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* International Conference on Harmonisation of Technical
Requwements for Registration of Pharmaceuticals for Human
Use (ICH)

« The European Agency for the Evaluation of Medicinal Products
(EMEA)

« FEDA Center for Drug Evaluation and Research (CDER)

« Human Subject Protections- Office of Human Subjects
Research, NIH (OHSR)

« WORLD MEDICAL ASSOCIATION

« Standard operating procedures for clinical investigators ( WHO
GCP SOP)
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TaBLE 2—LisT OF RELEVANT ICH GUIDANCES AND TOPICS

Code

Topic

E2A
E2B

E2C
E3
E4
ES
EE
E7
ES
ES
E10
M3
Sh

The Extent of Population Exposure to Assess Clinical Safety for Drugs Intended for Long-Term
Treatment of Non-Life-Threatening Conditions

Clinical Safety Data Management: Definitions and Standards for Expedited Reporting

Clinical Safety Data Management: Data Elements for Transmission of Individual Case Safety Re-
ports

Clinical Safety Data Management: Periodic Safely Update Reports for Marketed Drugs
Structure and Content of Clinical Study Reports

Dose-Response Information to Support Drug Registration

Ethnic Factors in the Acceptability of Foreign Clinical Data

Good Clinical Practice: Consolidated Guideline

Studies in Support of Special Populations: Geriatrics

General Considerations for Clinical Trials

Statistical Considerations in the Design of Clinical Trials

Choice of Control Group in Clinical Trials

Nonclinical Safety Studies for the Conduct of Human Clinical Trials for Pharmaceuticals
Safety Studies for Biotechnology-Derived Products
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ICH HARMONISED TRIPARTITE GUIDELINE

GUIDELINE FOR GOOD CLINICAL PRACTICE

INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN

1996

ORS
FTM-EC

Guidance for Industry

E6 Good Clinical Practice:
Consolidated Guidance

E6(R1)
Current Step 4 version M European Medicines Agency
dated 10 June 1996
July 2002
CPMP/ICH/135/95
(including the Post Step 4 corrections)
ICH Topic E 6 (R1)
Guideline for Good Clinical Practice
Step 5
This Guideline has been developed by the appropriate ICH Expert Wor)| /I,_ - _‘.\
has been subject to consultation by the regulatory parties, in accordan, gﬁ‘/
P rocess 4; sz?f’ 4f]f ¢ ’E’ Process [ff“.’ f T"gl draft iy ’i;g"i”m"”d“d for NOTE FOR GUIDANCE ON GOOD CLINICAL PRACTICE v
regulatory bodies of the European Union, Japan and USA. (CPMP/ICH/135/95) on
April 1006
TRANSMISSION TO CPMP Tuly 1996
FINAL APPROVAL BY CPMP Tuly 1996
DATE FOR COMING INTO OPERATION January 1997
POST STEP ERRATA (linguistic minor corrections) Tuly 2002

www.biophics.org
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The ICH topics are divided into four categories and ICH topic codes are assigned according to these categories.

Quality Guidelines

Harmanisation achievemnents in the Quality
area include pivotal milestones such as
the conduct of stability studies, defining
relevant thresholds for impurities testing
and a more flexible approach to
pharmaceutical quality based on Good
Ianufacturing Practice (GMP) risk
management.

Efficacy Guidelines

The work carried out by ICH under the
Efficacy heading is concerned with the
design, conduct, safety and reporing of
clinical trials. It also covers novel types of
medicines derived from hiotechnological
processes and the use of

[ S P PR pap, PO P

Safety Guidelines

ICH has produced a comprehensive set of
safety Guidelines to uncover potential risks
like carcinogenicity, genotoxicity and
reprotoxicity. A recent brealthrough has
been a non-clinical testing strategy for
assessing the QT interval prolongation
liability: the single most important cause of
drug withdrawals in recent years.

