Published Ahead of Print on April 29, 2003 as 10.1200/JC0.2003.04.025

ASCO SPECIAL ARTICLE

American Society of Clinical Oncology:
Background for Update of Conflict of Interest Policy

By the American Society of Clinical Oncology*

ONTINUED PROGRESS against cancer depends on timestitution is expected to establish its own policies, the

integrity of the clinical research enterprise. If physivariety of approaches and stringency is confusing, both to
cians, patients, and the general public are to maintain confegulated persons and to the public at large, and does little to
dence in the outcomes of clinical cancer research, the highbsild public confidence. For example, components of the
standards should be required of those conducting the reseatdhited States Department of Health and Human Services
It is for this reason that the American Society of Clinica(HHS), such as the Food and Drug Administration (FDA)
Oncology (ASCO) has undertaken a process of review aattd the Public Health Service (PHS), including NIH,

reform of its existing conflict-of-interest policy. have dramatically different requirements for disclosure of
_ financial interests.
Background: Arguments for Stronger Policy As found in research conducted informally by ASCO staff,

ASCO’s current policy on conflicts of interest, adopted iithe range of requirements among different institutions, private
1996, is a strong one, as discussed below. However, in taed public, is impressive. Among private entities, the thresh-
ensuing years, clinical research has become increasingly dooid for disclosing financial interests can vary from “any
nated by private rather than public investment, presenting maasount” no matter how small to substantial amounts, such as
more opportunities for questions and concerns about the fin®100,000 at one institution. Governmental regulations include
cial interests of the physician investigators conducting the trid®DA requirements to disclose payments from a sponsor in
While biomedical research funding through the National Instexcess of $25,000 during a clinical trial and 1 year after, and
tutes of Health (NlH) has increased SUbStantia"y dUI'ing the |q'$é|d|ngs of more than $50,000 equity interest in the sponsor,
decade, the overwhelming majority of NIH-funded research i well as NIH requirements for disclosure of payments in
not clinical, or patient-oriented. During the same time frame, thgcess of $10,000 per year or of equity holdings in the
pharmaceutical and biotechnology industries have investggonsor in excess of $10,000 per year. Aside from these
many billions of dollars in clinical research. _ inconsistent requirements, an investigator may be subject to

The increase in industry funding may be particularlyqgitional variations in mandates from his or her own
PfO”OP”Ped in cancer therapies, where the industry traﬁ’n‘:stitution or from regulations imposed by the state in which
association now reports more than 400 new products {Re research is conducted. Finally, some trade associations

various stages of development. Thus, industry is necessaré'lll){d medical societies have developed their own, differing

more involved in the clinical cancer research effort than ever . . .
conflict-of-interest policies.

before. At the same time, there is heightened awarenes . . . .
L . . n the face of this inconsistency and recognizing its special
among both physicians and patients of the important role - . . . .
sponsibility as the leading medical society for physicians

played by clinical trials in the comprehensive treatment cg]e ived in clinical h ASCO h dertak
many cancer patients. A situation is created in which tHgvolved in clinical cancer research, as undertaken

influence of industry seems almost unavoidable in the arenadfivelopment of an enhanced conflict-of-interest policy de-

guality cancer care. In such a setting, every effort should be

made to ensure the integrity of the research without imposing

undue burdens. Therefore, ASCO determined that review offrom the American Society of Clinical Oncology, Alexandria, VA.

its already stringent policy was timely and necessary, with anSubmitted April 3, 2003; accepted April 4, 2003.

intention to make that policy even stronger in the interest of "ASCO sincerely appreciates the contributions of the following individu-

. : - . . Is who devoted much time and effort to this project: Paul Bunn, MD
nhancin li nfidence in clinical cancer r rch. &S Who ) !
enhancing public confidence clinical cancer researc (University of Colorado Cancer Center, Denver, CO), Ezekiel Emanuel, MD,

A Multiplicity of Conflicts Policies PhD (National Institutes of Health, Bethesda, MD), Lowell E. Schnipper,
ultplicity I Icl MD (Beth Israel Deaconess Medical Center, Boston, MA), and Sam Turner,
In the interim between ASCO’s first adoption of a conflicEsa. (Ropes & Gray, Washington, DC). _ _ _
of interest policy in 1996 and the present, a number of_A(_jdress reprint requests to_Suanna S _Brumoo_ge, American Society of
different public and private institutions have articulated theCIlnlcaI Oncology, Cancer Policy and Clinical Affairs, 1900 Duke Street,
p_ . P o Kuite 200, Alexandria, VA 22314; email: bruinoos@asco.org.
own conflicts policies. Unfortunately, these policies are un-g 2003 by American Society of Clinical Oncology.

