
Contents

continued 

4 Hopkins Tries Its Hand at 
Reform With New Ph.D. 
Program

5 Procurement Changes 
Coming? OMB May Soon 
Announce Delay

6 Inside NIH

7 Core Principles Underlie 
Evaluation of Risks, 
Benefits in Animal 
Studies

9 As NSF OIG Report 
Shows, Misconduct Can 
Prove Costly

11 In This Month’s E-News

‘Reforming Science’ Movement Begins to 
Take Hold; Call for Changes at All Levels

Is the hyper-competitive world of grant-funded research now characterized by 
“impact factor mania” driving investigators to commit misconduct and feeding the 
escalating number of retractions?

What if “credit” is given to the first to report a discovery but also to the first to 
“confirm” that work, and where the work was published didn’t really matter?

These were among the provocative questions that surfaced at a recent conference 
outside Washington, D.C., “Best Practices of Biomedical Research: Improving Repro-
ducibility and Transparency of Preclinical Research,” this year’s annual meeting spon-
sored by the Friends of the National Library of Medicine.

Speakers offered a number of causes and possible solutions to the problems of mis-
conduct and retractions and others bedeviling the research enterprise today, including 
a growing concern over lack of reproducibility in science and a seemingly stalled drug 
and innovation pipeline.

All at the June 9-10 meeting acknowledged that the problems need to be addressed 
on many levels, with institutions having a very big role to play, along with funders and 
journals. 

Also discussed at the meeting was a set of recommendations from the American 
Academy of Microbiology (AAM), the “honorific branch” of the American Society 
for Microbiology (ASM). The recommendations address these issues in a forthcom-
ing report, “Promoting Responsible Scientific Research,” based on a meeting on “data 
reproducibility in science” it convened in October of last year.

News and Analysis for Colleges, Universities, AMCs and Other Non-Federal Entities

NIH Issues Single IRB Policy for Multisite 
Trials; ‘Paradigm Shift’ Effective May 2017

With some exceptions allowed on a case-by-case basis, NIH will require the use of 
a single institutional review board (sIRB) to conduct “the ethical review of NIH-funded 
multi-site studies for participating sites” for “all competing grant applications (new, 
renewal, revision, or resubmission) with receipt dates on or after May 25, 2017,” NIH 
announced on June 21.

The policy will also apply to all “ongoing, non-competing awards” when “the 
grantee submits a competing renewal application.”

While controversial, the policy was not unexpected. The announcement in the 
Federal Register followed a draft issued in December 2014 (RRC 12/4/14). In late May, 
Michael Lauer, NIH deputy director for extramural research, told RRC an announce-
ment was imminent (RRC 6/16, p. 3).

Commenters on the proposed policy, including the HHS Secretary’s Advisory 
Committee on Human Research Protections (SACHRP), the Association of American 
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The recommendations were shared at the meeting 
by Arturo Casadevall, founding editor of MBio, an open 
access journal published by ASM, who also described 
a new Ph.D. program at Johns Hopkins University that 
responds to one recommendation in particular (see box, 
p. 4).

Ferric Fang, professor of Laboratory Medicine, Mi-
crobiology, Medicine and Pathobiology at the University 
of Washington School of Medicine and editor-in-chief of 
the journal Infection and Immunity, also discussed them in 
detail. Both helped develop them.

‘Impact Factor Distortion’ Decried
Casadevall drew attention to one line in the report: 

“The norms of science (rigor, reproducibility and respon-
sibility) are out of sync with the reward system of science 
(impact).”

In 2012, he and Fang authored a paper calling for a 
“culture of responsibility,” as well as methodological and 
structural changes. They believe the majority of retrac-
tions are due to misconduct (fabrication, falsification and 
plagiarism) as well as other types of fraud.

The institutional reward system today is such that 
investigators are all rushing to obtain “publications, 
patents, high impact, grants and visibility” so they will 

receive employment, promotions, “space, status and 
resources.”

One particularly negative influence is what Casade-
vall called “impact factor distortion.” Scientists are (figu-
ratively) killing themselves to get published in so-called 
“top journals,” such as Nature and Science. 

Citing others’ research, he said that in 1997, Nature 
published 10.7% of submitted papers, a rate that had 
dropped by 2012 to 8.2%; over this period there was a 
43% increase in submissions. Papers are also more dense 
with data and images, with a 90% increase in “data 
items” over the past 20 years. Not coincidentally, the big-
gest source of misconduct and retractions has been ma-
nipulated images, according to HHS Office of Research 
Integrity (ORI) officials. What also has changed — there 
are far fewer references per paper, because “it’s not in 
your interest to be cite previous work because you want 
[the paper] to be novel,” Casadevall said.

He added that some papers will never get into so-
called top journals because the topic is simply too spe-
cialized, adding to an argument that other measures of 
impact are needed.

Such a quest “has tremendous costs to science. For 
example, it delays publication,” Casadevall said. “I have 
a post-doc who just went to Spain. He did five years of 
work and now he’s shopping a paper around” hoping a 
prestigious journal will pick it up, and has no intention of 
adding more “work” to the research.

Institutions Have a Role
This is “a situation where the rewards are so dispro-

portionate that it has the capacity to create misconduct,” 
he said, a “situation where impact factor mania by indi-
vidual scientists pursuing their own interests damages 
the communal enterprise of science.” The result is that 
“now everybody must play the game, and it creates a 
total economic morass going forward.”

Drug discovery “is basically stalled. The number of 
drugs that are approved every year is roughly the same,” 
he added, despite an apparent increase in knowledge — 
at least judging by the exploding number of papers and 
publications.

Saying “we are not necessarily stuck,” Casadevall 
suggested a number of reforms, such as a “different eco-
nomic system” in which “we’re going to give credit to 
the first person who reports it and the first person who 
confirms” a scientific finding. Other changes are embod-
ied in the AAM recommendations.