Multidisciplinary Guidelines

Those are the cross-cutting topics which
do not fit unigquely into one of the Quality,
=afety and Efficacy categories. tincludes
the ICH medical terminology (MedDRA),
the Common Technical Document (CTD)
and the development of Electronic

Cdne Ao o bon Temmefor of Moo lobee,

Contact Glossary FAQs

Legin

QSEM

earch Our Site

Key Fact

"in October 2010, the U5,
Food and Drug
Admiristration (FDA)
processed its 160,000th
eCTD submission.”

Find the ICH Guidelines

on the:
EMA wehsite
PMDA website
FDA website

Related Links

[
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Quality System Documentation
Eftfective Date: 22 December 2011
Document No.: FITM ECS-001-04
Page 1 0of 8
1.0
Ethics Committee: Constitution, Composition,
Responsibilities, Term of Membership, and Training
Effective Date: 22 April 2010
Document No.: FTM ECS-002-03
Page 1 of 8
2.0
Review of the Informed Consent
1.0 PURPOSE
‘ Effective Date: 22 April 2010
To describe the
constituted Ethil Document No.: FTM ECS-006-03 | Page 1 of 7
3.0 Mahidol Uuivell
2.0 SCOPE 1.0 PURPOSE
This SOP will a To describe the processes for the review of informed consent documents submitted to
of any supportirf the Ethics Committee (EC) of the Faculty of Tropical Medicine (FTM), Mahidol
University.

3.0 POLICY

. 2.0 SCOPE
The EC assists |

conducting initi
members/ srudell
facilities. The J
and ICH GCP (

This SOP will apply to all informed consent documents that accompany research
proposal/protocol submitted to FTM EC for review.

3.0 POLICY

3.1 In obtaining and documenting informed consent, the Investigator should
comply with the applicable regulatory requirement(s), and should adhere to
the ethical principles that have their origin in the Declaration of Helsinki.

e
]

3 Prior to the beginning of the trial, the Investigator should have the FTM EC’s
www.biophics.org written approval on the written informed consent form and any other written
LY L - 2 1 1 - -

B T T T P
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MAHIDOL Investigator: o

" Qualifications and Agreements

* qualified by education, training, and experience to assume
responsibility for the proper conduct of the trial

* provide evidence of such qualifications through up-to-date
curriculum vitae and/or other relevant documentation

- familiar with the appropriate use of the investigational
product(s), as described in the protocol, in the current
Investigator's Brochure

« aware of Good Clinical Practice & the applicable regulatory
reguirements

* must permit monitoring and auditing by the sponsor, and
Inspection by the appropriate regulatory authority(ies)

* maintain a list of approPrim‘pl\/ aualified nersons tao whaom
the investigator has delg Can investigator plan a study on

children without pediatrician?

www.biophics.or g



oD Investigator: FT"I\;_SEC
Adeguate Resources

- able to demonstrate a potential for recruiting the required
number of suitable subjects within the agreed recruitment
period

* have sufficient time to properly conduct and complete the
trial within the agreed trial period

* have available an adequate number of qualified staff and
adequate facilities for the foreseen duration of the trial to

conduct the trial properly and safely

* ensure that all persons assisting with the trial are
adequately informed about the protocol, the investigational

product(s), and their trial-related duties and functions

How many studies can one researcher commit to?

www.biophics.or g



P Mampor ~Investigator: | o
Medical Care of Trial Subjects

« ensure a qualified physician, either yourself or a sub-investigator,
will be responsible for all trial-related medical decisions

« ensure that adequate medical care is provided to a subject for
any adverse events (including clinically significant laboratory
values) related to the trial, both during and following a subject's
participation in a trial

* Inform the subject's primary physician about the subject's
participation in the trial if the subject has a primary physician and
If the subject agrees to the primary physician being informed

* Inform a subject when medical care is needed for intercurrent
Iliness(es)

« oblige to give his/her reason(s) for withdrawing prematurely from
a trial

If any unanticipated event happens to a study
participant, what will be done?

www.biophics.org



Investigator: FTEC
Communication with the IRB

* have written and dated approval from the IRB for the
research application, written informed consent form,
consent form updates, subject recruitment procedures
(e.g., advertisements), and any other written information to
be provided to subjects

« provide / update (if any) the IRB with a current copy of the
Investigator's Brochure.

