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until 1972
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From NIH — Human Participant Protections Education for Research Teams



History

: Declaration
’i of Helsinki
The
Willowbhrook Ll Federal protections
Study for human researcn Balmont
1963-1966 participants begin Report

1960 1970 Yy 1979 1980

Exposé of
Tuskegee
Study
1972

Jewish Chronie
Disease Hospital Study
18963

From NIH — Human Participant Protections Education for Research Teams



p9d oL y=>

(oS loodd) Calae L& 51 55 5 (gy9p0 @
Sy Salo
Cogals 0,155



S yr0yg5 &S

A VATY Jlo jo Ll g9, p Ggh jo | el
L85 ol S peygi oS g O

Do ek Ve Snyg 0S5 @




0305 (1905 935 (Gl ;3B Lo (S e ei A5y ogdle  Snda sadl, @
Sy AL adal) o (K05 Sl el g 5IVATA L ) o5 asls

cool yo o Sowda 0 VAFY Lo o L s Sooade sails cogal @
S5 S ol S 5l WS 528

poie (0,55 5 ol o)l @

VA2F Jlo jo oo V)Y slacls ol leas dlaxi s g (60,5 o VoA Jlo o @
o, YeorA Jlo oo YO

25 0 4l 9 YV b5 50 YOV Jlo o (il eedaan) il o >1 @
NPV eaio (yglis



2 oozl oslez g ceads Glaler o YT Lo yo Ja a0 51 O
ad el o

VW s a8 Cel Lol YV (Lol 095 925" 5D )0 (Scmde (saile O
il oads pudass leie 1

aoV o dede @

L\ e IS Jgel @

A Yo a8l g o)lge (Ol @

3o ¥ [0 pd cawl il g laog,S @

3o ¥ 0 caegh Seigpn g sole OLIJI @



Ao ) o gk o B sl alS @

o) o ybly g sesas v > @

3o Ao alblEl alb csls, @

o ) o Ledgylo sl eolaul @

o) ol oleylS 5l o lp (Sokl @

S Voo mls )lasly el o5 @

81 5 ol 3 sl s g Bk sTe @



(Sl (gaily oo

8 sle Cnlpg 4 Ces az g JB o lge @
Ol g b (IS Jaol o) @

Sylad Sl g Gl 5 09w syt 2 S -Y @
28 coml la °9;fﬁ%5i3—\“ o

Uipgh 0 S| gls aaS 5 Shee oSG -F ®
b cols, -0 ®

Jod LB & oMlas -7 @



VoV7 o3l

WMA DECLARATION OF TAIPEI ON ETHICAL

CONSIDERATIONS REGARDING HEALTH DATABASES AND
ETHICAL BIOBANKS
SO RIEN N SRR TRARREN cvoxa o the 57 s Caneral Assemby, Woshingion, DC USA October 2002

PREAMBLE

R E GA R D I N G 1. The Declaration of Helsinki lays down ethical principles for medical research involving human subjects,

including the importance of protecting the dignity, autonomy, privacy and confidentiality of research subjects,
H EA LT H and obtaining informed consent for using identifiable human biological material and data.
2. In health care provision, health information is gathered by physicians or other members of the medical
team to record health care events and to aid physicians in the on-going care of their patient.
DA I A BAS E S A N D 3. This Declaration is intended to cover the collection, storage and use of identifiable data and biological
material beyond the individual care of patients. In concordance with the Declaration of Helsinki, it provides

additional ethical principles for their use in Health Databases and Biobanks.

B I 0 BA N KS This Declaration should be read as a whole and each of its constituent paragraphs should be applied with
consideration of all other relevant paragraphs.

4. A Health Database is a system for collecting, organizing and storing health information. A Biobank is a
collection of biological material and associated data. Biological material refers to a sample obtained from an
individual human being, living or deceased, which can provide biological information, including genetic
information, about that individual. Health Databases and Biobanks are both collections on individuals and

7. Consistent with the mandate of WMA, the Declaration is addressed primarily to physicians. The WMA

encourages others who are involved in using data or biological material in Health Databases and Biobanks to

adopt these principles.

ETHICAL PRINCIPLES

8. Research and other Health Databases and Biobanks related activities should contribute to the benefit of
society, in particular public health objectives.

9. Respecting the dignity, autonomy, privacy and confidentiality of individuals, physicians have specific
obligations, both ethical and legal, as stewards protecting information provided by their patients. The rights to
autonomy, privacy and confidentiality also entitle individuals to exercise control over the use of their personal
data and biological material.

10. Confidentiality is essential for maintaining trust and integrity in Health Databases and Biobanks. Knowing
that their privacy will be respected gives patients and donors the confidence to share sensitive personal data.
Their privacy is protected by the duty of confidentiality of all who are involved in handling data and biological
material.

11. The collection, storage and use of data and biological material from individuals capable of giving consent
must be voluntary. If the data and biological material are collected for a given research project, the specific, free
and informed consent of the participants must be obtained in accordance with the Declaration of Helsinki.
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