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Announcement  of  the  Food  and  Drug  Administration

Request  for  registration  of  a  drug  formula  issued  under  Section  79  bis  (4)  of  the  Drug  Act,  B.E.  2510,  as  amended  by  the  

Drug  Act  (No.  5),  B.E.  2530,  Secretary-General  of  the  Committee

The  Food  and  Drug  Administration  therefore  prescribes  rules,  procedures  and  conditions  for  accepting  the  Ethics  Committee.

“Center  Hospital”  means  a  hospital  of  the  Ministry  of  Public  Health  located  at  the  provincial  level.  which  consists  

of  specialists  in  both  main  fields  All  secondary  branches  and  sub-branches  capable

Supports  patients  who  require  complex  treatments  at  the  level  of  expertise  and  high  technology  and  have  a  mission.

Research  in  people  considering  the  following  drug  clinical  trials:

in  Medicine  Education  and  Medical  Research

“Volunteer”  means  a  person  who  participates  in  a  clinical  trial.  whether  the  recipient  of  the  product

1  This  notification  shall  come  into  force  from  the  date  of  its  publication  in  the  Government  Gazette  onwards.

Clause  2  Cancellation  of  the  announcement  of  the  Food  and  Drug  Administration  on  Criteria,  Methods  and  

Conditions  for  Acceptance  of  Research  Ethics  Committee  on  Persons  Considering  Research  Projects

used  in  the  research  or  in  the  comparison  group

Clinical  on  Medicine  dated  8  August  2013

Article  3  In  this  

announcement,  “Board”  means  the  Independent  Ethics  Committee  (IEC)  or  the  Institutional  Review  Board  (IRB)  

that  reviews  clinical  research  ethics.  about  human  medicine

Subject:  Criteria,  Methods  and  Conditions  for  Acceptance  of  the  Human  Research  Ethics  Committee

Article  4 The  committee  under  this  announcement  shall  be  responsible  for  considering  the  relevant  clinical  research  projects.

“Government  agency”  means  a  government  agency,  state  enterprise,  public  organization,  and  agency.

considering  a  clinical  research  project  on  a  drug

with  drugs  that  are  taken  importing  or  ordering  into  the  Kingdom  without  requesting  for  registration  of  drug  formulas  or  drug  production

for  human  research  studies

By  virtue  of  Clause  8  of  the  Notification  of  the  Ministry  of  Public  Health  No.  14  (B.E.  importing  or  ordering  drugs  

into  the  Kingdom  without

a  new  form  of  state  that  is  responsible  for  prevention  and  therapeutic  research
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Article  6  The  Board  No.  approved  by  the  Food  and  Drug  Administration  must  qualify  Composition  and  

operations  are  as  follows:

6.1  Qualifications  of  Directors

(3)  Directors  entitled  to  vote  and  comment  on  the  research  Must  not  be  affiliated  with  the  

researcher  or  funder.  and  has  no  conflict  of  interest  or  conflict  of  interest  with

researcher  or  research  project,  both  directly  and  indirectly  In  the  event  that  the  director  is  a  researcher  or  in  the  research  

team  must  not  participate  in  the  consideration  and  does  not  vote  on  research  projects  in  which  the  directors  are  interested,  

as  well  as  submit  the  minutes  of  that  meeting  to  the  Board  of  Directors  of  the  Food  and  Drug  Administration

(1)  being  a  committee  under  a  government  agency  or  is  a  committee  under

(4)  Committee  members  must  be  trained  in  research  studies  and  human  experimentation.

(1)  Committee  members  who  are  experts  in  science,  medicine  and  ethics,  not  less  than  5  

persons,  and  at  least  3  persons  must  be  medical  practitioners.

1  person  is  an  expert  in  a  non-science  field.

times  in  every  2  years  as  a  director

A  private  agency  that  is  a  hospital  licensed  under  the  Hospital  Act  B.E.  2541,  which  has  the  potential  in  related  fields  

not  less  than  a  center  hospital  or  is  a  joint  committee  between

(2)  At  least  one  director  

who  does  not  work  in  that  institution  or  research  facility.(3)  at  least  directors

The  aforementioned  government  agencies  and  private  entities  that  operate  It  operates  under  a  non-profit  organization  

that  has  the  potential  to  provide  volunteers  with  care.

Article  5  The  applicant  for  permission  to  bring  or  order  drugs  into  the  Kingdom  for  research  or  the  applicant

At  least  (5)  experience  in  considering  human  drug  trials  

research  projects.

Government  regulations  related  to  research  or  research-related  services

An  application  for  a  license  to  manufacture  a  drug  must  be  used  only  for  a  research  project  approved  by  the  committee  at  the  Office.

(2)  There  is  a  clear  structure  of  the  board  of  directors.  There  is  evidence  of  the  appointment  of  evidence

1  

not  less  than

Appointment  of  the  Board  of  Directors  Secretariat  and  Office  The  secretariat  is  correct  from  the  authorized  person.  authority  of  the  agency

Food  and  Drug  Administration  recognized  and  is  an  important  research  project  of  the  Food  and  Drug  Administration

10  

6.2  The  composition  of  the  board  consists  of

give  approval

affiliated  with
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(2)  the  meeting  of  the  board  of  directors  shall  be  meeting  schedule  and  agenda

Volunteer  Cost  Considerations  in  writing  in  accordance  with  appropriate  standards,  e.g.

clearly  and  appropriately  as  follows:

Standard  Operating  Procedure  (SOP),  etc.