» provide the IRB with all documents subject to review
according to the IRB’s requirements

If the researchers want to revise a
guestion in their questionnaire after the
study has launched, can they do it?

www.biophics.org



MAHIDOL ~Investigator: ORS
e Compliance with the IRB-Approved FTM-EC

Research Application

* conduct the research in compliance with the research
application that was given approval by the IRB

* not implement any deviation from the IRB-approved
research application without prior review and documented
approval from the IRB of a modification

* As the investigator, if you deviate from the IRB-approved
research application to eliminate an immediate hazard(s)
to research subjects without prospective IRB approval,
submit a modification and explain the deviation to the IRB

How much that we can tolerate protocol deviation?

www.biophics.or g



[y vaeey Investigator: Fm.ec
Investigational Product(s)

- take responsiblility for investigational product(s)
accountability at the research site(s)

* (you or a designee) maintain records of the product's
delivery to the research site, the inventory at the site, the
use by each subject, and the return to the sponsor or
alternative disposition of unused product(s)

* ensure that the investigational product(s) will be stored as
specified by the sponsor and in accordance with applicable
regulatory requirement(s)

« used only in accordance with the IRB-approved research
application

* explain the correct use of the investigational product(s) to
each subject

* periodically check that each subject is following the
Instructions properly

www.biophics.org



[ MaHoL Investigator: o

Randomization Procedures and Unblinding

 follow the trial's randomization procedures, Iif any

* ensure that the code is broken only in accordance with the
IRB-approved research application

» (If the research is blinded), promptly document and explain
to the sponsor any premature unblinding (e.g., accidental
unblinding, unblinding due to a serious adverse event) of
the investigational product(s)

Is there blinding and unblinding procedures
explained in the protocol?

www.biophics.org



MAHIDOL Investigator: o

"™ |nformed Consent of Trial Subjects

« comply with the applicable regulatory requirement(s) and
adhere to GCP and to the ethical principles

 must have the IRB's written approval of the written or revised
Informed consent form and any other written information

« ensure that neither you nor the research staff will coerce or
unduly influence a subject to participate or to continue to
participate

 fully inform the subject or, if the subject is unable to provide
Informed consent, the subject's legally acceptable
representative, of all pertinent aspects of the research
Including the written information and the approval by the IRB

Do the researchers use the PIS/ICF
of the version stamped by IRB?

www.biophics.org



oD Investigator: FT"J_SEC
Records and Reports

* ensure the accuracy, completeness, legibility, and timeliness of the
data reported to the sponsor in the CRFs & in all required reports

« ensure that data reported on the CRF are consistent with the
source documents If there are any discrepancies, they should be
explained.

e ensure that any change or correction to a CRF are dated, initialed,
and explained (if necessary) and will not obscure the original entry
(i.e., an audit trail should be maintained). This applies to both
written and electronic corrections.

« ensure that the financial aspects of the study are documented in
an agreement between yourself and the sponsor

- make available for direct access research documents and all
requested research-related records upon request of the monitor,

auditor, IRB, or regulatory authority

Can IRB ask to look at certain CRF records?

www.biophics.org



D MampoL Investigator: FTOA;_SEC
Progress Reports

* submit written summaries of the research status to the IRB
annually, or more frequently if requested by the IRB

* provide written reports to the sponsor, the IRB and, where
applicable, the institution on any changes 5|gn|f|cantly
affecting the conduct of the research, and/or increasing

risks to subjects

How often IRB requires to see a progress report?

www.biophics.org



) Investigator: ke
Safety Reporting

« Immediately report all SAEs to sponsor, except for SAEs that the
protocol or other document (e.g., Investigator's Brochure)

identifies as not needing immediate reporting

* the immediate and follow-up reports should identify subjects by
unique code numbers rather than by names, personal

Identification numbers, and/or addresses.