coordinated and inconsistent with one another. Although eaclo732-183%/03/2112-1/$20.00
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2 AMERICAN SOCIETY OF CLINICAL ONCOLOGY

signed to meet the needs of oncology in a research envirdheir objectivity as they undertake important management and

ment increasingly oriented toward private sector initiativesreview functions in the clinical trial. Moreover, the policy
anticipates that exceptions to these restrictions may be

Emphasis on Disclosure as Governing Principle granted by ASCO'’s Ethics Committee and Board of Directors

ASCO’s new policy is dependent on an aggressive disclhr certain defined situations calling for a more flexible
sure policy to facilitate transparency and accountability igPProach. For instance, when the inventor of a new technol-
clinical cancer research. The ASCO policy requires disclosupgy is translating it into clinical research, establishing a data
of any financial interest, with the sole exception of dé&afety monitoring board that ensures integrity of the data and
minimus payments totaling less than $100. This policy cugafety of research participants may be the appropriate safe-
through the wide variety of different financial thresholdguard. Similarly, the restrictions on principal investigators or
requiring disclosure in policies enforced by many differennembers of a trial’s executive committee are not applicable to
government and private research entities, and establishesials sponsored by the NIH.
principal thatany financial interest except the most minimal
should be disclosed publicly. Differences Between Old and New Policies

Such disclosure will be required in connection with any e . . L
ASCO activity, including publications, scientific or educa- ASCO’s first conflict of interest policy in 1996 was an

tional presentations at ASCO-sponsored meetings, and plérppo.rtant step forward, implemented at a. time when many
ticipation in the work of ASCO boards and committees’.ned'cal groups had not yet addressed the issue. Like the new
Through full disclosure of financial interests, ASCO seeks #®°1icY. the 1996 policy depended primarily on disclosure as a
enhance the ability of ASCO members and others takif§eans of managing potential conflicts. It was specific and
advantage of the Society’s scientific and educational prgomprehenswe in its disclosure thresholds, requiring disclo-
grams to assess fully the quality of presentations, includirfgre of ownership interest of $1,000 or more in a publicly
the objectivity of those involved. The goal is a more opelfaded company, as well as honoraria in excess of $2,000 per
process designed to facilitate the exchange of information ap@ar or $5,000 over a 5-year period. Disclosure was required

opinion regarding clinical cancer research. of any ownership interest in a privately held company and of
any paid expert testimony. The policy recognized, without
Prohibitions for Defined Investigators identifying them specifically, that there might be some finan-

ASCO recognizes that, in the current clinical research en\ﬁi-al interests so problematic that disclosure alone might not

ronment, it would be counterproductive to institute a conflict o%“ff'c? and Q|squallf|cat|on mlght be required. In those rare
interest policy that resulted in the routine exclusion of significallftndeflnecl C|rcum§tances, it was contemplated _that the
numbers of investigators from various research activities. A{?\SCO B_oard of Dlreptors could take _corre(?tlve action, but
overly regulatory approach to the management of potent%lfCh action Wa§ left in the complete dlscrethn of the Boa!rql
conflicts might discourage participation either in ASCO-sporW'thOUt any _aruculate_d standards. BO?‘r_d action was specifi-
sored activities or in vital industry-funded research. In generaﬁ?l_ly au?horlzed against members failing to make the re-
qualified physician investigators should be permitted to do botgll.“red d|sclosur_es. ) i .
Under both the existing ASCO conflicts policy and the new The 1996 POl_'Cy has worked weII: D|sc|o§gr.e of fmgnmal
policy, physician investigators may do so except in very Iimiteﬁ]ter?.StS is built into bogrd and commﬂtge activities, anq |s.very
circumstances. specifically mandated in connection with ASCO publications
Specifically, ASCO believes that certain practices involvinand presentatlons. Hovye.ver,. N an. era of helghtened scrutiny of
financial inducements to particular clinical trial results should brglatlon§ between physman mvesﬂggtqrs aqd Industry sponsors,
barred. These include finders’ fees and bonuses for acchch\E Society determined that the existing disclosure thresholds
making payments contingent on particular results, orsuppressmf{e t0o ge_nerogs gnd that an argumer.lt could be maqlt_a that
unfavorable results from publication. Such practices are consid- ually all financial Interests should .be d!sc_losegl. In_ addition,
ered inconsistent with the integrity of the clinical trials procestsge absence of a speqﬂc process for identifying S|tuat|0r_ls where
and will be precluded under the new policy. disclosure alone was inadequate made enforcement unlikely, and

