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Interesting topic from
the 16™ FERCAP International Annual Conference:

Ethical Considerations in Human Challenge Studies
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RESEARCH USING BIOSPECIMEN
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General consideration

MIANemaasuazdinsunng  Setaelilddauaidasdunan o . . .
a = The vast majority of people do not object to their materials

ﬁ%zﬁ?Lﬁ%ﬂ’]iﬁﬁﬂédﬁ%ﬁ@ "indwuﬂué’mfﬂ@aad ‘m%aﬂuﬁmw and related data being stored in repositories and used for
e . o o research for the common good.
U A A a o a Qs v 1 a =
LL&J’)’]L%E)LEIE]V]W]N’]I’I?L%TT]TJ?J Uuuazvlﬂmmﬂﬂu LLANIIILWY = However, the person whose materials are stored (the
Mo .+ =« A~ Ao donor) must, in principle, explicitly authorize future use by
Tlddaindumaidoluamanell  aranguanaawdin (the one of the mechanisms described in this Guideline.

Common Rule 45 CFR46) u19nsmhlaianinilnnisidaivan
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wazlason1539e1na lainavn18n155UsavINAMENTINN139585 53N 15998 At se91a010% WALNIIINI9938558
a o { & 1 . . . . . o { 1 [
m5398lwannidnaina 12w Declaration of Helsinki waz CIOMS Guidelines 3:R1%®HANTAUNNIIINT ﬁdﬁ&lmi%ﬁﬂug
ngwnmsidanana liRemsfiangndas
a e 1:' v g dl v a > ' & a e A 1 va 6 o
mAdunldiialiavasnn 1nd1989 The Common Rule 3zdaindumiddoluaunialyl 11nwm<smﬂmmﬂmmma‘§ﬂ1u
@137197 1 (US-HHS, OHRP)
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Iallun33uluan (Human research) Taidaifun1338luan (Non-Human research)
- Identifiable sample - Anonymous sample
- Prospective collection - Existing on the shelf
- Obtain the specimen by investigator conducting - Cadaveric specimen
research through interaction or intervention with - Specimens/Data from a publicly available
living human repository or databaset
- taking blood or other cells from living individuals for o Anonymous
research purposes in order to create a cell line o Coded
- Human cell line*

ti3awly (Condition)
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*human cell lines available from the American Type Culture Collection or a similar repository Lﬁadﬁl’mium&ﬁmﬁﬂgﬁmﬂ
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‘ Not required

Shical Hamerd| - May not be consented

- Broad consent

P - Non- H
: : \ ' - Informed opt-out
( Providers’ : . human : 7 P
. SOP Commercial/ : / s |
IRB approval for A | pubiicl bl Leftover from
- Biobank SOP and consent s 5 g1 |3|’ O‘;.O' S practice
- Research proposal using | : cofiection i
biospecimen Outsource e e -
< 7 4 Institutional From previous
— Y/ Repository research ) -
Biospecimen for | / : - - Separate
research _J \ JMIA | . < _ - consent
A From previous i for futurﬁ
¢ 3 research research
Investigator's | - ,,
collection | ( N %, pr—
J Prospective ds.qe SeporotTe
collection e 1
_ for future
o S research
| Specific
| consent

s

Ref. http://www.hhs.gov/ohrp/policy/cdebiol.pdf.

waninaziunuaimMiassnnitaderasautsannlalidaindumsiseluauud ngwanoausiudfiniaue
Inidbuslszinniaatluing exemption Fanmensrunmsssesssumaisluanlidasusesuazdaauanuiwinuesms
33y uaRTiimuaunUnmiRvasnaenssumInsessing Llnuniuednainda (imited review) iiafiansanluunadszidin
Fougasluansedi 2 (mihdaly)

Lfial,‘iﬁsmLﬁﬁummsﬁmdﬁﬂﬁﬁm‘ﬁu Declaration of Helsinki (DoH) NU the Common Rule LR ATWLAMUUANG
\fio9a1nlu DoH 2013 #a 32 9:laif %@ non-human research uandAsmsvanNuBngonlumsTamsiviiaiovasan
Afln “identifiable sample’ lumsiaivuazinlUlFifan 55y Sevnnliaansavannudusanannidwasld adasldiums
fasaniuTesnnamznIIunMIssesTsam st luan minaliduguaznhgutuil desardeiorsmayrimoasamenssuns
955Ny iflwagwann Gefenaaziilymlunal fianenssziionuuandnsiuataunnisuiu

DoH Item 32. For medical research using identifiable human material or data, such as research on
material or data contained in biobanks or similar repositories, physicians must seek informed consent
for its collection, storage and/or reuse.