While receptive to the idea that changes are needed, 
meeting participants recognized that funders — both 
government and private — will need to signal that in-
stitutions and investigators won’t be hurt if they try to 
move from the current structure.
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As one individual at the conference noted, institu-
tions are also “trapped in the same system” and have “a 
tremendous incentive to bring in extramural funding,” 
which is historically awarded based on “publications in 
prestigious venues.” If a “university decides, ‘We’re not 
going to care about how much funding you have, we’re 
not going to care about your impact factor, we’re going 
to make independent judgments of the quality of your 
work,’ these are going to turn out to be rather unsuccess-
ful uncompetitive institutions,” he said. 

The AAM recommendations and forthcoming report 
may bring more attention to the need for change.

“Although the prevalence of irreproducible research 
in the literature is not precisely known, these concerns 
have catalyzed efforts to improve the way in which 
research is performed, analyzed and reported,” Fang 
told RRC after the meeting in Bethesda. “The AAM 
recommendations are made in this spirit, with a goal of 
enhancing the reliability and reproducibility of research 
findings.”

Fang added that he and other officials who produced 
the recommendations “hope they will be widely adopted 
and lead to better science.”

At the meeting, Fang also offered one more recom-
mendation that responds directly to the dysfunction in 
the system, namely that there are “structural issues in 
the scientific enterprise that are contributing to excessive 
competition among scientists, for employment opportu-
nity and funding.” 

Many of the AAM recommendations apply directly 
to institutions.

As discussed at the meeting, the recommendations 
are as follows:
u Require universal training in good scientific practices 
and appropriate statistical usage for researchers at all 
levels, with training content updated regularly and pre-
sented by qualified scientists.

u Establish open data as the standard operating proce-
dure throughout the scientific enterprise. “There are go-
ing to be growing pains in this transition,” said Fang, yet 
“we all agree that the validity of the scientific literature is 
of the foremost importance.” A switch from the current 
system of subscription-based journals and limited data 
sharing “is going to mean making some compromises in 
terms of individual selfish interests,” he added.

Researchers would “like to keep data to ourselves 
and [avoid the potential for] our own personal embar-
rassment at having our data reanalyzed and having our 
errors discovered, but the greater good is going to be that 
we’ll have better basic information,” Fang said.
u Develop rigorous and comprehensive evaluation cri-
teria to recognize and reward high quality research. This 

would go beyond the impact factor and “just looking 
at the venue where something is published,” Fang said. 
“Here institutions would play an extremely important 
role by using criteria which are really founded on good 
scientific principles rather than these surrogate measures 
which are creating perverse incentives to trainees and 
senior scientists alike.”
u Encourage journals to publish negative or corrobora-
tive data that meet standards of quality.

Such data are necessary “to be able to tell what’s 
reproducible and what’s not,” Fang said, adding, “one of 
the biggest challenges that we have now is that we don’t 
know what to believe.” Fang recalled that when he grad-
uated from Harvard Medical School, Jack Mendelson, a 
psychiatry professor and co-director of the Alcohol and 
Drug Abuse Research Center at McLean Hospital, who 
died in 2007, gave a keynote address.

“He told our newly minted class of M.D.s, ‘Half of 
what we taught you the last four years is wrong. Trouble 
is, we don’t know which half.’ And we all laughed, kind 
of nervously, and realized that we were going to have 
to spend our lives evaluating information and deciding 
what we could believe and what we could not.”

This endeavor will be much more successful “if 
negative data or supportive data are published alongside 
the initial reports of a phenomenon,” Fang said.
u Agree upon common criteria to be used by scientific 
journals for retraction of published papers, to provide 
consistency and transparency. “How problematic data 
are handled” must be consistent, Fang said.

Research he and Casadevall conducted revealed that 
some papers described as retracted for errors were really 
fraudulent in some way, such as resulting from miscon-
duct. In other cases, “papers containing lots of problem-
atic data which did not support the conclusions” have 
been heavily corrected instead of retracted.

“But the problem is without the paper being retract-
ed, one tends to give the information more credibility,” 
Fang pointed out.
u Strengthen research integrity oversight and training. 
This is important “even though direct evidence for bene-
fit of training in isolation is lacking,” Fang said, noting he 
has “complete confidence” that training is effective when 
part of a “comprehensive approach” and should not be 
limited to trainees.

Research integrity training needs to occur “early and 
often and consistently throughout [scientists’] careers,” 
Fang said. “When we analyzed the ORI findings of mis-
conduct, we found that senior scientists were just as often 
to be cited for misconduct as trainees.”

Link to information about the conference: http://
tinyurl.com/hvav4lh G
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For decades, ethical animal research has been 
predicated on the Three Rs — replacement, refinement 
and reduction, principles that stress avoidance of ani-
mals when possible, use of as few animal as necessary, 
while ensuring as little discomfort as manageable (RRC 
8/10, p. 3).

These are embodied in the eighth edition of the 
Guide for the Care and Use of Laboratory Animals, which 
has been in force for all institutions with a federalwide 
assurance since Jan. 1, 2012 (RRC 1/12, p. 5).

But beginning in 2017, Johns Hopkins Bloomberg 
School of Public Health will enroll the first students 
in a new, interdisciplinary Ph.D. program based on a 
different set of “Rs,” which officials hope can similarly 
impact the biomedical research enterprise as a whole.

In this instance, the three Rs are rigor, reproducibil-
ity and responsibility.

Program Stresses Interdisciplinary Approach
The program, referred to as R3, is part of Hopkins’ 

attempt, at a ground level, to begin attacking some of 
the biggest problems facing research institutions today 
by reforming science education: growing numbers of 
retractions, increasing incidence of misconduct, over-
specialization of researchers and lack of reproducibility 
and rigor in investigations.

While these may sound like buzz terms, they rep-
resent significant and intertwined challenges — crises, 
some might even call them. Not only are institutions 
worried, so are top officials at NIH.

In a recent interview with RRC, Michael Lauer, 
NIH’s deputy director for extramural research, said re-
searchers and institutions must do more to ensure that 
studies are published (RRC 3/16, p. 1). He also drew 
specific attention to the need for research to produce 
valid outcomes and be reproducible during a presenta-
tion at the Federal Demonstration Partnership. 

Some of these problems stem from a failure to edu-
cate scientists on the nuts and bolts of research, said 
Arturo Casadevall, chair of the Department of Molecu-
lar Microbiology and Immunology at the Bloomberg 
School of Public Health.