In addition, individuals holding leadership positions—in fact no such situation has been identified under the 1996

principal investigators (Pls), members of the trial’s executiv%oncy' To meet these perceived shortfalls, the new policy wil

committee, and members of the data safety and monitoriﬁ?qu”e expansive disclosure, and will make clear the circum-
board (DSI'\/IB) for the trial—will not be permitted to recejyveStances in which disclosure alone will be insufficient and where

certain specified payments or benefits from the private-secf%rloh'b't'ons may be imposed.

trial sponsor during the course of the trial and before )
publication of trial results. Such restrictions are in no Wa}l?rocess for Development of New Policy
meant to question the ethics of these individuals in leadershipReview and possible revision of ASCO conflict of interest

roles, but rather are intended to ensure public confidencepaolicy was undertaken by a task force under the jurisdiction of
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ASCO POLICY BACKGROUND 3

ASCO’s Public Issues Committee. Members of the task forcegnters, of trial-related activities. Nevertheless, the hope is
assisted by ASCO staff, considered the current conflicts policigmat the new ASCO policy will become a model for adoption

of a variety of entities involved in clinical cancer researchpf similar policies in other clinical cancer research settings.

including cooperative groups, major cancer centers, and other )

academic health centers. Conflicts policies of several medidglPlementation Issues

societies, other professional organizations, and federal governSome may regard the adoption of the new conflict-of-interest
ment agencies were also reviewed. policy as a cause for concern with the potential to disrupt

With the fairly stringent requirements of the existing 199@&ngoing relationships. It is important to reiterate that the
policy as a starting point, the task force drafted a new poliggverwhelming majority of actions required under the new
with much greater disclosure requirements and much mapelicy involve no more than full disclosure of financial
specificity as to the rare circumstances in which disqualificénterests. Significant disclosure is already required under the
tion rather than mere disclosure will apply. Enforcemerturrent ASCO conflicts policy, and additional disclosure
mechanisms and an exceptions process were also adddthuld impose no meaningful new burdens. For those in
(Table 1 compares the old and new ASCO policies with thodeadership positions in clinical trials, attention must be given
of the Association of American Medical Colleges, the FDA{0 ensuring that financial interests are divested before the
and PHS.) effective date of the new policy.

The draft of the new policy was reviewed on a number Recognizing that such adjustments may be required, the new
of occasions by the Public Issues Committee and in thrgelicy provides generous time for implementation. The new
different meetings of the Board of Directors. The Board afolicy does not become effective until 12 months after this
Directors also took the unprecedented step of placing thpeblication in theJournal of Clinical Oncologyand will apply
draft policy on the ASCO Web site to solicit comment fronpnly prospectively after the effective date. In addition, restric-
members. After numerous refinements to address concerndiofis on financial interests held by those in clinical trials
those submitting comments (both the general membership daddership positions will apply prospectively only to trials
the Board of Directors), the draft policy was adopted unanbeginning accrual subsequent to the effective date.

mously by the Board. CONCLUSION

Scope of New Policy ASCO takes very seriously its leadership role in clinical

The new policy applies specifically only to ASCO mem<ancer research. With the adoption of the new conflict-of-
bers, employees, or staff, and those who seek to participatariterest policy, ASCO has enhanced its already strong posi-
ASCO activities, such as ASCO scientific or educatiotion on conflicts as they may arise in the context of ASCO
programs, or submit articles for publication in theurnal of activities. However, perhaps equally important, ASCO has in
Clinical Oncology Thus, those who fail to comply with the effect issued a challenge to all other entities in clinical
terms of the new policy could be foreclosed from participaesearch to match the rigor and intensity of ASCO’s own
tion in those activities or even from membership in ASCOpolicy as those organizations issue guidance on issues of
The policy specifically recognizes that ASCO has no enforcédisclosure and disqualification. It is hoped that such policies
ment authority over the conduct of clinical trials generallywill encourage participation in clinical trials and eventually
over the process of informed consent for trial participants, @rogress against cancer by bolstering public confidence in the
over management within other institutions, such as candetegrity of clinical cancer research.
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Table 1. Comparison Chart of Conflict-of-Interest Policies

Issue

ASCO!

