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What Makes Clinical
Research Ethical?



[Objective of Clinical Research

To develop generalizable knowledge to
Improve health and/or increase
understanding of human biology.

o Subjects who participate are the means by
which we gather that knowledge

By placing some persons “at risk” of harm
for the good of others, clinical research
has the potential for exploitation of
human subjects.



In your opinion, what are
characteristics of ethical research?



Ethical Considerations of Clinical
Research

Ethical requirements for clinical research aim to minimize the
possibility of exploitation by ensuring that research subjects
are not merely used but treated with respect.

For the past 70 years, the main sources of guidance have
Included for example:

O

@)
@)
@)

Nuremburg Code
Declaration of Helsinki
Belmont Report

Council of International Organizations of Medical Sciences
(CIOMS)

Many were written in response to specific events or to avoid
a future scandal



Current Guidelines and Documents?

Nuremburg
o Response to Nazi atrocities
o Focused on consent and risk-benefit ratio

Declaration of Helsinki
o Responses to weaknesses of Nuremburg
o Focuses on risk-benefit ration and independent review

Belmont Report

o Response to US scandals (ie, Tuskegee)
o Focus on informed consent and vulnerable populations

CIOMS

o Current international guidline standard which summarizes others



Framework to Address their
Limitations

Emanuel EJ, Wendler D, Grady C. (2000) What
makes clinical research ethical? JAMA
20(283):2701-2711

Emanuel EJ, Wendler D, Killen J, Grady C.
(2004) What makes clinical research Iin
developing countries ethical? The benchmarks of

ethical research. JID 5(189):930-937



8 Ethical Requirements for Clinical
Research

These 8 requirements provide a systematic
framework for determining if research is ethical.

Meant to guide development, implementation,
and review of individual protocols.

Intended to describe the ethical standards
specific for clinical research

Assumes the fundamental philosophy of previous
guidelines.



8 Ethical Requirements for
International Clinical Research

Social or Scientific Value
Scientific Validity

~air subject selection
—avorable risk-benefit ratio
ndependent review

nformed consent

Respect for study participants
Collaborative Partnerships




[1) Social or Scientific Value

To be ethical, clinical research must be
valuable.



[Social or Scientific Value

Only when society will gain knowledge,
which requires the sharing of
results, either positive or negative,
can exposing human subjects to the
risks of clinical research be justified.



[2) Scientific Validity

To be ethical, research must be
conducted in a methodologically
rigorous manner.

CIOMS: “scientifically unsound research
on human subjects is unethical in that it
may expose subjects to risks or
Inconvenience for no purpose”



[Scientific Validity: Methods

Must be valid and feasible
Have a clear objective

Designed using accepted principles and reliable
practices

Have sufficient power to test the objectives
Have a strong statistical analysis plan

Results have little “value” if the protocol Is
performed in a sloppy inaccurate manner



[3) Fair Subject Selection

Selection encompasses decisions
about who will be included both by:

o Inclusion and exclusion criteria
o Strategies for recruiting subjects



[Fair Subject Selection

Groups should not be excluded from a
research opportunity without a good
scientific reason or susceptibility to risk
that justifies their exclusion.



[Fair Subject Selection

Efficiency cannot override fairness in
recruiting subjects

As much as possible; those who bear the
risks and burdens of research should be in

the position to enjoy its benefits.

Those who may benefit, should share in the
risks and burdens



[4) Favorable Risk-Benefit Ratio

Research inherently entails uncertainty
about risks and benefits

Clinical Research can only be justified
If 3 conditions are fulfilled:

o Potential risks are minimized
o Potential benefits are enhanced

o Potential benefits are proportionate to, or
outweigh the risks




[5) Independent Review

Investigators have inherently multiple and
legitimate interests

o Conducting high quality research
Completing the research expeditiously
Protecting subjects

Gaining funding

Advancing careers

O O O O

These Interests can sometimes be In
conflict



[Independent Review

Review of the study protocol by individuals not
affiliated with the research helps to minimize
these potential conflicts.

For some research with few or minimal risks
the review can be expedited, but for much of
clinical research the review should be done by
a full committee of individuals with a range of
expertise who have authority to approve,
amend, or terminate the study.