- comply with the applicable regulatory requirement(s) related to the
reporting of unexpected serious adverse drug reactions to the IRB
and regulatory authority(ies)

* report adverse events and/or laboratory abnormalities identified in
the protocol as critical to safety evaluations to the sponsor
according to the reporting requirements and within the time periods
specified in the protocol

« supply the sponsor and the IRB with any additional requested
Information for reported deaths (e.g., autopsy reports and terminal
medical reports)

www.biophics.org
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MAHIDOL Investigator: e

“"Premature Termination or Suspension of Trial

- If the trial is prematurely terminated or suspended for any
reason, promptly inform the trial subjects, assure appropriate

therapy and follow-up for the subjects, and, where required by
the applicable regulatory requirement(s), inform the regulatory
authority(ies)

* If you terminate or suspend research without prior agreement of
the sponsor, provide the sponsor and the IRB with a detailed
written explanation of the termination or suspension

* If the sponsor terminates or suspends a trial, the investigator
promptly inform the IRB and provide a detailed written
explanation of the termination or suspension

« |If the IRB terminates or suspends its approval of your research,
you notify the sponsor and provide the sponsor with a detailed
written explanation of the termination or suspension

Can IRB terminate the study?

www.biophics.org
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Final Report(s) by Investigator

 Inform the IRB and provide a summary of the research
results, and provide any reports required by the regulatory
authority(ies

Do the researcher submit the final study report?

www.biophics.org
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Composition, Functions, and Operations

« consist of a reasonable number of members, who collectively
have the gualifications and experience to review and
evaluate the science, medical aspects, and ethics of the
proposed triall

 recommended compositions:
— At least five members.

— At least one member whose primary area of interest is In
a nonscientific area.

— At least one member who is independent of the institution

* Only those IRB/IEC members who are independent of the
Investigator and the sponsor of the trial should vote/provide
opinion on a trial-related matter.

« maintain a list of IRB/IEC members and their qualifications
should be maintained.

www.biophics.org
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Composition, Functions, and Operations

« perform its functions according to written operating
procedures, should maintain written records of its activities
and minutes of its meetings, and should comply with GCP
and with the applicable regulatory requirement(s).

* make Its decisions at announced meetings at which at
least a quorum, as stipulated in its written operating
procedures, Is present

* may Invite nonmembers with expertise in special areas for
assistance.

At audit —
IRB is functioning according to its SOPs?

www.biophics.org



N\ MAHIDOL IEC - IRB: %)

& UNIVERSITY R FTM-EC
Roles & Responsibilities

 safeguard the rights, safety, and well-being of all trial
subjects; special attention to vulnerable subjects.

« obtain and review the following documents:
— trial protocol(s)/amendment(s),

— written informed consent form(s)
and consent form updates

— subject recruitment procedures

(e.g., advertisements), written information)
— Investigator's Brochure (1B)
— Information about payments and compensation

— curriculum vitae and/or other documentation evidencing
gualifications

— other documents required to fulfil its responsibilities.

www.biophics.org
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Roles & Responsibilities of IRB/IEC 12

Protection of human subjects is the responsibility of:

Subject
Investigator J
Regulatory

Authority

f Bumrungrad
Courtesy: Dr. Niwat Montreewasuwat (modified) .

HOSPITAL
il fREnnsal, Wy DTM&H, DriPH
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Roles & Responsibilities of IRB/IEC

22
Documents for EC Review
Subject Payment
Compensation
Informed
Protocol Consent
The IEC will
o represent BEST INTEREST
Facilities P - INnvestigator
of STUDY SUBJECTS by CcV

/ reviewing..... \

Protocol Investigator

Brochure
Amendments )
Advertisements

Bumrungrad
= = 4
w7 AREnngal, wu. DTM&H, DrieH
Courtesy: Dr. Niwat Montreewasuwat (modified) HOSPITAL
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Roles & Responsibilities of IRB/IEC 23
Documents for EC Review

Documents Requiring IEC Opinion:

» Protocol and amendments

> Informed consent forms

» Additional information given to subjects
> Recruitment advertisements

» Payments to subjects

Bumrungrad

Courtesy: Dr. Miwat Montreswasuwa t [modified) vl @ ﬂ[i‘l'EI"IJ"I'Tm Wu. DTME&H, DreH @




'S MAHIDOL IEC = IRB ORS

) UNIVERSITY

Roles & Responsibilities AL

Roles & Responsibilities of IRB/IEC 24

Documents for EC Review

Documents requiring IEC review:

» Investigator Brochure (IB) and addenda

» Serious Adverse Events (SAE) reports
» Administrative letters
» Final investigator study report

» Annual study status updates from investigators

Bumrungrad
Courtesy: Dr. Niwat Montreewasuwat [modified) w3l 7 ﬂ[f-‘l'EI"IJ"I'Tf‘IJ Wl DTM&H, DrPH I"\
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Responsibilities

« consider the qualifications of the investigator

* conduct continuing review of each ongoing trial at intervals
appropriate to the degree of risk to human subjects, but at
least once per year.

* request more information than the above outlined when, In

the judgment of the IRB/IEC, the additional information
would add meaningfully to the protection of the rights,

safety, and/or well-being of the subjects.

IRB approval for one year!

www.biophics.org
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Responsibilities

* review both the amount and method of payment to
subjects to assure that neither presents problems of
coercion or undue influence; payments to a subject should

Iarorated and not wholly contingent on completion of the
trial by the subject.

« ensure that information regarding payment to subjects,
including the methods, amounts, and schedule of payment
to trial subjects, Is set forth in the written informed consent

Can the investigator not provide
any compensation to the study
participants?

www.biophics.org
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Procedures

 Ensuring that the IRB/IEC promptly notify in writing the
Investigator/institution concerning:

(a) Its trial-related decisions/opinions.
(b) The reasons for its decisions/opinions.
(c) Procedures for appeal of its decisions/opinions.

 retain all relevant records (e.g., written procedures,
membership lists, lists of occupations/affiliations of
members, submitted documents, minutes of meetings, and
correspondence) for a period of at least 3 years after
completion of the trial

* make them available upon request from the regulatory
authority(ies).

* may be asked by investigators, sponsors, or regulatory
authorities to provide copies of its written procedures and
membership lists.

www.biophics.org
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| Research Involving Private Information or Biological Specimens |

| Ara i specimans/dats obtainod from Inving individnal?

Research Involving Private Information or Biological Specimens

Are the specimens/data obtained from living individuals?
r'd Y

NO. individuals are NOT living YES. individuals ARE living

v v

NOT Human Subjects Research Are the specimens/data:

* Human cell lines obtained from a commercial provider (e.g. ATCC): or

* Human cells about which all information has been published: or

» Unidentifiable specimens/data obtained from a commercial provider: or

* Unidentifiable specimens/data obtained from an provider that is prohibited
from releasing identifiers by established regulations or policies

~a
NO YES
v

Were/will the specimens/data (be) collected specifically for the proposed NOT Human Subjects Research
research through an interaction or intervention with living individuals?

~a
NO YES
v v

Can the recipient link the specimens/data Human Subjects Research
directly to identifiable living individuals?

DEFDER
i, 008 [ 90T Human Setacn Foseares | | umen Subisens Ranaares |

http:/grants.nih.gov/grants,policy/hs/PrivatelInfoOrglospecimensuecisioncnart.par

www.biophics.org
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Wisdom of the Land FTM 'EC
Table T OQutline of the major characteristics of the five categories of sample labeling
Category Link between subject Records identifiable for  Actions possible if consent Return of Scope of subject privacy
identity and genetic clinical monitoring is withdrawn individual
data results to
subject
Identified Yes, directly Yes Sample can be destroyed Possible Similar to general
Data can be deleted? healthcare confidentiality
Coded Indirectly, via Yes, via protocol- Sample can be destroyed Possible Standard for clinical
code numbers specified procedures  Data can be deleted’ research
Conforms to ICH
quidelines
De-Identified  Very indirectly via two  Yes, via protocol- Sample can be destroyed Possible Offers added privacy over
levels of code numbers  specified procedures  and data can be deleted’ single coding, breached
via protocol-specified only via specified
procedures procedures
Anonymized  No. Key between first No Sample and data are not Not possible  Genetic data not linked to
and second codes is identifiable and cannot be individuals, offering
deleted destroyed once key is additional security
deleted
Anonymous  No No None Not possible  Maximum