(2.1)  Having  regular  meetings  on  a  regular  basis

(5)  There  is  a  manual,  or  rules  or  procedures  for  considering  the  research  project.

(8)  Monitoring  is  in  place  to  protect  and  ensure  that  volunteers  receive

Protection  of  rights,  safety  and  well-being,  such  as  in  the  event  of  an  adverse  event  In  the  case  of  collecting  expenses  

from  volunteers,  etc.

with  special  urgent  consideration  in  case  of  urgent  need

(2.2)  A  summary  of  the  meeting  resolutions  is  prepared.  in  writing

(9)  The  Board  of  Directors  must  report  the  results  of  operations.  Operations/changes  related  to

Human  Research  Ethics  Committee  Considering  Clinical  Drug  Programs  to  the  Office

Attached  to  this  announcement  by

(2.3)  Operations  records  and  reports  are  kept  and  maintained.

6.3  Actions  of  the  Board

(6)  The  source  of  income  must  be  disclosed  by  the  committee  and  regulations.

meetings  organized  in  writing  for  further  inspection

(1)  There  is  a  process  for  considering  a  clinical  research  project  on  drugs  in  accordance  with  the  guidelines.

(3)  The  consideration  of  the  proposed  research  project  requires  scientific,  medical,  and  

ethical  considerations.  using  the  same  criteria  in  all  research  projects  and  summarize  the  comments

Receiving  -  Paying  the  Commission

(7)  There  is  continuous  supervision,  monitoring  and  auditing.  to  ensure  that

In  writing,  specifying  the  research  project  and  documents  reviewed  by  the  committee,  the  date  of  the  review,  and  the  

committee's  opinion.

good  clinical  research  practice  of  International  Conference  on  Harmonization-Good

The  conduct  of  clinical  trials  is  in  accordance  with  the  research  program  and  the  site  of  the  research.  Conduct  research  

that  has  been  approved  in  all  respects.  without  deviations  or  changes  from  those  approved  by  the  Board,  unless  it  is

Food  and  Drug  Administration,  according  to  the  form  JorThor.3

Cases  set  forth  in  accordance  with  the  ICH-GCP  guidelines

Clinical  Practice  (ICH-GCP)  and  other  relevant  laws,  regulations,  and  requirements

(4)  There  are  regulations  and  procedures  for  every  activity,  including
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11  A  recognized  committee  wishing  to  renew  an  acceptance  to  submit  an  application  for  renewal.

have  the  competent  official  inspect  in  the  event  that  there  are  reasonable  grounds  to  suspect  which  may  be  inspected  before  

acceptance  before  renewal  of  acceptance  or  after  acceptance,  as  the  case  may  be

acceptance  not  less  than  60  days  prior  to  the  expiration  date  and  upon  submission  of  an  application  for  renewal  shall  be  deemed  acceptance

(9.2)  In  the  case  where  the  Board  of  Directors  Detected  issues  that  may  affect  security  or  the  

well-being  of  the  volunteers  or  there  is  a  change  in  the  results  of  the  research  project  consideration.

or  renewal  according  to  the  form  Jor.  2  and  the  letter  of  acceptance  or  renewal  of  acceptance  shall  be  valid  for  4  years  from  the  date  

of  notification  in  the  letter.

Article  12  If  it  later  appears  that  the  Board  of  Directors  of  the  Food  and  Drug  Administration

13  

Wanchai  Satyawutthipong

(9.3)  In  the  case  of  changes  related  to  the  Board  of  Directors,  further  notification  shall  be  made.

consider  research  ethics  in  people  of  the  Food  and  Drug  Administration  accept  to  publish  on  the  website

The  Food  and  Drug  Administration  revoked  the  acceptance  by  giving  written  notice  to  the  Board  and  retracted  the  name.

10  

of  the  Food  and  Drug  Administration

from  the  list  of  the  Board  of  Directors  approved  by  the  Food  and  Drug  Administration  and

the  Food  and  Drug  Administration  within  30  days  from  the  date  of  the  change.

Attached  to  this  notification,  the  Food  and  Drug  Administration  shall  submit  an  application  form  Cho.Thor.  1  in  the  amount  of  1  set  at  the  Food  and  

Drug  Administration.

10  

Board  of  Directors  approved  by  the  Food  and  Drug  Administration  prior  to  this  announcement.  shall  be  deemed  

to  remain  valid  until  the  specified  expiration  date.

(9.1)  In  the  case  of  annual  performance  report,  report  within  the  date

December  31  of  every  year

Clause  9.  The  Food  and  Drug  Administration  shall  issue  a  letter  of  acceptance  of  the  Board.

Still  in  effect  until  the  notification  is  not  accepted.

Announced  on  September  2018

Food  and  Drug  Administration  within  30  days  from  the  date  of  detection.

accepted  Failure  to  comply  with  the  rules,  procedures  and  conditions  under  this  notification,  the  SEC  Office

have  the  Food  and  Drug  Administration  prepare  to  make  a  list  of  names  of  the  Board  of  Directors

Secretary-General  of  the  Food  and  Drug  Administration

published  on  the  website  of  the  of  the  Food  and  Drug  Administration

Article  7  The  committee  wishing  to  apply  for  acceptance  or  renewal  of  acceptance  from

verse

Article  8  The  Food  and  Drug  Administration  will  consider  accepting  or  renewing  the  acceptance.  When  it  turns  out  that  the  

Board  of  Directors  has  the  qualifications,  composition  and  actions  in  accordance  with  Article  6  and  agrees
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