Casadevall conceived the program, which he de-
scribed at a recent meeting sponsored by the National 
Library of Medicine and other organizations on en-
hancing preclinical research (see story, p. 1).

According to Casadevall, scientists today are 
“over-specialized,” which can also result in a narrow-
ing of their ideas and approaches. Even at Hopkins 

individuals who want to study immunology, for ex-
ample, are forced to choose a certain type. This system 
results in students who learn how to “torture” a mol-
ecule for four years to earn a degree, but this does not 
represent “scientific training,” he argued.

Casadevall pointed out that scientific “giants,” 
including Albert Einstein, had a “much broader educa-
tion” than generally available today and that his theory 
of relativity may have been sparked by reading the 
German philosopher Immanuel Kant. But, since World 
War II, programs have been “very good for generating 
post-docs” but they “are not generating scientists,” he 
said.

The new program attempts to “preserve what’s 
good in the current program, which is to give people 
the capacity for doing the work so we will maintain 
the ‘thesis’…but a lot of the emphasis will now be 
changed,” he explained.

Coursework addresses “biostatistics, probability, 
the anatomy of error, how do you really achieve rigor,” 
among other issues, Casadevall said at the meeting.

Courses Include Research Design
Details of the program were shared with RRC 

prior to its formal announcement, expected to occur in 
the fall. The R3 courses will begin in 2017; Hopkins is 
hoping for 20 students per course, and they are open 
to those not enrolled in the R3 program, according to 
Gundula Bosch, faculty director for the microbiology 
department and R3 program director.

Classes “will be offered in blended and online 
formats,” and graduate students from any Hopkins 
program may take them, she said. Although the Micro-
biology Department is the lead, faculty also represent 
the fields of business, ethics, history and many others.

Among the course titles so far are Theory & Prac-
tice of Science, Anatomy of Scientific Error, Scientific 
Reasoning, and Research Design in the Biomedical and 
Public Health Disciplines, Bosch told RRC.

The course Critical Thinking Across the Biomedi-
cal and Public Health Disciplines, “a multi-term semi-
nar series,” will have a special focus and emphasis on 
“interdisciplinary, critical thinking exercises and dis-
cussions,” she said.

Electives are also being developed that address 
issues of teaching and mentoring, “cultural awareness” 
and “socially responsible leadership,” as well as “en-
trepreneurship for biomedical and health profession-
als,” Bosch added.

Hopkins Tries Its Hand at Reform With New Ph.D. Program
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tions” but also “competitive bids.” These terms mean 
different things and come into play under different cir-
cumstances.

In sum, micro-purchases are “supplies or services” 
of an “aggregate dollar amount” that “does not exceed 
$3,000” (now updated to $3,500). Non-federal entities, to 
the “extent practicable…must distribute micro-purchases 
equitably among qualified suppliers,” according to the 
guidance. For small purchases of $3,500 to $150,000, 
entities must obtain a “price or rate quotation…from an 
adequate number of qualified sources.”

Additionally, requirements call for sealed bids, 
“competitive proposals” and a process for “noncompeti-
tive proposals,” or sole source purchases that apply in 
certain circumstances. In summer 2014, OMB official Gil 
Tran presented a graphic of a bear claw that he designed 
to help explain how the requirements would work (RRC 
9/14, p. 1).

New Requirements ‘Fail’ on Three Levels
Hoping to change minds (and the regulation), the 

groups have continued talking to OMB about the issue. 
The survey was completed at the request of David Mad-
er, OMB’s controller and acting deputy director of man-
agement, according to the June 1 letter to Mader, signed 
by COGR President Tony DeCrappeo and AIRI President 
Cary Thomas.

“As has been our position since 2 CFR Part 200 was 
released in December, 2014, the Procurement Standards, 
as currently written, fail on the three pillars of grants re-
form: 1) administrative and cost burden increase as FTE 
administrative staff will have to be added to comply with 
the new rules; 2) research breakthroughs will be impaired 
due to new rules that divert investigators’ time away 
from research and delay science; and 3) reducing fraud, 
waste, and abuse, while crucial to grants reform, is extra-
neous to this discussion since there is no evidence that 
research institutions have had any audit findings specific 
to establishing their internal micro-purchase thresholds,” 
the groups wrote in the June 1 letter.

After being presented with data on how costly the 
changes would be for a small number of institutions, the 
OMB official requested surveys in a letter addressed to 
COGR and AIRI, dated April 12, 2016, according to the 

Procurement Changes Coming? 
OMB May Soon Announce Delay

This could sound like a version of that old joke about 
screwing in a light bulb, but how many full-time equiva-
lents (FTEs) does it take to comply with requirements for 
micro-purchases in the Office of Management and Bud-
get (OMB) Uniform Guidance (UG)?

At least five, according to a new survey by the Coun-
cil on Governmental Relations (COGR) and the Associa-
tion of Independent Research Institutions (AIRI).

Implementation of the new requirements, which 
mandate a process including competitive bids and great-
er oversight for purchases as low as $3,500, also comes 
with an estimated $50 million annual price tag overall for 
research organizations.

These are among the data points submitted last 
month to OMB to help persuade the government to ex-
empt institutions of higher education from the procure-
ment standards, found at 2 CFR 200.320.

Even if an exemption isn’t granted, COGR at least 
wants the dollar threshold raised and the effective date 
delayed past next year. The organizations are expecting 
OMB to announce what it plans to do this month.

COGR and other groups have been pushing back 
against the procurement requirements since they were 
first issued in draft form, arguing the change isn’t needed 
and will be costly (RRC 7/14, p. 1).

In response to COGR and others, OMB agreed to a 
one-year grace period past when the other requirements 
in the UG went into effect — to fiscal year (FY) 2017, 
which begins July 1, 2017 for many institutions — but 
little more (RRC 10/14, p. 9).

If the groups prevail, OMB could be on schedule this 
summer to announce another extension, to FY 2019, and 
to formally reopen the rulemaking process later this year, 
which would carry over into 2017.

Requirements Are New to Grantees
The procurement requirements in the UG were taken 

from federal acquisition regulations applicable to entities 
that have contracts with the government; such entities 
generally are not research universities (with the excep-
tion of some Department of Defense work).