[Independent Review

Independent review provides social
accountabllity
o Provides assurance to society that a

study is ethically designed and the risk-
benefit ration Is favorable.



6) Informed Consent

The purpose of informed consent Is 2-
fold:

o Ensures that individuals control if they are
enrolled or not

o Participation is in-line with the persons values,
Interests, and preferences



[Informed Cconsent

Informed consent embodies the need
to respect persons and their
autonomous decisions

Enrollment without informed consent is
to use persons inappropriately in ways
they may not agree to.



[7) Respect for Study Participants

Ethical requirements do not end once
the informed consent Is signed.

Individuals must be treated with
respect from the time they are
approached for enrollment (even Iif
they refuse to participate) until after
their participation ends



Respect entalls 5 different activities

1) Respect for privacy
2) Permitting participants to change their minds

3) Provision of new information gained during course of
the study to the participant

4) Welfare of the participant should be monitored
throughout the course of the study. If adverse events
are experienced then appropriate treatment must be
offered.

5) Their must be some mechanism to inform participants
of the results of the study



[8) Collaborative Partnerships

A collaboration between researchers in a
donor country and researchers in a
recipient country.
o Minimizes exploitation
o Helps to ensure the study has a lasting
Impact
o Helps to convince policy makers to

allocate scarce resources based on
results



6 Components of a Collaborative
Partnership

Investigators should represent both countries and
approvals should come from both donor and recipient
country

Shared responsibility for defining the research priorities,
design of the study, and dissemination of results. Includes
defined plans for sharing of data and specimens.

Mutual respect: recognition of the host community’s values,
culture and practices.

Fair distribution of the tangible rewards of the research (i.e;
sharing of intellectual property, appropriate authorship, and
appropriate recognition of all partners)



Plagiarism in the Scientific Community:
Ethical, Linguistic and Cultural questions...



“Research misconduct is defined as fabrication,
falsification, or In proposing, performing, or
reviewing research, or in reporting research results.”

US Office of Science and Technology Policy (OSTP), Federal Research Misconduct Policy
[Federal Register: December 6, 2000 (Volume 65, Number 235)]

Sonia M.R.Vasconcelos




Plagiarism???

© Original Artist
Feproduction rights Dl:ut‘ginal:ule from
whwewt CartoonStock:com?

“What did you put down for the definition of plagiarism?”

http://www.cartoonstock.com/directory/p/plagiarism.asp
Sonia M.R.Vasconcelos



Plagiarism

“Appropriation of another person’s ideas, processes,

results, or words without giving appropriate credit.*
(US Office of Science and Technology Policy, 2000)

“The unauthorized use or close imitation of the
language and thoughts of another author and the

representation of them as one's own original work.”
(Random House Unabridged Dictionary, © Random House, Inc. 2006)




:1 :

-4 plagiarism..orc

But can words andreally be s@

According to U.S. [aw, INE ancWer 15 yes. The expression of original ideas is considered intellectual property,
and is protected by copyright laws, just like original inventions. Almost all forms of expression fall under
copyright protection as long as they are recorded in some way (such as a book or a computer file).

All of the following are considered plagiarism:

turning in someone else’s work as your own

copying words or ideas from someaone else without giving credit  «e———

failing to put a quotation in gquotation marks

giving incorrect information about the source of a quotation

changing words but copying the sentence structure of a source without giving credit

copying so many words or ideas from a source that it makes up the majority of your work, whether you give
credit or not (see our section on “fair use” rules)

http://www.plagiarism.org/plag_article_what_is_plagiarism.html
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Mew tool against plagiarism

Plagiarism constitutes a breach of scientific integrity. After discovering
plagiarism in several recently submitted proposals, the Swiss National
Science Foundation (SNSF) has acquired a plagiarism detection software.

In recent imes plagian=sm has often been an 1ssue of concern in both literature and
education. Thiz trend has been in evidence at the SNSF as well, where plagiarism
has been detected in several recently submitted applications. Information technology
has introduced the possibility of copying and pasting from other sources, but it also
offers means of detecting =uch offences. Far this reazon, the SNSF acquired a
plagiarism detection software in 2010. The software compares text not anly with the
internet, but also disposes of a database

of articles taken from all major science publications.