There may be exceptional situations where consent would be impossible or impracticable to obtain for
such research.

In such situations the research may be done only after consideration and approval of a research ethics

committee.
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19199 2. Non-human research — anonymous, coded (with condition), cell line (American type)

45CFR46 BIOSPECIMEN/DATA — EXEMPTION

(4) Secondary research for which

consent is not required

(7) Storage or maintenance for

secondary research for which broad

(8) Secondary research for which

broad consent is required

consent is required

(i) The identifiable private informa-
tion or identifiable biospecimens
are publicly available;

(i) Information, which may include
information about biospecimens,

is recorded by the investigator in
such a manner that the identity of
the human subjects cannot readily
be ascertained directly or through
identifiers linked to the subjects, the
investigator does not contact the
subjects, and the investigator will

not re-identify subjects

fatd duzluilszmns

" | a =1
wenniduwrssdon, sadon
L =1 ] v ] g &
wnane ladnanawszdwas
wzluaondu gawdnalale

Storage or maintenance of identi-
fiable private information or iden-

tifiable biospecimens for potential
secondary research use if an IRB

conducts a limited IRB review and

makes the determinations

(i) Broad consent for storage, mainte-
nance, and secondary research use
of identifiable private information or
identifiable biospecimens is obtained
(ii) Broad consent is appropriately
documented or waiver of documenta-
tion is appropriate

(iii) If there is a change made for
research purposes in the way the
identifiable private information or
identifiable biospecimens are stored
or maintained, there are adequate

provisions to protect the privacy of

subjects and to maintain the confi-

Research involving the use of iden-
tifiable private information or identi-
fiable biospecimens for secondary
research use, if the following criteria
are met:

(i) Broad consent for the storage,
maintenance, and secondary research
use of the identifiable private informa-
tion or identifiable biospecimens was
obtained

(i) Documentation of informed con-
sent or waiver of documentation of
consent was obtained

(i) An IRB conducts a limited IRB

review and makes the determination
that the research to be conducted is

within the scope of the broad consent

and
(iv) The investigator does not include

returning individual research results

dentiality of data.

to subjects as part of the study plan.
This provision does not prevent an
investigator from abiding by any legal
requirements to return individual

research results.

v { Kt vV, g { v a va & o s ] Q é’ a
cioMs 2016 laagnsanulusasilifianuazidoauntn  nelinsUjuaidululumusndeanvadiitaaniuluszdy
a Balid 1A o ' o X A 1 & & ” e v X =2
winnd@  udndsldimatmuaiinisldidadauuulalidadndu “non-human research” udnfuasauagunitsanullii

A A 4 a e A A A X Ao
LWalHaNNIINEAN ‘1)\‘56]LLNLL(ﬂLuﬂLﬂ@VI%z%’]vl.ﬂYN%iEWnﬂ’m

Research involving human biological materials may include: tissues, organs, blood, plasma, skin, serum, DNA, RNA,
proteins, cells, hair, nail clippings, urine, saliva, or other bodily fluids.

These biological materials may come from a variety of places but the materials will mostly come from patients
following diagnostic or therapeutic procedures, autopsy specimens, and donations of organs or tissue from living or
dead humans, or bodily wastes or abandoned tissue.

lu CIOMS Guideline £19na2fl9 broad consent Waz informed opt-out procedures, PINAV0IAUZNIINNIIILTITNY 7
azgnansngaeliiniivdifiumaidslaslfiftetiovasauldednananzay wiazldldvaanubusarnnidrveaiiabesdoys
e Tunsdifweanudusaunuuniieglingy amenTiunIasesssny nezRaIanIIMIianudugaunwnasauLas
mam@uﬂmwaﬁ%aﬁd pIaddudasvannuinsangidn vxfﬁﬁma\mﬁdLﬁaLﬁalumﬁ'ﬂmmwﬁmaaﬁaa&amuqﬂﬂa RS
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Exemption 4, 7,8 The Final Common Rule 2017

Identifiable biospecimen & Data
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- Publicly available
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(exemption &)
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