Further, the UG exempts state governments from the 
requirements. OMB officials had contended the “general 
standards” in the requirements were not new, but the 
five types of purchases each have separate requirements 
that are new, even for contractors.

However, everything is new and confusing for 
grantees and others that have never had to comply with 
procurement procedures. The guidance addresses “price 
quotations,” “rate quotations” and “competitive quota-

Upcoming Grants Management Webinars 
from FFMA & AIS

• July 14 Creating Subaward Agreements With Federal 
Grant Funds

Visit www.FederalFundManagement.com/webinars
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June 1 letter. The new letter also suggests that if a larger 
sample supported the earlier findings, Mader had agreed 
to back off the requirements. Now COGR is hoping to 
hold OMB to this.

“As we have discussed with you and your staff, your 
intent is to use the results of this survey to support the 
case for reopening 2 CFR Part 200 in order to address the 
deficiencies as it relates to 2 CFR 200.317-326, Procure-
ment Standards,” the letter states. 

COGR has some 190 members, “predominantly” 
research universities, nonprofit research institutions and 
hospitals, while AIRI has “more than 80 independent, 
not-for-profit biomedical, behavioral, and clinical science 
research institutes. AIRI member institutes are unique in 
that their smaller size and greater flexibility provide an 
environment that is particularly conducive to scientific 
creativity and innovation,” according to the letter.

A total of 81 organizations responded to COGR’s 
survey, 68 of which “provided the complete data request 
as agreed upon between OMB and COGR.”

The “striking” survey results include that the new 
requirements “will result in a cumulative, annual burden 
estimated to be over $50 million for research universities, 
nonprofit research institutions, and hospitals,” the letter 
states. “In order to shift from their current institutional 
thresholds, institutions will be required, on average, to 
hire over 5.0 FTEs in their central procurement offices 
at an average cost of over $420,000 per year in order to 
comply with a $3,500 micro-purchase threshold.”

The letter points out that “this estimate does not in-
clude the administrative impact at the academic depart-

ment level, nor does it include the impact on scientists 
and investigators as they divert their time from direct 
research activities to additional administrative activities.”

Significantly, the survey found that 63 of the 68 had a 
purchase threshold above $3,500 and of these, all but two 
“would have to add FTEs to their central procurement 
staff.”

Typically such transactions “now take place at the 
academic department level,” but under the new, more 
complicated requirements, central personnel would have 
to be involved, reflecting a change.

Currently, “the procurement of low-cost goods and 
supplies used in research settings routinely involves 
scientists or laboratory personnel who have first-hand 
knowledge of the materials needed to perform the re-
search,” the letter states. “In these instances, it is these 
scientific personnel who are the ‘buyers,’ not the pur-
chasing/procurement office. It falls to these research 
personnel to gather sources and document competitive 
price or rate quotations” if this is required.

COGR and AIRI are seeking a “policy revision that 
considers the following solutions: (1) Provide other re-
cipients of federal awards with an exemption from 2 CFR 
Part 200.317-326, like the one afforded to State” and “(2) 
For those not exempted, increase the micro-purchase 
threshold to $10,000, while still permitting a higher 
threshold as determined by institutional risk assessment 
or State law.”

Institutions have already done all they can to shave 
off administrative costs, the letter argues.

Go to www.FederalFundManagement.com to review a calendar of upcoming webinars for federal fund managers
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u In a recent announcement, NIH repeated that 
it will fund only “non-invasive” research on chim-
panzees to be conducted in sanctuaries, and is 
“disbanding” its Chimpanzee Research Use Panel 
in favor of a new approval process, with different 
procedures “for research involving chimpanzees or 
chimpanzee biomaterials.” The May 26 notice add-
ed that the “requirements for investigators and/or 
their institutions to obtain permits from the U.S. Fish 
and Wildlife Service (FWS), if applicable,” must still 
be followed. The FWS ruled all chimpanzees, even 
those in labs, as endangered and required the per-
mitting process, including a public hearing, for any 
research that “could cause harm” (RRC 6/18/15). NIH 

Inside NIH

has previously reported that it has received no fund-
ing applications since the FWS edict. The Govern-
ment Accountability Office recently faulted NIH for 
failing to have a detailed plan in place to implement 
its 2013 pledge to retire 301 chimpanzees it owns and 
81 it supports (RRC 5/16, p. 4). (6/2/16)

u In related news, NIH’s Office of Science Policy 
plans to conduct a workshop on Sept. 7 “to dis-
cuss the oversight framework governing the use of 
non-human primates in NIH-funded biomedical and 
behavioral research endeavors” and to “explore the 
state of the science involving non-human primates as 
research models.” (6/2/16)

http://www.FederalFundManagement.com
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“[O]ur community employs numerous strategies, 
methods, and internal controls to meet the standard of 
reasonable costs. We have developed procurement poli-
cies, including those related to competition, strategic 
sourcing, sole source acquisitions, and use of procure-
ment cards (to name a few) in a manner that enables the 
fine balance between receiving the best value and the 
need for investigators to quickly and seamlessly obtain 
the critical research tools and supplies necessary to meet 
the demands of science,” DeCrappeo and Thomas write. 
“We have operated at micro-purchase thresholds of 
$5,000, $10,000, and in some cases, at higher levels, for 
years. Internal institutional risk assessment, and in some 
cases, State law, have dictated the appropriate micro-
purchase threshold on an institution-by-institution basis. 
In all cases, formal institutional policies and procedures 
have been developed, accompanied by a system of inter-
nal control designed to provide reasonable assurance that 
micro-purchase transactions are not only reasonable from 
a cost standpoint, but also accurate, allowable, properly 
allocated, and adherent to the highest levels of account-
ability and stewardship of both federal and non-federal 
funding sources.”

Rule-Making May Be Reopened
According to the timeline laid out in the letter, OMB 

was scheduled to review the survey results in June with 
the Council on Financial Assistance Reform (COFAR), 
which a COGR official said occurred on June 13.

The letter contends that Mader “indicated that an 
extension of the grace period to FY 2019 (i.e., July 1, 2018 
for most institutions) would be appropriate” if the sur-
vey results support the smaller sample.