Definition of plagiarism
/It iz difficult to provide an exhaustive and univerzal definition of plagiarizm. \
However, in rezearch circles it is recognised a= an act that contravenes good

scientific practice and constitutes a breach of scientific integrity. The SNSF condemns

plagiarism and defines it as "the appropriation of somecne else’s results or insights
T35 one s own (Hequlations of the Mational Research Councll on_handling sclentitic

misconduct by applicants and grantees). Thus an act of plagiarism constitutes the
“U=c Of S0MMenne Slee & [deds Of Lext d= punli=ned N an artcle, manuscript or

Statements

Ciary

Mewsletter & News-Service

\ and publication to the reader. In this context, applicants are advised to make ‘

Swizs Academies of Arts and Sciences "Integrity in scientific research”
(available in German and French), published in 2008,

(From: SN5Finfo print no 12 / March 2011)

Sonia M.R.Vasconcelos



-rheSCIert|St News Currentlssue Archive Surveys & Supplements

After reading the paper, Aguirre and his colleague, Juan Braga, looked back
through published papers by Imam "to find that many of the microphotographs
illustrating coralline algae from diverse localities and ages in these papers are

microphotos of algae from different other regions and ages published by several
other authors™...

by Xavier Bosch

Flagiarism in paleontolo
MEWS AMALYSIS g p ay

Email: Xavier Bosch - xbosch@teleline.es
Mews from The Scientist 2004, 5(1:20040822-02

Published 22 September 2004

Forthe past 20 years, an Egyptian researcher based in Saudi Arabia has been
publisbigg paners an various topics related to fossil algae using the same

Julio Aguirre, from the University of Granada, alleges that Mostafa Mansour Imam
has "repeatedly been plagiarizing pictures of diverse organisms previously
published by other authors™ in papers on microfacies, foraminifers, and coralline
red algae from Eocene, Miocene, and Pliocene sediments of several areas of
Eagypt and Libya.

“Imam has been using the same pictures in the different papers that he has
published concerning different areas and rocks of different ages,” Aguirre said.

Aguirre was alerted to the pattern while reviewing a paper submitted by Imam to
the journal. The manuscript dealt with red algae from the Miocene in Egypt, but

http://classic.the-scientist.com/news/20040922/02/



Full text access provided to CAPES
by CGPP/DPB/CAPES

natur e International weekly journal of science

Journal home = Archive > News > Full Text

Journal content News subscribe to |
+ Journal home Nature 427, 3 (1 January 2004) | dei:10,1038/427003a l Ial l I l e

+ Advance online

publication Plagiarism in Cambridge physics lab prompts calls for
+ Current issue guidelines FULL TEXT
+ Mature News Jim Giles + Previous | Next +

+ Table of contents
A string of plagiarized papers remains unaltered in
the literature, after researchers and journal editors
ignored warning signs of the problem, an
investigation by Nature has found.

A Download PDF

d Send to a friend
7 Export citation

== Export references

+ Podcasts

At least eight papers written between 1997 and
+ Videos 2001 by Yung Park, a materials scientist who
orked at the University of Cambridge, UK, and the
Advanced Institute of Science and
Techrggy (KAIST) in Daejeon, are plagiarized,
. . according W documents examined by Nature. Park
Journal information has also publiségd at least two pairs of papers with

: significant overlap¥ arate journals. C i
+ About the journal ] P p ] ZH. EKSP. TEOR. FIZ.106, Bookmark in Connotea

1089-1096 (1994); REF. 4

+ Mews Specials K )
Rights and permissions

| AR T S Order commercial reprints

+ For authors Four of the plagiarized papers have been removed + References
oni - from online journals, or marked as plagiarisms, ;‘:::l;t:jhﬁ:[m”gh’;he right + Mare articles like this
+ nling =submission H H X : H 1 - .
fqllowmg |nvest|gat|onls into Park's publications by Russian original (left).
E Awacis his former colleagues in Korea and by researchers

http://www.nature.com/nature/journal/v427/mn6969/full/427003a.html



nature

SPECIAL REPORT

Taking on the cheats

The true extent of plagiarism is unknown, but rising cases of suspect
submissions are forcing editors to take action. Jim Giles reports.