*Data can be deleted up to the time it is reported, but not thereafter.

www.biophics.org

Terminology for sample collection in
clinical genetic studies

The Pharmacogenetics Working Group*




1) oo Use of store specimen o

FAQ #4

It Is Increasingly common to collect and store specimens for future unspecified research, How broad can this consent be
without requiring investigators to abtain additional consent for specific uses? - Alternatively, how specific must this consent

be to allow for future use of biospecimens?

Response. There Is a tension between the desire to be as specific as possible when informing subjects of what will be
done, and the reality that specifics are, by definition, not known at the time of consent.

Many nstitutions and IRBs have found it prudent to be general enough n the consent form to give subjects a reasonable
idea of the types of research that might be conducted in the future and the associated risks, but without placing

unreasonable restrictions on what the research might be. Thus, subjects can be informed that future studies may involve

qenetic research, drug development, or searching for links betwaen genes and environmental factors like diet or lifestyle,
or between genes and diseases. While examples might be given of specific diseases (.q., cancer, diabetes, heart
disease), being overly-specific or restrictive In this regard may result in problems later, when investigators propose other
uses. IRBs and investigators should consider the downstream implications before promising subjects that “your
specimens will only be used for research on XYZ."

U.S. Department of Health & Human Services|

- http://www_hhs.gov/ohrp/sachrp/201 10124attachmentatosecletter.html
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FAQ #16

A clinical il 15 funded by an industry spansar ar ather entity and the cantract provides for specimens to be transferred to
the sponsor or otfer entity,

What factors should be congidered in such an amrangement’?

Response. The consent form should descrine the plan to transfer specimens to the company or sponsar, Material Transfer
Agreements (MTAs) or offier simiar legally binding aqreements should be in place that describes the rights and abligations
0f the providing researcher and Insttution and the idustry sponsor, These should mclude stipulations that the use of the
specimens wil be compatible with the terms of the consent form and the appraved profacal,

s http://www _hhs.gov/ohrp/sachrp/201 10124attachmentatosecletter.html
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Use of protected health information

ORS

SERCLTE A=A
The Health Insurance Portability and Accountability Act of 1996
(HIPAA)
HIPAA
Title | Title |1 Title 1l Title IV Title V
Guarantees Administrative Tax provision Enforcement Revenue
health simplification for medical of group offset
insurance (subsection F) savings health plan provisions
portability account provisions
and renewal
Privacy Transactions Code Sets Security Unique
Identifiers

Source: John Butterworth, Ethics and Clinical Research
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What is Covered in the Privacy Rule?

« Health information + Identifier = PHI

« Transmitted or maintained in any form (paper,
electronic, web-based, etc.)

« Decedents’ information included
 Does not include de-identified
health information

www.biophics.org Source: John Butterworth, Ethics and Clinical Research
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Name

Geographic information
(including city, state and zip)

Elements of dates (including
admission/discharge dates;
service dates; birth date, date
of death)

Telephone numbers
FAX numbers

E-malil addresses
Social Security number

Medical Record number,
prescription number, etc.

Health plan beneficiary
number

The Privacy Rule defines 18 identifiers

ORS
FTM-EC

Account Numbers
Certification numbers

VIN and Serial numbers,
license plate numbers

Device identifiers and serial
numbers

Web URLSs
IP address numbers

Biometric identifiers (finger
prints, voice prints, retinal
scans, etc.)