Since it does, the groups “request that an OMB an-
nouncement that the grace period will be extended be 
timed for late-June,” which “will allow institutions to 
conduct proper planning.”

The next step would be “to formally reopen the rule-
making process. As such, we would expect a Federal Reg-
ister notice in the September/October 2016 timeframe,” 
the letter states. “Over the remainder of 2016 and into the 
first-half of 2017, the rulemaking process would unfold. 
As warranted and as supported by the data, our expecta-
tion is that 2 CFR 200.317-326, Procurement Standards, 
will be modified. Under this timeline and due to an 
extension of the grace period, our expectation would be 
that new procurement standards would become effective 
in FY 2019 (i.e., July 1, 2018 for most institutions).”

OMB staff did not reply to RRC’s request for com-
ment on the effort to revise the procurement require-
ments. But Tran clarified this issue was not scheduled to 
be discussed during a webinar next month on the UG 
that OMB and COFAR have planned.

“As the first full year of implementation is now 
complete, this Uniform Guidance: Promising Practices 
webcast provides an opportunity to hear from thought 
leaders representing the Federal, State, University, and 
nonprofit grant community on their best practices, tools, 
and techniques for successfully implementing pre-
award, post-award, and Single Audit processes,” OMB 
announced on June 15 (RRC 6/16/16).

The webcast will be available online on July 5. For 
more information, see https://cfo.gov/cofar/training.

Link to letter: http://tinyurl.com/zmgvqnr G

Core Principles Underlie Evaluation 
Of Risks, Benefits in Animal Studies

A risk-benefit analysis is as integral to the appropri-
ate conduct of animal research as it is to studies involv-
ing humans. For animals, researchers and institutions 
follow the eighth edition of the Guide for the Care and Use 
of Laboratory Animals, which has been in force for all in-
stitutions with a federalwide assurance since Jan. 1, 2012 
(RRC 1/12, p. 5).

This requires institutional animal care and use com-
mittees (IACUCs) to “weigh objectives of the study 
against potential animal welfare concerns.”

Recently the Association for the Assessment and 
Accreditation of Laboratory Animal Care (AAALAC) has 
begun to refer to this process as the conduct of a “harm-
benefit analysis.”

Further, institutions must follow the Public Health 
Service (PHS) Policy on Humane Care and Use of Labo-
ratory Animals. Principle IV in the policy states: “Proper 
use of animals, including the avoidance or minimization 
of discomfort, distress, and pain when consistent with 
sound scientific practices, is imperative. Unless the con-
trary is established, investigators should consider that 
procedures that cause pain or distress in human beings 
may cause pain or distress in other animals.” (See http://
grants.nih.gov/grants/olaw/references/phspol.htm.)

Regardless of terminology, this evaluation “occurs 
regularly as part of a review”; it is “not always widely 
appreciated or understood,” according to Allyson Ben-
nett, an associate professor of psychology and faculty 
director of the animal program at the University of Wis-
consin Madison.

Bennett, a member and former chair of the American 
Psychological Association’s (APA) Committee on Animal 
Research Ethics, recently addressed “how that process 
occurs, where it occurs and what factors are involved” in 
a webinar for researchers, members of institutional ani-
mal care and use committees (IACUCs) and compliance 
officials, “Balancing Public Interests, Benefits, and Risks 



8 Report on Research Compliance  July 2016

in Animal Research,” hosted by NIH’s Office of Animal 
Laboratory Welfare (OLAW).

The analysis “is undertaken in order to inform deci-
sions in a way, incorporates a range of expert knowledge, 
public expectations and estimation of likely outcomes,” 
Bennett explained, and “occurs at many levels by indi-
viduals, by different groups.”

It “informs decisions about what research should be 
conducted, about how to minimize potential for negative 
impact on animal welfare and how to balance the two,” 
she said.

Research “with non-human animals” must, by law, 
have an “ethical justification,” Bennett said.

“At its core, the framework for ethical consideration 
of animal research in the United States is that it only be 
conducted under the following conditions,” she said. 
“First, when there are no feasible alternatives to achieve 
the same objectives, or purpose. And second, when the 
work has potential benefit and the scientific objectives are 
balanced with consideration of animal welfare. The pub-
lic stake in research includes benefiting from the results 
of scientific study that may be of benefit to human health, 
to other animals, to society, or to the environment.”

To be “meaningful,” the analysis “must be informed 
by understanding how science works, by appreciation 
of the time scales between discovery and translation, by 
consideration of the value of basic knowledge and of null 
findings,” and “by the risk and likely outcomes of doing 
nothing at all.”

Each of these factors is “fundamentally important 
to research and in the interest of progress that benefit 
human services, other animals, society and the environ-
ment,” according to Bennett.

Because this analysis is conducted before the re-
search has even begun, the evaluation by necessity is 
considering a “potential” outcome, she noted.

The factors to be considered are:
u The likelihood “that the study will succeed. What is 
critical to remember on this point is that success does 
not mean only a statistically significant, positive result,” 
Bennett said. “In fact, null results and ‘failures’ are criti-
cal positive features…of science. Ruling out hypotheses 
is important, revising theories, to establishing facts and 
making progress in understanding. In other words, it is 
an inherent feature…of the scientific method.” This issue 
also “revolves around a well-developed hypothesis, ap-
proach, and method.”

u “The likelihood if the study will produce useful 
knowledge.” What might the research “accomplish and 
what kind of benefit could it yield, and to whom might 
those benefits accrue?”

u Possible potential harms and “the risk of research.” 
According to Bennett, “In the case of animal research, the 
risk is determined by the risk [to] animal welfare.” It is 
essential “to take care to minimize potential for unneces-
sary suffering, pain or distress.”

u The “risk of inaction.” What benefits are lost if re-
search is not conducted and “who bears that harm?” said 
Bennett. “If we choose not to do research to better un-
derstand brain development, immune function, neonatal 
development and so on, whose lives will be affected? 
And in what ways?”

u The time periods for which benefits/risks will accrue. 
This includes conducting a “post-hoc analysis” and as-
sessing “time scales.” The analysis is “aimed at broad 
questions, aimed at better understanding the nature of 
science and what it means in terms of reasonable expec-
tations,” Bennett said. She gave the examples of research 
involving “dogs, cattle and rabbits” that produced the 
discovery of insulin as a diabetes treatment after 40 years 
and the discovery of serotonin, with “basic research oc-
curring over a 35-year timespan and with a range of ani-
mals that included rabbits, frogs, clams, and primates” 
resulting in “the development of targeted pharmacother-
apies for depression.”

