Guidance for
GLP Monitoring Authorities: Revised Guidance for the
Conduct of Laboratory Inspections and Study Audits
(1995), Environment Monograph No.111.
4. Definition and Abbreviation

4.1 Extraordinary Circumstances: Situation beyond
the control of organization, such as war, protests, riots,

political instability, political tension, terrorism, crime,

~

epidemics, other natural disasters such as floods,
earthquakes, and any man-made action such as fire,
computer hacking.

4.2 Document Review: An audit by examining
laboratory data through documented laboratory evidence.

4.3 Remote Inspection: An inspection of the test
facility’s procedures and practices to assess the degree of
compliance with GLP principles using remote technology,
including video conference, virtual walkthroughs and
exchange of soft copies of documents and records.
The remote inspections consist of the same main activities
that take place during an on-site inspection, including
document review and TF personnel interviews.
5. Associated document

5.1 R 07 15 002: Requirements and Conditions for
GLP compliance test facility Bureau of Laboratory Quality
Standards, Department of Medical Sciences.

5.2 SOP 07 15 031: SOP for the conduct of Test
Facility Inspections and Study Audits.
6. Procedures

6.1 Criteria for Remote GLP Inspections

6.1.1 For reviewing the compliance of the
Test Facility with OECD principles of GLP during times of
travel restrictions such as COVID-19 pandemic or risks that
may occur to the inspector team.
6.1.2 Bureau of Laboratory Quality

Standards shall use remote GLP inspection to replace
on-site inspection for routine inspection of TFs which
do not require any extension in area of expertise according
to the routine inspection where on-site inspection cannot

be performed.
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AB REGULATIONS

SOP for Remote GLP Inspections (SOP 07 15 046)

Ms. Thunyarat Sooksomboon
Medical Scientist Practitioner Level

~ -~

6.1.3 In case of inspection for extension
in area of expertise, the inspection will be conducted only,
if necessary, as determined by the Bureau of Laboratory
Quality Standards.

6.2 Test Facility to conduct remote inspection
must be have as follows:

6.2.1 An appropriate resource to support
remote inspection, easily, quickly, and efficiently for
accessing related document, data and records.

6.2.2 An information technology system
to conduct a remote inspection such as Microsoft Teams,
Zoom Meeting, Google Meet, Line Video Call, etc.

6.2.3 Personnel must cooperate in the
remote inspection.

6.2.4 Give a consent to the inspector access
to any document, data and records related to the study.

6.3 GLP officer will consult with the inspector
team on acceptance of remote GLP inspection according
to routine inspection. An on-site inspection (Extraordinary
Inspection) at test facility will be scheduled within 1 year
after granting date by director of BLQS.

6.4 Inspection

6.4.1 The Test Facility shall be informed
to have a remote inspection at least 15 working days prior
to the remote inspection by official letter including agenda
and notification of GLP inspection (F 07 15 078) form.

6.4.2 Remote inspection consists of starting
conference, discussion with TF personnel and closing

conference which normally perform within 2 — 5 days.

6.4.3 Starting conference by lead
inspector. The lead inspector will announce the purpose,
area of expertise, agenda of the inspection and let both
inspectors team and staff of the test facility should
introduce to each other.

6.4.4 The inspectors team would review
documents/study reports and interview any TF personnel
and performance of the study using video conference or
other techniques that can access data such as using a
smartphone's camera, etc.

6.4.5 When inspection has been
completed, the inspectors team meeting for preparation
the inspection report finding. Deviation and observation
are recorded in the On-site report of inspection/study
audit (F 07 15 036) form. After that, the inspectors team
discuss findings with representative of the test facility at
the closing conference.

6.4.6 The corrective action shall be taken
by test facility for a period of time specified in details are
in accordance with the SOP for the conduct of Test Facility

Inspections and Study Audits (SOP 07 15 031).

10|16 adudl 1 UNTIAN-LUVIYY 2565



NITIAL ACCREDITATION

Initial Accreditation Update
(September-December 2021)
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Accredited No. Standard
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1ag ISO 15190
ARUALRNIZNIAUIYNTTUNETINe 1 Inlad lananluaghin ISO 15189
4279/65 . . L. 02/02/2565
(USEnnInlad lawenludin umas 30a) wag 1ISO 15190
" , . SO 15189
4280/65 N2INE13INeT T5IneIUIaAIeEIUIS 15/02/2565
1ag ISO 15190
WWealuyd 1e.3.109. auadiin ISO 15189
4281/65 e L . 18/03/2565
(USEn Weslud 19.3.0%. n1sunng 310a) ag 1SO 15190
e d ol ISO 15189
4282/65 amauimMslaiauierin 9 Janinivalan 18/03/2565
iag ISO 15190
" o ISO 15189
4283/65 LANUANEISINGT 1SaNEIUIaA183NIIRSIEN 18/03/2565
iag ISO 15190
e du ISO 15189
4284/65 MAUIMslaiauierIin 2 Janinanys 05/04/2565
iag ISO 15190
e d o SO 15189
4285/65 amauimMslaiaunerin 3 Janinvays 05/04/2565
iag 1ISO 15190
M85 1aaREY T5INYIUIANVIINGIRINLLET AMSENNYANENS ISO 15189
4286/65 v o 05/04/2565
FWIANLLEYN ag 1SO 15190
nauasufuiRn1snamsumdauaIuaulsa ISO 15189
4287/65 o ) P 05/04/2565
dineulasiuatuaulsai 1 Weeln wae I1SO 15190
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INITIAL ACCREDITATION