Full face or comparable photo
Images

Unique identifying numbers

Source: John Butterworth, Ethics and Clinical Research
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Research Use and Disclosure of PHI Without Authorization:
Preparatory to Research

* Requires notification of the entity holding the PHI

Researcher must provide representation that:

— PHI is to be used solely to prepare a protocol or a similar purpose
— PHI will not be removed from the covered entity

— PHI Is necessary for research

 May be used to develop hypothesis, protocol or
characteristics of research cohort

* May not be summarized, used or presented as a research
study without prior IRB approval

« May allow access to PHI to identify subjects for recruitment

www.biophics.org Source: John Butterworth, Ethics and Clinical Research
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Wisdom of the Land

Research Use and Disclosure of PHI Without Authorization:
Preparatory to Research

subjects for recruitment

Requires notification of the entity holding the PHI

Researcher must provide representation that:

— PHI is to be used solely to prepare a protocol or a similar purpose
— PHI will not be removed from the covered entity

— PHI Is necessary for research

May be used to develop hypothesis, protocol or
characteristics of research cohort

May not be summarized, used or s Ba

presented as a research study without Nk
prior IRB approval

May allow access to PHI to identify

YES, You ¢AN
SEE THEM ON MY
WEBSITE!

Source: John Butterworth, Ethics and Clinical Research
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The IMIA Code of Ethics for Health Information Professionals

A. Fundamental Ethical Principles

I R o pmm w3 R e Gl o o

of th Use medical records from Hospital? Cannot ask for informed consent!

1. Prin -
Conduct HIV preventive vaccine in Thailand/Africa a lot — Is it fair?

2. Principle of Equality and Justice
All persons are equal as persons and have a right to be treated accordingly.

3. Principle of Beneficence
All persons have a duty to advance the good of others where the nature of

As you look at EMR of your friend — a husband has HIV, will you tell his wife?

4. Principle of Non-Malfeasance
All persons have a duty to prevent harm to other persons insofar as it lies within their
power to do so without undue harm to themselves.

> The subsequent analysis suggests that some data in the system are

wrong and you cannot recollect the data — what to do?

6. Principle of Integrity
VWhoever has an obligation, has a duty to fulfil that obligation to the best of her

or his ability. Collect data from subject without bias

www.biophics.org
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The IMIA Code of Ethics for Health Information Professionals

We have individual data in malaria national database (Thai & migrant cases).
A research team from a western country ask for data to use in their study.

- Should we give the data out? Why?

- If yes, what data can be given to the research team?

1. Principle of Information-Privacy and Disposition
All persons have a fundamental right to privacy, and hence to control over the
collection, storage, access, use, communication, manipulation and disposition
of data about themselves.

2. Principle of Openness
The collection, storage, access, use, communication, manipulation and
disposition of personal data must be disclosed in an appropriate and timely
fashion to the subject of those data.

3. Principle of Security
Data that have been legitimately collected about a person should be
protected by all reasonable and appropriate measures aaainst loss.
degradation, unauthorized destruction, access, use, manipulation,
modification or communication.

www.biophics.org
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™A Who own the personal data record — patient or hospital?

B. General Prit Can the patient has right to see his/her record?

4. Principle of Access
The subject of an electronic record has the right of access to that record and
the right to correct the record with respect to its accurateness, completeness
and relevance.

5. Principle of Legitimate Infringement
The fundamental right of control over the collection, storage, access, use,
manipulation, communication and disposition of personal data is conditioned
only by the legitimate, appropriate and relevant data-needs of a free,
responsible and democratic society, and by the equal and competing rights of

other persons. Collect only data needed, not irrelevant data !

6. Principle of the Least Intrusive Alternative
Any infringement of the privacy rights of the individual person, and of the
individual's right to control over person-relative data as mandated under
Principle 1, may only occur in the least intrusive fashion and with a minimum

of interference with the rights of the affected i i
Hospital takes picture of

7. Principle of Accountability patlent When helshe reglster
Any infringement of the privacy rights of the

to control over person-relative data, must b« ONtO the hospital
good time and in an appropriate fashion. — Is it OK?

www.biophics.org
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Discussion ....
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