AAMC?

PHS®

FDA*

Covered
individuals

Interests requiring

disclosure

Those who:

1. Are members of ASCO

2. Are employees or staff of ASCO

3. Seek to make presentations at any
ASCO meeting or to submit to any
ASCO-sponsored publication, or

4. Participate on the ASCO Board of
Directors, committees, and task
forces, or in any volunteer activity in
an official capacity for the Society

A person engaged in the above activities
must also make disclosure for the
following people:

1. Spouse

2. Dependent children

3. Adult children who are employees of

the sponsor of the trial

4. Anyone who shares income with

person engaged in above activities

Employment or Leadership Position: Any
full- or part-time employment or service
as an officer or board member for an
entity having an investment, licensing,
or other commercial interest in the
subject matter under consideration must
be disclosed

Advisory Role: Consultant or advisory
arrangements with an entity having an
investment, licensing, or other
commercial inferest in the subject
matter under consideration must be
disclosed if consultation was performed
or payments made for such consultation
within two years of the activity or
subject matter in question

Stock Ownership: Any ownership interest
(except when invested in a diversified
fund not controlled by the covered
individual) in a start-up company (the
stock of which is not publicly traded) or
in any publicly traded company must
be disclosed if the company is an entity
having an investment, licensing, or
other commercial interest in the subject
matter under consideration

Honoraria: Disclosure of honoraria is
required when paid directly to the
covered individual by an entity having
an investment, |icensing, or other
commercial inferest in the subject
matter under consideration and when
provided within 2 years of the activity
or subject matter in question

Research Funding: All payments
associated with the conduct of clinical
research must be disclosed if provided
by the trial sponsor or agents employed
by the sponsor

Faculty, faculty agent, staff,
student, fellow, trainee, or
administrator who conducts
research involving human
subjects

Includes spouse and dependent
children and any foundation or
entity controlled by the
individual or his or her spouse

1. Service as an officer,
director, or in a fiduciary role
for a financially inferested
company,® whether or not
remuneration is received for
service

2. Equity interests (or entitlement
to the same), including stock
options, of any amount in
nonpublicly traded entity

3. Equity interests (or entitlement
to the same) in publicly
traded company that exceeds
the de minimis amount listed
in the PHS regulations®

4. Royalty income or the right to
receive future royalties under
patent or copyright where the
research is directly related to
the licensed technology

5. Any nonroyo|ry payments (or
entitlements to payments) in
connection with the research
that are not direcﬂy related to
the reasonable costs of the
research (as specified in the
research agreement)

6. Payments that in the
aggregate in the prior
calendar year (or are
expected to in the upcoming
year) exceed the de minimis
amount established in PHS
regulations”

Including: Consulting fees,
honoraria (including
payments from a third party
if the original source is a
financially interested
company), gifts or other
emoluments, or “in kind”
compensation (whether for
consulting, lecturing, travel,

Recipients of HHS grants

The Pl and any other person
responsible for the design,
conduct, or reporting of
research

Includes spouse or
dependent child of

investigator

Salary, royalty, and other
payments for services
greater than $10,000 per
year (not including salary
or payments from public
or nonprofit entities)

Equity interests that are
worth more than $10,000
per year AND more than
a 5% ownership interest
in a single entity

Patents

Entity submitting drug or device
for FDA approval

Investigator or sub-investigator
listed on the FDA application
who is directly involved in the
treatment or evaluation of
research subjects

In addition, investigators who
have made a direct and
significant contribution to the
data

Includes spouse or dependent
child of investigator

Any financial arrangement in
which value of compensation
could be influenced by outcome
of the study.

Payments from sponsor (not
including research
compensation) in excess of
$25,000 during research and
for 1 year dfter

Equity inferest in sponsor
exceeding $50,000 during fime
of research and 1 year dfter for
publicly traded and any interest
that cannot be quantified in
nonpublicly traded company
Proprietary interests, including
patents, held by the investigator
in the investigational item

Applicant must also disclose any
steps taken fo minimize bias
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Table 1. Confinued

Issue ASCO!

