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Achieving ICH GCP Compliance In
The Face Of Cultural Challenge
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Why Use The ICH GCP? -
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* Internationally recognize
« Declaration of Helsi
"ICH C




Challenges To The Use Of One
International Standard

We are different!



Areas of Cultural Difference That May
Impact GCP Compliance
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Areas of Cultural Difference That May
Impact GCP Compliance

Transportation
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Social Hierarchy



Areas of Cultural Difference That May
Impact GCP Compliance

Health Care Provision
by Non-physicians

The Role of the
Physician in Society

Medical Facilities/

Infrastructure
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Overcoming the Challenges
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Conducting GCP-compliant Researc
- Local Knowledge
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Training and Equipping To
Overcome Challenges
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Training Methods/Approaches
* Provide simple : K [
* Trans
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http://www.niaid.nih.gov/default.htm
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The Cornerstones Of GCP

Source Documentati n
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The Cornerstones Of GCP
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Source Documentation
(The Key to Good Clinical Practice)
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Helps to ensure the o
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Source Documentation
(The Key to Good Clinical Practice)
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* It provides evidence

)ened during the
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Source Documentation
Common Misconception
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Case Report Forms sho oK |
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A monitor is reviewing a chart in Af
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In wrong chart?
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No Personal Pronouns In The
Local Language!
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Solution....
* Ask sta
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Source Documentation Challenges
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When it’s 09h00 in Washington, wha
Guangxi, China? v 4
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Source Documentation Challenges

Developing country Issues:
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Solution

» Evaluate hospital’s /
starting ¢ |
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Source Documentation Challenges

Regulatory file review in Thali
« 1stsubject enrolled 21 Jur
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* Provision of informatior
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Provision of Information
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» Use local translator! g
 Back translations are an excellent
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> “freedom to wi

blood draws”
0y evil spirits
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Provision of Information

Not only how the information
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but by_who} e
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Comprehension of Information
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What do you do if an illiterate [
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Comprehension of Information

e Some HIV vaccine trials use &
comprehensio of informs
couns
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Fully VVoluntary Participation
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Usually denoted by a “signature
Problems: -
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2 In the source
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Fully VVoluntary Participation

I —_
_Fr J

Challenges
» “Community based consent”
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Fully VVoluntary Participation

Challenges

» Respect for authorlty
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Dangers!

Social Harm
 In HIV vaccine studies.....lots o
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Suggestions

Learn everything you can about the ¢
town, village before starting a s
b
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Suggestions

Concomitant Medlcat or
I
 Non-tradi
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Suggestions

Biological Samples a3
» Plan your protocol appr
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t disease...
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GCP Challenges

Cultural Diversity
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Take back an appreciation fc
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* Renee Holt (SCHARP)
« Barbara Pennington f‘,
» Jim Sherwood (PPL



Pam S
Chief, Clinical Re

* “

,d'

Natlor




	Achieving ICH GCP Compliance In The Face Of Cultural Challenge
	Achieving ICH GCP Compliance In The Face Of Cultural Challenge
	Why Use The ICH GCP?
	Challenges To The Use Of One International Standard
	Areas of Cultural Difference That May Impact GCP Compliance
	Areas of Cultural Difference That May Impact GCP Compliance
	Areas of Cultural Difference That May Impact GCP Compliance
	Overcoming the Challenges
	Training and Equipping To Overcome Challenges
	Ruth Ann Nylen, PhDLead ConsultantClinical Research EducationThe RAN Institute, Inc. 813-929-9269ran@raninstitute.com
	The Cornerstones Of GCP
	The Cornerstones Of GCP
	Source Documentation(The Key to Good Clinical Practice)
	Source Documentation(The Key to Good Clinical Practice)
	Source DocumentationCommon Misconception
	Source Documentation Challenges
	No Personal Pronouns In The Local Language!
	Solution
	Informed Consent
	Provision of Information
	Provision of Information
	Fully Voluntary Participation
	Fully Voluntary Participation
	Fully Voluntary Participation
	Dangers!
	Suggestions
	Suggestions
	Suggestions
	GCP Challenges
	Take back an appreciation for the cultural diversity of our planet.Leave them with the training and tools to build the capac
	Contributors
	Pam ScanlanChief, Clinical Research Resources BranchDivision of AIDS National Institute of Allergy and Infectious Diseases

