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The Seven Habits of Highly Effective
HRPPs
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Appoint a strong Organizational Official

Create an educational/collaborative relationship
with investigators and research staff

Continuously update SOPs
Centralize research support
Limit the IRB’s authority to the regulations

Require the IRB to follow the regulatory criteria
for approval

Create operational flexibility for the IRB and

administrative support office
PRIMBA



Research

A systematic 1nvestigation,
including research development
testing, and evaluation, designed
to develop or contribute to
generalize knowledge.

The major goal of research :
benefit other than research subject
NOT research (No IRB review)




Practice vs. Research

Practice: interventions that are designed
solely to enhance the well-being of an
iIndividual patient and that have a
reasonable expectation of success.

Research: an activity designed to test
an hypothesis, permit conclusions to
be drawn, and thereby to develop or

contribute to- enera“ze ......... knowled ge


http://ohsr.od.nih.gov/guidelines/belmont.html
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The Tuskegee Syphilis Study

1932-1972# Public Health Service¥? Tuskegee
Institute 2@+ = & “*Macon County¥t2 % iE {7 & p
?ﬁﬁ%%iffﬁaéﬁéLéi "Tuskegee Study of Untreated
Syphilis in the Negro Male. “
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1972—Jean Heller-New York Times
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Lesson learned from US IRB system

Delay research starting time
More complex 1nformed consent

Improved human subject
protection???

Greg Koski,
Ex—OHRP director




The Organizational Official

* |s a respected senior administrator who assumes overall
responsibility for the HRPP

* Is knowledgeable about research ethics, HHS/FDA regulations,
research misconduct, etc.

« Supports a robust IRB member and staff training program

* Recognizes IRB service by supporting promotion and tenure
decisions

* |Is appropriately involved in the HRPP, but does not engage in micro-
management

« Meets regularly with the IRB Chair(s), IRB staff, COI Officer

’ PRIM&R
PUBLIC RESPONSIBILITY IN
MEDIOINE AND RESEARCH



The Organizational Official (contq)

10

Allocates the resources necessary to ensure a
highly functional and efficient HRPP

Appoints the IRB Chair(s) and IRB members and
replaces ineffective members, as necessary

Reviews and approves IRB reliance agreements

Ensures the IRB(s) is independent and avoids
undue regulatory burden/mission creep

PRIM/&R



The Organizational Official (contq)

1"

Deals with noncompliance and research
misconduct, appropriately and expeditiously

Handles difficult investigators firmly, but also
diplomatically and consistently

Supports the IRB(s) in the face of unwarranted
criticism from investigators and others

Takes action to promptly address legitimate HRPP
concerns and deficiencies

PRIMZ&R
rus RESPONSIBILITY IN
MEC NE AND SESEARCH
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Example SOP

SOP: Minutes

Then prox sdure evtaddntes Be (rix ow 1 tabe KO mewtey
Tha [ron e e begen shen Pe meelry) @  shed ¥ order
Tha prox edure ends shen Pa menutes e Wnakled

2. POLCY

e

3. RESPONSIBILITY

MEPT 0 mantert ( 87, of Pete (0K SAset

4. PROCEDURE
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Purpose

o Initiating event
o Endpoint
Policy
Responsibility
Procedure

o Command language
o Recipe

PRIM'ER

PUBLIC BRESPONSIBLITY IN
MEOWOINE AND RESEANCH
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IRB Workflow

Submission

Pre-Review

29

Non-
Committee
Prep

Committee
Prep

Non-
Committee
Conduct

Committee
Conduct

Response

Post Review

PRIM&R

PUBLIC RESPONSIBILITY IN
MEDIOINTE AND SESEARCH



SOP non-compliance

* Follow up on SOP
non-compliance

THE WHY = Follow the SOP or

change them and

WHY follow that SOP
WHY = Could the SOP be:
WHY o Clearer?
WHY'S o Shorter?

o Faster?

o Easier?

o Simpler?

" PRIM'ER
LAUOKHNE AN BESEARCH
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What do Stanley Milgram'’s
experiments on obedience
to authority tell us about

research non-compliance?

PRIM&R
PUBLIC RESPONTIBALITY IN
MEDICINE AND RESEARCH
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Milgram Studies of Obedience to Authority
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Milgram Studies of Obedience to Authority
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Milgram experiment (4§ )

Results:
65% (two-thirds) of
participants (1i.e.
teachers)

continued to the
highest

level of 450 volts.
All the

participants continued
to

300 volts.

Ethical Issues
> Deception

° Protection of
participants

Public Announcement

WE WILL PAY YOU 34.00 FOR
ONE HOUR OF YOUR TIME

Persons Needed for a Study of Memory

*We will pay five hundred New Haven men to help us complete a scientific
study of memory znd learning. The study is being done at Yale University.

