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BACKGROUND

The ~concept of equipoise is known by ethics professionals. Under-sampled
studies have the potential for more harm to participants than studies that are
over-sampled.

Figure 1. Correctly sampled study. Equipoise assumed to be present.

dﬁ?f&»

in an und pled study. IRB should reject this study.

Figure 2. Equipoi

sampling carries more risk for harm

i s why under-
T Fmnasch demont . identify and correct studies where

and presents methods that IRBs can use to
under-sampling can occur.

METHODS

ines
Using pretest-posttest control group design, a power analysis determil

n=200 total). In scenario 1,
= rticipants are needed in each group (¢
that‘ ':1 12:;:; 80p% of the total and in scenario 2,a study enrolls ;1;235 &f ::i
?o:aT J. the under-sampled study. all 80 patifn;s h':\;est:::; r;x:beneﬁt i
: - led study,
i study benefit. In the over-samp
:rl:ll; ::e 20 demonal participants were exposed to risk.

Thomas E. Wasser, PhD, MEd, CIM
HealthCore, Inc., Wilmington, DE, USA

CONCLUSION

In minimal or high-risk studies where low enroliment might be anticipated,
there are several procedures that hospital and academic IRBs can use to
detect and remedy under-sampled studies. The following recommendations

can be added to investigator questionnaires and included in either proxy or
direct IRB presentations:

Table 1. Decision matrix for IRB when sampling issues are discussed.

IRB and Protocol Definl Protocol contains
(Assui

itions
imes Minimal Risk or
Greater) Under-Sample Appropriate  Oversample

Under-sample

IRB
D
the following
Exists

Oversample

1. Ensure that all proposals submitted to the IRB have sample size/power
sections indicating the number of participants needed for the study.
2. Confirm that the data analysis section of the proposal matches the sample
size calculations and are appropriate for the statistics being used.
3.Require that the presenter (or IRB assigned/proxy presenter) be familiar
with the sample size requirements for the study and can discuss them
accurately.
4. Add questions regarding participant recruitment procedures.
isting EMR system) to determine if the
5. Ask the presenter (or query an existi
presenter has access to the patient population needed to complete the
g, d ] t i blematic, require
s prol .
I the IRB is concerned that the study enroliment i
. Itfh:,- presenter to provide more than annual reports on study recrui{ment.
The IRB could require monthly reporting or reporting after each patient is

enrolled.

17, 2018.
Poster presented at PRIM&R Conference, San Diego, California, November 23

7. Appoint IRB members or external members to monitor study or site
enroliment and make recommendations back to the IRB.

8.1f the study is multi-centered, base approval of the study contingent upon
the sponsor providing data regarding these recommendations.

While this example included only one type of analytical design—t-tests for
between group or within group comparisons. Every statistic has its own unique
power formula, so risk to participants would need to be computed for each
type of analytical procedure. IRBs should not hesitate to provide research
design suggestions to improve sample size selection.

Figure 3. Method for IRB to suggest a research design modification to
protect against over sampling

R

Control

Tem-

Sample size: g Negs
2600 130 .

DISCUSSION

Research protocols should be closely examined for the effects of under and
over sampling. Procedures or a checklist should be put in place by the IRB
to continually monitor, on more than an annual basls, those studies that gre
not enrolling subjects as specified in the protocol. The steps for ensunnlg
proper sampling procedures can be assembled into a Decision Tree to help

facilitate this process.

HealthCere

2018 PRIM&R AER CONFERENCE, U.S.
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Poster: Under-sampled studies are
more harmful to study participants
than Over-sampled studies
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Non-
intentional

----L-------------------------------

ISU lEressm data I

Intentional

Wrong observations
I Wrong analysis |

Undeclared conflict of interest

Publication bias

Undeserved authorship

Plagiarism

Falsification

Fabrication

Magne Nylenna, Sigmund Simonsen, Scientific misconduct: a new approach to prevention, In The

Lancet, Volume 367, Issue 9526, 2006, Pages 1882-1884.

31



i ¥ |

7] 5 T




	2019年6月18日 培训 签到时发放材料 - 日程和问卷填写说明
	生育健康研究所伦理审查与项目管理经验分享 Liu JF2019.6.18
	2-样本含量相关问题及伦理考虑（康晓平张海洪20190618）
	3-公共卫生相关研究涉及的伦理问题-王海俊20190618 - 挂网版本



