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1 HELSINKI

UNIT ESPZ A0

DECLARATION OF

| READING

CD-1 Unit 1 [

The World Medical Association (HHFLERfZ)
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THE WORLD MEDICAL ASSOCIATION, Inc.

DECLARATION OF HELSINKI

Ethical Principles for Medical Research Involving Human Subjects

Adopted by the 59th WMA General Assembly, Seoul, October 2008

5 A. INTRODUCTION

10

1.

The World Medical Association (WMA) has
the Declaration of Helsinki as a statement of ethical prin-
ciples for medical research involving human subjects, in-
cluding research on identifiable human material and data.
The Declaration is intended to be read as a whole and each of its

constituent paragraphs should not be applied without consider-

ation of all other relevant paragraphs.

developed

subject #ERH
pSEE

constituent FEH D
W IEZE D



population

M. BRHEM
underrepresented
REFHDOD IR\, 147
ICERINTLR

take precedence
over -T2

intervention /A
ORIBFREEZZEZ 57
O DFTHE) - B

Although the Declaration is addressed primarily to physicians,
the WMA encourages other participants in medical research in-
volving human subjects to adopt these principles.

It is the duty of the physician to promote and safeguard the health
of patients, including those who are involved in medical research.
The physician’s knowledge and conscience are dedicated to the
fulfilment of this duty.

The Declaration of Geneva of the WM A binds the physician with
the words, “The health of my patient will be my first consider-
ation,” and the International Code of Medical Ethics declares
that, “A physician shall act in the patient’s best interest when
providing medical care.”

Medical progress is based on research that ultimately must in-
clude studies involving human subjects. Populations that are un-
derrepresented in medical research should be provided appropri-
ate access to participation in research.

In medical research involving human subjects, the well-being
of the individual research subject must take precedence over all
other interests.

The primary purpose of medical research involving human sub-
jects is to understand the causes, development and effects of dis-
eases and improve preventive, diagnostic and therapeutic inter-
ventions (methods, procedures and treatments). Even the best
current interventions must be evaluated continually through re-
search for their safety, effectiveness, efficiency, accessibility and
quality.

In medical practice and in medical research, most interventions

involve risks and burdens.
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Unit 1 - Declaration of Helsinki ‘
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10.

11.

12.

Medical research is subject to ethical standards that promote re-
spect for all human subjects and protect their health and rights.
Some research populations are particularly vulnerable and need
special protection. These include those who cannot give or refuse

consent for themselves and those who may be vulnerable to coer- vulnerable 4%

TR, ~ITggn
cion or undue influence. coercion i, PIIE
. . . undue 247

Physicians should consider the ethical, legal and regulatory regulatory

. . . . Bl Lo, BlED
norms and standards for research involving human subjects in

their own countries as well as applicable international norms and

standards. No national or international ethical, legal or regulato-

ry requirement should reduce or eliminate any of the protections

for research subjects set forth in this Declaration. Z::f;r;h CLC RN
BASIC PRINCIPLES FOR ALL MEDICAL RESEARCH

It is the duty of physicians who participate in medical research

to protect the life, health, dignity, integrity, right to self-deter-

mination, privacy, and confidentiality of personal information of f9%1zfifli;ntiality
research subjects. o
Medical research involving human subjects must conform to

generally accepted scientific principles, be based on a thorough

knowledge of the scientific literature, other relevant sources of in-

formation, and adequate laboratory and, as appropriate, animal

experimentation. The welfare of animals used for research must

be respected.

13. Appropriate caution must be exercised in the conduct of medical

14.

research that may harm the environment.
The design and performance of each research study involving hu-

man subjects must be clearly described in a research protocol. The  research protocol
R ikt



institutional
affiliation
WD RTE

incentive A

provision FJH, Bl

protocol should contain a statement of the ethical considerations
involved and should indicate how the principles in this Declara-
tion have been addressed. The protocol should include informa-
tion regarding funding, sponsors, institutional affiliations, other
potential conflicts of interest, incentives for subjects and provi-
sions for treating and/or compensating subjects who are harmed
as a consequence of participation in the research study. The pro-
tocol should describe arrangements for post-study access by study
subjects to interventions identified as beneficial in the study or
access to other appropriate care or benefits.

http://www.wma.net/e/policy/pdf/17c.pdf

/COMPREHENSION EXERCISE I

» Indicate in which paragraph(s) the following ideas are discussed.

a. (11 ) dignity of the human subject
b. ( ) welfare of animals
c. ( ) protection of research participants vs. national ethical requirements
d. ( ) purpose of this declaration
e. ( ) monitoring trials
f. ( ) possible burdens and risks
g ( ) duty of physicians
|/MEDICAL VOCABULARY I

» Match each of the following words with its meaning below and then translate the word

into Japanese.

i BB 9% Al EE

SN o

benign
malignant
acute
chronic
pathogen

parasite

) (
) (
) (
) (
) (
) (

e U e T N
N N N N N NS

10



Unit 1 - Declaration of Helsinki ‘

(a) an organism that causes disease

(b) lasting for a long time; progressing slowly

(c) developing uncontrollably and growing worse

(d) very serious or severe; having a short course

(e) not dangerous, recurrent, or likely to cause death

(f) an organism that lives on or in another organism, causing damage to it

I/GRAMMAR [ﬂﬂ

» Correct or discard the word in parentheses to complete the sentence.

(1) Despite ( of ) treatment, a condition or illness will cause death.

(2) Patients can decide whether they want aggressive treatment or whether they prefer
( stopping ) treatment.

(3) Advance directives can help make the patient’s wishes ( cleared ) to families and
health care providers. *advance directives FF i 7%

(4) Care at the end of life focuses on making patients ( comfort ).

M ©)
2) )

||[LISTENING & CONVERSATION |
> 1. Listen to the following conversation in a pharmacy in America and Track 2

answer the following questions.

[Prescription Refill (1)]

1. What is the name of the pharmacist?
a. Amy
b. Aileen
c. Ms. Ai Lee
d. It is not mentioned.
2. What does she do after introducing herself to the patient?
a. She goes out of the room.
b. She asks the patient to sit.
c. She takes the patient to a doctor.
d. She asks for an ID.



3. When did the patient’s blurred vision start?
a. three days ago
b. yesterday
c. aweek ago
d. It is not mentioned.

(BN
blurry vision : H23 & 2 &

» I1. Based on the Japanese sentence, listen to the following in English and Track 3
write out what you hear.

L BRERBEEDYH) FEAN?

Do you feel

2. WP AZICH) FEA,

I have had a headache that

3. BDER T THREI BT, (HEOBRTIHELE I, )

Has the blurred vision

IWRITING H]ﬂ

» Self-introduction

(1]

My name is Kaoru Takahashi. I major in physics at ABC University. I am from Oki-
nawa, and I live in the university dormitory which is a ten-minute walk from the lecture
halls. Though I am busy with laboratory practice and reports, I enjoy playing the guitar
and going to concerts in my free time.

(i)

Now introduce yourself in English.




Unit 1 - Declaration of Helsinki ‘
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