This analysis shows “it is important not only to ap-
preciate time scales and range of impact,” Bennett said, 
“but also to keep this in mind in conveying to the public 
the nature of science, animal research, and the ethical 
considerations that inform our decisions.”

Secondly, “this complicated picture that underscores 
why multiple types of expertise and multiple levels of 
review are so central to performing a meaningful and 
reasonable analysis. In particular, post hoc analysis 
shows why specific expertise is necessary to best inform 
the evaluation of the potential impact of a study, the po-
tential value of testing a particular hypothesis, the value 
of studies that aim to fill a particular gap in knowledge. 
The value and importance of conducting work to know 
or better understand something as yet unknown,” Ben-
nett explained.

During the webinar, Bennett also discussed issues 
related to animal testing versus animal research, and ad-
dressed other basic features of IACUC reviews.

As with other webinars, participants submitted ques-
tions to Bennett; one asked how her university reviews 
animal research, to which she responded that the process 
was probably similar to other universities.

“[M]uch of our research is federally funded…and it 
undergoes a rigorous review by expert scientific panels 
at the NIH,” she said. “In addition, our IACUC proposal 
requires that the following are addressed,” including: 
“rationale for study; potential benefits of the findings; 
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justification for the choice of species in the research [and] 
justification for the animal numbers; a very detailed de-
scription of the procedures that allows for evaluation of 
potential for distress, pain and a description of measures 
that are taken to minimize the risk of unnecessary dis-
tress and pain.”

This information is used by “the scientists, veterinar-
ians, staff and public members of the IACUC…to evalu-
ate whether the scientific objectives are balanced with 
animal welfare, and whether appropriate steps have been 
taken to minimize risk of unnecessary distress or pain,” 
Bennett said.

Link: http://grants.nih.gov/grants/olaw/educa-
tional_resources/webinar_06092016.htm G

As NSF OIG Report Shows, 
Misconduct Can Prove Costly

A university in Pennsylvania whose principal in-
vestigator (PI) had “fabricated a document” proving his 
project had been approved by the institutional review 
board (IRB) “returned about $44,000 that had been ex-
pended and voluntarily relinquished the award, making 
an additional $1.6 million available for better use,” the 
National Science Foundation (NSF) Office of Inspector 
General (OIG) recently reported to Congress.

A Florida university repaid NSF $205,000, follow-
ing an OIG investigation that revealed a department 
chair (who has since resigned) was paying her husband 
for “helpful suggestions” related to two NSF and two 
Department of Energy (DOE) awards. DOE got back 
$50,000.

Meanwhile, a Texas university permanently lost a 
$300,000 award due to its “lack of candor” in alerting 
NSF that a PI had been on a leave of absence for the pre-
vious nine months after “the university determined that 
the PI had misused funds from an earlier NSF award, 
violated university conflict of interests policies, and failed 
to obtain the requisite approval for outside employ-
ment.” NSF terminated the award, as recommended by 
the OIG, which said that, “[o]ne month before the PI’s 
final day, the university requested that a co-PI be added 
to the award, but did not inform NSF that the PI was 
going to resign. The NSF program officer indicated that 
had he known of the PI’s pending absence, he would not 
have approved the addition of a co-PI.”

And a PI from a Puerto Rico university who “pla-
giarized material in a funded NSF proposal” also found 
his award “suspended [and] subsequently terminated, 
resulting in over $150,000 of funds put to better use.”

These four examples show how, at least for NSF and 
possibly DOE awardees, misconduct can carry more 

than a personal toll for the errant PI, but can also subject 
the institution to repayment of funds and cancellation of 
awards already approved. The PIs in these cases also do 
not seem to have faced criminal charges.

Every six months, OIGs report to Congress on ac-
tivities during the preceeding months. Of OIGs whose 
reports are likely of use to research compliance officials, 
NSF and HHS are at the top of the list.

NSF OIG reports are revealing because, unlike other 
agencies, this OIG conducts misconduct investigations 
and proposes sanctions that are far tougher than those 
meted out by the HHS Office of Research Integrity (ORI), 
which investigates misconduct in Public Health Service-
funded research.

The NSF OIG report, however, is somewhat frustrat-
ing because this agency does not publish the names of 
institutions or investigators. In contrast, ORI publishes 
details about each misconduct finding in the Federal Reg-
ister and NIH posts details on its website.

The NSF OIG also frequently makes recommenda-
tions for repayment and PI debarment to NSF, which has 
the final say.

During the six-month period ending March 31, 
the NSF OIG made five misconduct findings and NSF 
upheld seven previous findings, imposing sanctions 
ranging from debarment to requiring certifications of 
compliance. RRC will explore these cases in more detail 
in a future issue.

OIG also conducts audits. Activities during the re-
port period were:
u Fourteen audits were issued that collectively identified 
$4,227,280 in question and $374,357 in unsupported costs. 
Of these amount, University of Washington accounted 
for nearly half — $2,003,109 in questioned costs, of which 
$1.8 million were for salaries and $12,868 in unsupported 
costs (RRC 2/25/16).
u Seventy-nine single audit reports were “reviewed and 
referred to NSF’s Cost Analysis and Audit Resolution 
(CAAR) Branch,” which cumulatively “covered NSF 
expenditures of approximately $741 million as reported 
in the annual Single Audits during audit years 2012 
through 2015. Less than half — 25 — had findings. “Au-
ditors issued qualified opinions on the financial state-
ments of one awardee and on compliance with federal 
grant requirements at four awardees, and identified a 
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total of more than $212,000 in questioned costs (including 
approximately $144,000 in unsupported costs).”