AAMC? PHS®

FDA*

Restrictions A.

Expert Testimony: Provision of expert
testimony must be disclosed when the
testimony relates fo the subject matter
under consideration

Other Remuneration: The value of trips,
travel, gifts, or other in-kind payments
not directly related to research activities
must be disclosed if received from an
entity having an investment, licensing,
or other commercial interest in the
subject matter under consideration and
when received within two years of the
activity or subject matter in question.
De minimus payments totaling less than
$100 are excluded from disclosure
requirements. These payments exclude
research-related costs and travel

Same policy for Yes
federal

government and
privately

supported

research?

For all covered individuals, the

following are absolutely prohibited:

1. Payment of finders fees for
referral or accrudl to a trial

2. Bonuses for achieving cerfain
levels of accrual by specified dates

3. Payments contingent on particular
research outcomes, or

4. Research contracts in which the
sponsor has the ability to override
the principal investigator’s or
executive committee’s decision to
publish or present frial results

B. For the clinical trial’s Pl (in the case of

multi-institution trials, the national Pl),

Co-Pl (in the case of multi-institution

trials, the national Co-Pl), and members

of the frial’s execufive committee and
trial’'s DSMB, during the trial and prior
to publication of a substantial analysis,
of the frial’s results the following are
prohibited:

1. Stock or equity interest in the trial
sponsor (except when invested in
a diversified fund not controlled by
the covered individual)

2. Royalfies or licensing fees
(prospective or realized) from the
product or novel treatment under
investigation

3. Patents for the product or novel
treatment under investigation®

4. Position as officer, board of
directors member, or employee of
the frial

service on an advisory
board, or any other purpose
not directly related to the
reasonable costs of
conducting the research, as
specified in the research
agreement)

Excluding:

1.

Yes

Stock in diversified mutual
funds

Stock or stock options in
publicly traded company
worth less than the de
minimis amount in the PHS
regulations

Reasonable research costs (as
specified in the research
agreement between the
sponsor and institution)
Salary and other payments for
services from the insfitution

Only applies to PHS-funded

research

For all covered individuals, No
the following are prohibited:
1. Payments that are based
on particular research
result or tied fo
successful outcomes
2. Payments for referrals or
enrollment that are not
reasonable, do not
reflect fair market value,
and are not
commensurate with effort
Establishes “Rebuttable
Presumption Against
Financial Interests,” meaning
that the institution will
presume that a financially
interested individual may not
conduct the research in
question. A financially
interested individual may
rebut the presumption by
demonstrating facts that, in
the opinion of a Col
committee, constitute
compelling circumstances,
which allow the individual to
conduct the research
Institutions should not permit
investigators to enter
research agreement that
permits a sponsor to
1. Require more than a
reasonable period of
prepublication review
2. Interfere with invesfigator’s

Only applies to research used to
support a product undergoing
FDA review

No
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Table 1. Confinued

Issue ASCO! AAMC? PHS? FDA*

sponsor (Note: individuals may serve access to data or ability to
on a frial sponsor’s scientific advisory analyze data
board, so long as the sponsor does independently,'® or
not provide any honoraria or other 3. Generdlly place restrictions
payments for such service.) on the activities of students/

5. Travel or trips paid by the trial trainees or bind students/
sponsor fo attend scientific or trainees to nondisclosure
educational meetings, not including provisions

travel or trips for either
a. Widely attended and
independently sponsored
scientific meefings with the
primary purpose of making a
presentation on the trial, or
b. Investigator meetings related to
the conduct of the trial
6. Research-related payments
substantially exceeding actual
research costs from the trial sponsor
7. Honoraria or gifts from the frial sponsor,
excluding research compensafion related
to the time and efforts of the researchers
and his or her staff

Enforcement The ASCO Ethics Committee, in Institution’s policy should define PHS will not issue the grant  If the FDA determines that the
conjunction with the Board of Directors the range of possible sanctions funds until an institution financial interests of any clinical
where appropriate, can grant an for noncompliance, up to an submits certification that it investigator raise a serious
exception to the above restrictions in including dismissal. The policy has reviewed an question about the integrity of
the following situations: should reference the procedures investigator’s financial the data, FDA will take any

