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Recontacting pediatric research participants for consent when they reach the age of
majority. Ethics & Human research 2016,38(6)
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1. Children, biobanks and the scope of parental consent. Eur J Hum Genet 201119

2. Pedjatric biobanks: approaching informed consent for continuing research after children grow up.
J Pediatr 2009,155
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Attachment B: Return of Individual Research Results[The Secretary's Advisory
Committee on Human Research Protections (SACHRP) provides expert advice and

recommendations to the Secretary of HHS on issues pertaining to the protection of
human subjects in research.] March 25, 2015
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Return results only if:

(a) "the findings are scientifically valid and confirmed”

(b) “the findings have significant implications for the subjects’ health concerns” and
(c) “a course of action to ameliorate or treat these concerns is readily available.”

Criteria for returning individual results in population-based genetic research:
“When the risks identified in the study are both valid and associated with a proven
intervention for risk reduction, disclosure may be appropriate.”

Criteria for returning individual genetic results:

(1) “The risk for the disease should be significant, i.e. relative risk>2.0. Variants with greater
penetrance or associated with younger age of onset should receive priority.”

(2) “The disease should have important health implications, i.e. fatal or substantial morbidity or
should have significant reproductive implications” and

(3) "Proven therapeutic or preventive interventions should be available.”

In human embryonic stem cell research, the duty to report individual research results
“depends in large part on the reliability of the findings and the significance of the
information to human health."

“CLIA regulations do not permit the return of research results to patients or subjects if the
test were not conducted in a CLIA-approved laboratory.”

Upon their request, “research participants should have access to experimental research data
except when...the research results are of unproven clinical validity, and the IRB has judged
that there is no benefit to the research subjects.”

Managing Incidental Findings in Human Subjects Research
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Attachment B: Return of Individual Research Results[The Secretary's Advisory
Committee on Human Research Protections (SACHRP) provides expert advice and
recommendations to the Secretary of HHS on issues pertaining to the protection of
human subjects in research.] March 25, 2015
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Attachment B: Return of Individual Research Results[The Secretary's Advisory
Committee on Human Research Protections (SACHRP) provides expert advice and
recommendations to the Secretary of HHS on issues pertaining to the protection of
human subjects in research.] March 25, 2015
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Attachment B: Return of Individual Research Results[The Secretary's Advisory
Committee on Human Research Protections (SACHRP) provides expert advice and

recommendations to the Secretary of HHS on issues pertaining to the protection of
human subjects in research.] March 25, 2015




dq
o

3 & AT

=
=

7t

L

L—

At 21t

of A7

F

ALH PR A7AH} AT A

AT 4E aAHR

[7t

o
Kir

=0

O
jod
gl

Il

ol
Kil

fol

K| G

al

[£0F &tof H7]

0fo



A7A} A= AT FH 13

AALHSAOA 7HE S+ 21 M&Sot=s A0 ol&8E = UKL
2UEAl =0lOF 5= A2 OfL|CY.

- A
HE o7 ZI HF Al WEA| ZZbo| ol AEo| mat 22|H AXS
|:||.E|-o§ b P -5| 7"EE|0'|0|= o|-|:|-
- At XI2E NS5t 8% ATFAEMO| Z1f Xtz M S0 Cist 7|2 Al2lS Zotsl
Of 3t O] = A+ &Y Al Al=lk|= ZA0| L}

- CHARISO| BT AOIS ZWE W LY 4 ULE Y AT ZDHE I A
O{£2 SOl ZHEHS| YAISH O] ECh E3 UHoF I AME KB 70
7Lt ATE RBY & o= AR7H UCHH [IARIS0] 0|8 Y2 BiT

Attachment B: Return of Individual Research Results[The Secretary's Advisory
Committee on Human Research Protections (SACHRP) provides expert advice and
recommendations to the Secretary of HHS on issues pertaining to the protection of
human subjects in research.]