For 19 of the 25, 76%, “auditors reported 26 material 
weaknesses and/or significant deficiencies in internal 
control over compliance, calling into question the award-
ees’ ability to provide effective stewardship over federal 
funds. Awardees’ lack of internal controls and noncom-
pliance with federal requirements included: untimely 
and/ or incorrect reporting of time and effort; untimely 
or inaccurate submission of financial reports; failure to 
ensure that property purchased with federal funds was 
adequately tracked and safeguarded; failure to ensure 
that the procurement process included verification that 
vendors had not been suspended or debarred; and inad-
equate monitoring of subrecipients.”
u Regarding oversight of the quality of auditors’ work, 
contracted desk reviews of 46 A-133 audits revealed “38 
(83 percent) fully met federal reporting requirements. 
Eight reports contained audit quality and timeliness 
issues.” For three reports, “the Schedule of Expenditures 
of Federal Awards did not provide sufficient informa-
tion to allow for identification of awards received from 
non-federal ‘pass-through’ entities or did not adequately 
describe the significant accounting policies used to pre-
pare the schedule.”
u “Incurred cost audits covering four NSF contracts” 
during this period “questioned a total of more than $2 
million of indirect costs, consultant costs, and unsup-
ported subcontract costs, among other things.” One audit 
was of the CH2M Hill Constructors, Inc., firm and three 
were of Booz Allen Hamilton’s contracts. “Recommenda-
tions included that NSF resolve the questioned contract 
costs,” OIG said.

Link: http://www.nsf.gov/pubs/2016/oig16002/
oig16002.pdf G

ply to studies that involve more than one site but the sites 
have different roles in carrying out the research.”

The sIRB “will be expected to carry out the regulato-
ry requirements as specified under the HHS regulations 
at 45 CFR Part 46” and it also may “serve as a Privacy 
Board, as applicable, to fulfill the requirements of the 
HIPAA Privacy Rule for use or disclosure of protected 
health information for research purposes. The sIRB will 
collaborate with the awardee to establish a mechanism 
for communication between the sIRB and the participat-
ing sites,” the policy states.

All sites would still be “responsible for meeting 
other regulatory obligations, such as obtaining informed 
consent, overseeing the implementation of the approved 
protocol, and reporting unanticipated problems and 
study progress to the sIRB.”

The sites also “must communicate relevant informa-
tion necessary for the sIRB to consider local context is-
sues and state/local regulatory requirements during its 
deliberations.”

NIH said “additional costs associated with sIRB 
review may be charged to grants or contracts as direct 
costs, provided that such costs are well-justified and 
consistently treated as either direct or indirect costs ac-
cording to applicable cost principles in the NIH Grants 
Policy Statement and the FAR 31.202 (Direct Costs) and 
FAR 31.203 (Indirect Costs).”

The policy doesn’t prevent sites from doing their 
own “ethical reviews,” although this is “counter to the 
intent and goal of this policy,” NIH said, and it won’t pay 
for them.

Widely applicable, NIH said it would permit excep-
tions “where review by the proposed sIRB would be 
prohibited by a federal, tribal, or state law, regulation, or 
policy. 

Requests for exceptions that are not based on a legal, 
regulatory, or policy requirement will be considered if 
there is a compelling justification for the exception. The 
NIH will determine whether to grant an exception fol-
lowing an assessment of the need,” the policy states.

Fairly brief itself, the policy will be followed by guid-
ance to be issued prior to the effective date, NIH prom-
ised. This will address:
u “How costs associated with sIRBs may be charged as 
direct versus indirect costs;

u “Considerations in the selection of the sIRB;

u “The content of the sIRB plan that must be submitted 
with applications and proposals;

u “Process for applicants/offerors to submit a request for 
an exception and process for NIH review of the request 
for exception;

Go to www.FederalFundManagement.com to review a calendar of upcoming webinars for federal fund managers

NIH Single IRB Policy Issued
continued from p. 1 

Medical Schools and the Council on Governmental Rela-
tions, opposed a mandate while “encouraging” the use 
of a sIRB in principle (RRC 5/15, p. 7).

HHS also included such a mandate in the September 
2015 notice of proposed rule making amending the Com-
mon Rule (RRC 10/15, p. 1). A final rule has not yet been 
published.

The new sIRB policy also applies to NIH intramural 
research.

According to the policy, the requirement for the use 
of a sIRB will “only” apply to non-exempt human sub-
jects research “studies where the same research protocol 
is being conducted at more than one site; it does not ap-

http://www.FederalFundManagement.com
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u Following its inquiry into whether seven re-
search projects about pain and disability headed 
by a clinical psychologist/neuropsychologist at 
University of New Orleans (UNO) proceeded with-
out required approvals and consent of subjects, 
the HHS Office for Human Research Protections 
(OHRP) determined that “no violation of the 
regulations” had occurred.  According to a May 
16 determination letter recently posted on OHRP’s 
website, two of the questioned projects had been 
approved by the institutional review board (IRB) at 
Loyola University, as that was the home institution 
for a co-investigator responsible for “data collection 
and analysis.” Investigators maintained the other 
studies were exempt from IRB review because they 
determined them not to be human subjects research. 
OHRP called this a “reasonable conclusion,” but 
the agency noted that while the UNO IRB “did not 
disagree,” it would have “preferred” to have been 
consulted about the determination and that “the IRB 
also felt that researchers and participants would have 
been better served if the clinicians had obtained con-
sent for using the archived data for research purpos-
es.” UNO plans to modify “training materials and 
website (1) to encourage researchers to consult with 
the IRB when evaluating whether a particular project 

involves human subjects research, and (2) to encour-
age researchers involved in clinical data collection 
to consider obtaining a priori consent for future 
research use of archived data whenever there is a 
reasonable likelihood (even if not a specific plan) that 
the archived data will later be accessed for research 
purposes,” OHRP said in the letter. (6/16/16)

u The HHS Office of Research Integrity (ORI) on 
June 1 announced a voluntary settlement agree-
ment following misconduct findings that resulted 
in a supervisory requirement. ORI said Karen 
D’Souza, a former research professional associate 
in the Department of Surgery at the University of 
Chicago, included “falsified and/or fabricated data” 
in an NIH-funded grant, two published papers and 
several presentations. Specifically, she “reused and 
falsely relabeled and/or falsely spliced Western blot 
images, falsified the related densitometry measure-
ments based on the falsified Western blots, and fal-
sified and/or fabricated data for experiments that 
were not performed or from unrelated experiments.” 
One of the two publications was also cited in ORI’s 
recent misconduct settlement with Ricky Malhotra 
(see brief, below), who last month agreed to a five-
year debarment (RRC 5/26/16). D’Souza agreed that, 
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u “Roles and responsibilities of the sIRB and participat-
ing sites;

u “Model authorization agreement that lays out the roles 
and responsibilities of each signatory;

u “Models for gathering and evaluating information 
from all the reliant sites about community attitudes and 
the acceptability of proposed research;” and

u “A model communication plan that identifies 
when and which documents are to be completed and 
shared with those involved so each may fulfill their 
responsibilities.”