1. There is limited worldwide expertise to be followed for sanctioning relationships action it deems necessary,
and redlistically the project could not violations and for appealing Each institution must including:
be done anywhere else adverse deferminations establish a Col policy with 1. Agency audits of the data
2. An inventor of a unique technology ~ The AAMC policy intends to raise adequate enforcement 2. Requesting that the applicant
or freatment being evaluated in a the standards of institutional mechanisms and provide submit further analyses of
trial also serves as the leader of that oversight and management of for sanctions where data
clinical trial. In this situation, there financial conflicts of interest, appropriate 3. Requesting that the applicant
must be a data monitoring and safety  and make them more uniform  The HHS agency awarding conduct additional
board overseeing the gathered across academic medicine. The the grant funds may independent studies
information and its analysis recommended policy and suspend funds until an 4. Refusing to treat the clinical
3. In acknowledgment of the diversity of guidance provide a floor that identified conflict is study as providing data that
usual and customary practices within permits institutions to adopt resolved can be the basis for agency
the international clinical oncology even more stringent provisions  If an investigator completes action
research community, the Ethics if they wish the study and it is later FDA may refuse to file any
Committee, in consultation with the No mention of AAMC determined that they did marketing application that
Board, may grant limited exceptions enforcement not disclose a Col or the does not contain Col
to those submitting materials for institution did not properly information or a certification
presentation or publication if they are manage a Col, the by the applicant that the
deemed to have acted consistently institution must require the applicant acted with due
with recognized international investigator(s) involved to di|igence to obtain the
standards of ethics in the conduct of disclose the conflicting information but was unable
clinical research interest in each public to do so
Clinical trials sponsored by the National presentation of results of
Institutes of Health (NIH) are not the research

implicated by the restrictions set forth
in B above, even if those trials involve
products of specific commercial
interests, because NIH-sponsored
trials feature sufficient safeguards to
ensure objectivity and independent
review of safety and other data
developed in the trials

For those who violate this policy, the
following pendlties could be imposed
by the ASCO Ethics Committee and/
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Table 1. Confinued

Issue ASCO! AAMC? PHS® FDA*

the Board of Directors for the
duration deemed appropriate:

1. Prohibition from presenting at ASCO-
sponsored events, including the
Annual Meeting

2. Exclusion from publishing in the
Journal of Clinical Oncology or other
ASCO publications

3. Exclusion from participation in ASCO
board, committees, and task forces,
or

4. Revocation or prohibition of ASCO
membership

This policy will be effective 12 months
after its publication in the Journal of
Clinical Oncology. It will apply
prospectively to all activities initiated
subsequent to the effective date. In
the case of clinical trials, it will apply
prospectively to trials that begin
accrual subsequenf to the effective
date

Abbreviations: ASCO, American Society of Clinical Oncology; PI, principal investigator; Co-Pl, co-principal investigator; Col, conflict of interest.

'As adopted by ASCO November 1, 2002.

2American Association of Medical Colleges. Protecting Subjects, Preserving Trust, Promoting Progress—Policy and Guidelines for the Oversight of Individual Financial
Interests in Human Subjects Research. December 2001. Available at http://www.aamc.org/members/coitf/firstreport.pdf. Last accessed 4/4/03.

3Department of Health and Human Services, Public Health Service. Code of Federal Regulations Title 42 Part 50 and Code of Federal Regulations Title 45 Part 94.

“Department of Health and Human Services, Food and Drug Administration. Code of Federal Regulations Title 21 Part 54.

SFinancially Interested Company means a commercial entity with financial interest that would reasonably appear to be affected by the conduct or outcome of the research.
This term includes companies that compete with the sponsor of the research or the manufacturer of the investigational product, if the covered individual actually knows that
the financial interests of such a company would reasonably appear to be affected by the research. This term also includes any entity acting as the agent of a financially
interested company (eg, a contract research organization).

SCurrently $10,000 in value and 5% ownership inferest.

7Currently $10,000.

8if the product or treatment is discovered after the trial is underway and the Pl wants to file a patent, he or she must relinquish his or her leadership role in the trial.

“For sponsored research, a reasonable period of review would be no more than 90 days, unless both parties agree that extenuating circumstances require an extension
of time. For National Institutes of Health (NIH)-sponsored research, the NIH has stated that it would consider a 30- to 60-day review period to be reasonable.

"OWhen research involves more than one institution and numerous investigators (eg, a multicenter trial), the investigators may delegate primary authorship to a subset who
will take responsibility for the publication.
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