Initial Accreditation Update
(September-December 2021)

Accredited No. Laboratory Standard Accredited
Date
aatinmaliansunndulusiag ISO 15189
4288/65 20/04/2565
(U3¥m enludiad (Uszmdlng) I1in) uag 1SO 15190

1347/65 | U39 glsflud fla wahs Uszindlne) s1in ISO/IEC 17025 | 11/02/2565
1348/65 | UTEW WARRA WAUA A Lau I11n ISO/IEC 17025 | 25/03/2565
1349/65 | U3t gluiiin ueuundad ueus Budilese Asudaunui $1in ISO/IEC 17025 | 22/04/2565
7628G/2565 | lsang1unanuedsine Janinanys MOPH 23/03/2565
7629G/2565 | lsawgrunagiies Janinuu MOPH 23/03/2565
7630G/2565 | lsswgnuragauszamlmleydug dJwinaymsusinig MOPH 23/03/2565
7631G/2565 | lsawenuraaune deminaung MOPH 23/03/2565
6697G/2565 | lseswenunadlssniu Janingsuns MOPH X-RAY | 28/01/2565
6698G/2565 | lsawgnu1alunduiuns dwmingsuns MOPH X-RAY | 28/01/2565
6699G/2565 | lsasneunaviAnsznis Janiniieailan MOPH X-RAY | 28/01/2565
6700G/2565 | lsawguranusdide Jmdnuyusiil MOPH X-RAY | 23/03/2565
6701G/2565 | lsawgunanuazin amdauszauAstus MOPH X-RAY | 23/03/2565
6702G/2565 | lssnenunausiauys Imdauseaiufsdus MOPH X-RAY | 23/03/2565
6703G/2565 | 15aWgUIRUILN JINIAUATAUYN MOPH X-RAY | 23/03/2565
3045/65 | USEW denuudalag 91n (Wnivw) Adsdufavnsandeslu dndn waldann | 23/03/2565
9004/65 | U3E lne wdnlns dnwwwus 1in ssuilevluens | 28/01/2565
9005/65 | U3EM aaulliasiau d1in auuilovluonns | 28/01/2565
9006/64 | U3HN DA Lsalasasd n3U 91fia (uvinww) nu.21 astudlouluenns | 23/03/2565
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Q: Uagtuiinisidsuuwlasndrdgidawaliiesujifnisnagaudiunisunnduazansisauguildsu

N155UsRImuNInsgILanadesadunsluzasiading

A: dfnunnsgrutiesufjiinis finsusuasuaszdrdgluteulunisldasideyanual Suses Policy and
Conditions for the Use of an Accreditation Symbol or a Statement to Claim Accreditation Status
(N 07 15 009) 910 Rev.No.14 1fu Rev.No.15 iilauii 14 flurau 2565 4o 6.3.4 dail HesufoRnsiilasu
n1sfusesfasuanunasgiuiildiunisiusedulumenunanisnageuiiduawseusnalausiaumils
vaslussaunanIsnaaauil dsen1smaaavi ldfunisfusesluninsgiu ISO/IEC 17025 uaz/vie
150 15189 daulu certificate d1m5u RMP szylufiunnsgau 150 17034 1y Tusieeunanisnagey
1#3un1sfusesvasiasufuanisuiddsunisiusesninuinsgiu 1ISO/EC 17025 4 elulussatuna
nsnageut Y Snssenisnagauiilasuuaslildiunisiuses Sefasinnisszylunaneme (Remark)
fifuansvaslunenunanimaseuiiainsuiiesufianslédsunisiuseduinasgiula wy

1) viveufjuin1slasun1sfusesauaunsanIuuInTgu ISO/IEC 17025 (The laboratory has been
accepted as an accredited laboratory complying with the ISO/IEC 17025)

2)53yAdNunNIBYeIdydneal * nu1ed 18n1MaaauT lildun1sTUseIAIINIATgIY
ISO/IEC 17025 (Judiu

Q:

#a9UURN111130L8 N FURUUNIINTIIUITLIUTENTNNNTID 4 aauiviaeufudnag

AUASINYITUU Remote assessment b luvisaly

Wesuuanisluanuisaifenguuuunisasiadssliuld iwsiznisasiauseisiuveg
dinunsgruresufoAnisfentsmarntszfiu a sauiiadsvasiasufiinavindy
win13ns29UssIiud2852UUN9lna (Remote assessment) gnfInuAY uuIUNUT
lawnznsdiiinsaunsaliiawitliaunsanduguld wu seasun1sUseiiag n1seanea
aalliifiunamenisifies anudaeieanienades nsienisiie envayinssu Tsaszuna
wiomsursu q MessIueId 1y Uivian uwHuAlug LLaxnﬁsnszﬁqﬁugw&Tﬁa%u
liidansdila 4 wu IWludf n13 Hack aewamed Wudy MedwasufiAnisaunsadnen

seazBuaaiy 16 https://blgs.dmsc.moph.go.th/DocCon/N0715031TRev01%20.pdf
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