Despite “challenges,” the agency nonetheless be-
lieves institutions and investigators will grow to like it.

“The NIH recognizes that the policy will begin a 
paradigm shift in IRB review,” it said in explaining that 
the effective date would not be for 11 months.

NIH “anticipates that that there will be challenges 
associated with implementation” but “we expect these to 
be short-lived. 

Once the transition to the new way of operating is 
made, the benefits of widespread use of sIRBs will out-
weigh any costs and, ultimately, reduce burdens to the 
research process. 

At the same time, the NIH will also closely monitor 
the implementation of the policy, consider its impact on 
research such as improvements in time to initiation of 
research and reduction of unnecessary burden, and be 
vigilant about any diminution in the protection of human 
subjects,” the policy states.

A future issue of RRC will address the impact of the 
policy and recommendations on the use of a sIRB that 
were approved by SACHRP at its May meeting.

Link: https://federalregister.gov/a/2016-14513 G
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for two years beginning May 6, she will submit a 
plan for supervision should she apply for any Public 
Health Service funding and will not serve as an advi-
sor to PHS during this period.

u ORI on June 2 announced another voluntary 
settlement agreement that resulted in a debar-
ment. The case involves Meredyth Forbes, formerly 
a graduate student at Albert Einstein College of Med-
icine, who admitted that she “intentionally” falsified 
or fabricated in three publications and four presenta-
tions. According to the blog Retraction Watch, Forbes 
made a “spontaneous” admission of misconduct 
during a meeting with her advisor. Forbes agreed not 
to seek government funding, be a federal advisor or 
“be supported by funds of the United States Govern-
ment and its agencies made available through grants, 
subgrants, cooperative agreements, contracts, or 
subcontracts” for a three-year period that began May 
6. (6/9/16)

u In a May 24 notice on its website, ORI said it 
entered into a voluntary settlement agreement 
calling for the supervision of a researcher found 
to have committed misconduct at two different 
universities over a six-year period. ORI said Ricky 
Malhotra committed the misconduct while a former 
research assistant professor in the Department of In-
ternal Medicine at the University of Michigan (UM) 
from 2005-2006, and later as a research assistant pro-
fessor in the Department of Surgery at the University 
of Chicago (UC) from 2007-2011. “All told, Malhotra 
claimed to have conducted 74 experiments that never 
happened, and falsified well over 100 Western blots,” 
the blog Retraction Watch reported. According to 
ORI, Malhotra “reused and falsely relabeled Western 
blot gel images, falsified the related densitometry 
measurements based on the falsified Western blots, 
and falsified and/or fabricated data for experiments 
that were not performed. [Malhotra] continued this 
falsification at UC, after the UM research misconduct 
investigation was completed.” Malhotra agreed that 
if he applies for or receives any PHS funding dur-
ing a five-year period beginning May 6, “that for a 
period of ten (10) years beginning on the date of his 
employment that any institution employing him 
shall submit, in conjunction with each application 
for PHS funds, or report, manuscript, or abstract 
involving PHS-supported research in which [he] is 
involved, a report and certification to ORI at six (6) 
month intervals that the data provided by [him] are 

based on actual experiments or are otherwise legiti-
mately derived and that the data, procedures, and 
methodology are accurately reported in the applica-
tion, report, manuscript, or abstract.” Alternatively, 
he is “to provide certification to ORI on a quarterly 
basis for a period of five (5) years, beginning on May 
6, 2016, that he has not engaged in, applied for, or 
had his name included on any application, proposal, 
or other request for PHS funds..., without prior no-
tification to ORI.” The agreement also calls for the 
retraction of one paper. (5/26/16)

u In a recently posted determination dated May 
5, the HHS Office for Human Research Protections 
found that an unidentified principal investigator at 
the University of Nebraska Medical Center “clearly 
did not comply” with consent requirements and 
improperly enrolled “some” individuals in an un-
identified research study. Further, OHRP found that 
a UNMC data safety monitoring board, required to 
meet every six months, “did not meet at all the first 3 
years of the study, a deviation from the protocol not 
approved by the” institutional review board (IRB). At 
least one death occurred during the study, according 
to the letter. OHRP said corrective actions described 
in correspondence from UNMC addressed these 
issues. OHRP noted that “the study remains on hold 
until the mandatory education is completed.” No in-
formation included in the letter indicates the names 
of any principal investigator or investigators, the 
types of studies involved or whether the issues stem 
from a single study and complainant. Corrective ac-
tions included retraining staff and a new procedure 
regarding data safety monitoring boards. (6/9/16)

u In another recently posted determination, also 
dated May 5 and sent to Suffolk University in 
Boston, OHRP officials wrote that a “complainant 
alleged and we determine that the institution did 
not have written” IRB procedures for “ensuring 
prompt reporting of serious or continuing noncom-
pliance with 45 CFR Part 46 or the requirements or 
determinations of the IRB” and “ensuring prompt 
reporting of unanticipated problems involving risks 
to subjects or others.” University officials made 
changes to address these issues, OHRP said, adding 
that there was no evidence to support other allega-
tions that IRB minutes were “inadequate” and or that 
there “was a failure to report serious and continuing 
noncompliance to the IRB, institutional officials, and 
OHRP.” (6/9/16)
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