*Each person who parlicipates will be paid $4.00 (plus 50c carlare) tor
approximately 1 hour’s time. We need you for only one hour: there are no
further obligations. You may choose the lime you would like to come (evenings,
weekdays, or weekends).

*No special training, education, ur experience is needed. We want:

Factory workers Businessmen Construction workers
City employees Clerks Salespeople

Laborers Professional people White-collar warkers
Barbers Telephone workers Others

All persons must be between the ages of 20 and 50, High school and college
students cannot be used.

*If you meet these qualifications, fill out the coupon betow and mail it
now to Professor Stanley Milgram, Department of Psychology, Yale University,
New Haven. You will be notified later of the specific time und place of the
study, We reserve the right to decline any application.

*You will be paid $4.00 (plus 50c carfare) as soon as you arrive at the
laboratory.

TO:

PROF. STANLEY MILGRAM, DEPARTMENT OF PSYCHOLOGY,
YALE UNIVERSITY, NEW HAVEN, CONN. I want to take part in
this study of memory and learning. { am between the ages of 20 and
50. [ will be paid $4.00 (plus 50¢ carfare) if | participate.

NAME (Please Print). .. ... .. i s
ADDRESS . o e s
TELEPHONENO. . .............. Best time tocall you ... .. ..
AGE........ OQCCUPATION. .. ... ............ SEX ... ...
CAN YOU COME:

WEEKDAYS ....... EVENINGS ...... WEEKENDS.. ... ...

t+hat. mav..have..the
ttict-t-tlc Y- Hav-e-tHe

potential to cause
psvchological harm



Observations

Behind almost every research disaster is:

o An untrained coordinator
or

o An investigator whose authority status
prevented a trained coordinator from
speaking out

or

o An untrained investigator who either
naively or deliberately violated the
regulations

36
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Solution

37

» Centralize research staff

= Maintain standards for
hiring and responsibility

= Establish safe outlet to
express concerns

PRIM&R



Best outcome

39

‘| know the hospital
says that my coordinator
works for the hospital.
But really she works for
me.”

o Investigator

PRIM &R
PUBLIC RESPONBIBILITY IN
MEDIOINTE AND SESEARCH
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Question

41

The IRB is responsible
to protect the rights and
welfare of subjects.

d True

J False

PRIM?&R



IRB Responsibilities

42

= §56.101 Scope.

(a) This part contains the
general standards for the
composition, operation, and
responsibility of an
Institutional Review Board
(IRB) that reviews clinical
investigations regulated by
the Food and Drug

Administration. Compliance
with this part is intended to
protect the rights and welfare
of human subjects involved in
such investigations.

PRIM&R
PUBLIC RESPONIINITY N
MEDICOINT AND RESEAMCH



What IRB’s authorities should be

under its SOPs

= Approve

* Require modifications
in (to secure approval)

* Disapprove
= Suspend approval
* Terminate approval

» Observe or have a
third party observe the
research

43 PRIME&R



What IRBs do not have authority

to do

Decide what research has to
be reviewed by full board

Determine whether non-
compliance is serious or
continuing

Review and approve SOPs
Bar use of data

Require destruction of data
Prohibit publication
Sanction investigators
Reprimand investigators

PRIM&R
PUBLIC RESPONSIINLITY N
MEDIMOINE AND BESEARCH



Authority of the organizational
official

45

Review and approve SOPs

Decide whether non-
compliance is serious or
continuing

Manage research conducted
without IRB approval

o Bar use of data

o Prohibit publication

o Require destruction of data
Deal with difficult investigators

o Require remedial actions

o Bar from conducting research

-

PRIM &R
PUBLIC RESPONIILITY v
MEDICOINE AND RESEAACH



Summary comparison

IRB Institution
* Reviews protocols and * Implements procedures to
new information to ensure that laws and
determine whether criteria institutional commitments
for approval are met are met
« Takes action on protocols +« Takes action on people
* Acts to protect subjects * Acts to protect subjects,
investigators, and the
institution

47 PRIM&ER
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IRB Composition and Meetings

Pre-Transition Current

Number of IRBs

Meeting attendees

Member individual schedule
Meetings/month

Length of meeting

Number of agenda items

Review of need for IND/IDE
Quorum needed to hold meeting
Total membership needed
Number of Chairs

Review materials format
Monthly review capacity

10
Fixed
Fixed

10

2 hours

15
IRB responsible
8-10
160-200
10 (volunteer)
Paper
~150

]

Flexible
Flexible
24 - 30
1 hour

5-7 (8)
HRPO responsible

4

96-168
6 (paid)
Electronic

~180

61

PRIM?&R
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