a decisive tum. Academic publishers have
told Natwre they hope that software
designed tocatch cheating students could soon
b wsed to unmask academics who plagiarize
other researchers’ — or their own — work
Big publishers such as Elsevier and Blackwell,
which between them publish maore than 2,500
jornals, have been prompted to act by reports
that plagiarism is becoming more common.
“We're hearing about it more frequently from
editors} says Bob Campbell, president of Black-
well Publishing in Onfiord, UTE.
Self-plagiarism, in which suthors attempt to ]
passoff already putlished material as new,isa  |never discovered, almost all ofthe edi- | S —
particular problem. In an increasingly com-  |tors and publishers contacted by Natwre :
petitive environment where appointments, |agresd that self-plagiarizm is on the rise. [Edi-
PI'IZI.I:I]]Iﬁ.I:I.EII and grant EPP]_I.E.HIlD]]_H are ATE TTOTICITIE TTTALTY TTI0IE CARES, S TE i
gdroncly inflaencsd By mablication mecord. Thinesen. director of sditomal sorvieee ot the

Thaﬁgtt againg plagiariamis about totake




“A recent analysis turned up numerous examples of plagiarism on
the arXiv server (see Nature 444, 524-525; 2006). Ginsparg says
that it’s not uncommon for scientists with a poor command of
English to plagiarize introductions or background paragraphs

from earlier work, often adding an appropriate citation.”
(Turkish physicists face accusations of plagiarism, Nature, 449, 8, 2007)

36




[ Percepcdes...

“... the misappropriation of language from other authors has been noted and the
trend is quite significant... this almost exclusively occurs when the principal,
usually first named, author... does not have English as their mother tongue,
and struggle to represent the background to their work in good English in
the Introduction, or to explore articulately the significance of the results in
the Discussion and Conclusions.” (Editorial, Biomaterials, 2007)

My experience with editing of hundreds of manuscripts has led me to believe that
many researchers, at least in Iran, plagiarize because they simply do not
know that it is an illegitimate act. Sometimes a non-native English
speaking author may insert words or even sentences from a previously-
published article simply because s/he is declined to sacrifice quality and
accuracy of the work for want of linguistic expertise.

(Editorial, Hepatitis Monthly, 8, 2008).

Sonia M.R.Vasconcelos




Estudo detecta plagio em 75% de teses do
ensino superior em Mocambique

O estudo, intitulade “Plagio em cinco universidades de Mogambique: amplitude, tecnicas de
deteccao e medidas de controlo” teve incidencia em teses de fim de curso de estudantes da
Universidade Eduardo Mondlane (UEM), Universidade Pedagogica (UP), Instituto Superior de
Ciencia e Tecnologia de Mogambique (ISCTEM), Universidade Sao Tomas de Mogambique (USTM)
e Universidade Politecnica, tendo concluide que apenas 2 & que tiveram uma autenticidade
imaculada. “O presente estudo examina 48 teses de licenciatura e 102 teses de mestrado de cinco

das maiores universidades. Das

http://opais.sapo.mz/index.php/sociedade/45-sociedade/36998-estudo-detecta-plagio-em-75-de-teses-do-ensino-superior-em-mocambique.html



Ophthalmia neonatorum is conjunctivitis in infants that occurs
in the first 28 days of life.? One of the most common
Infections In the neonatal period, ophthalmia neonatorum
frequently results from maternal infection with Neisseria
gonhorreae, Chlamydia trachomatis, or herpes simplex
virus.1-234 Ophthalmia neonatorum is usually restricted to the
eye and represents a serious threat to the child’s vision if not
treated. In more severe cases, it can spread systemically
causing arthritis, septicemia, or meningitis.?



Ophthalmia neonatorum is conjunctivitis in infants that occurs
in the first 28 days of life.* One of the most common
infections in the neonatal period, ophthalmia neonatorum
frequently results from maternal infection with Neisseria
gonhorreae, Chlamydia trachomatis, or herpes simplex
virus.1234 Ophthalmia neonatorum is usually restricted to the
eye and represents a serious threat to the child’s vision if not
treated. In more severe cases, it can spread systemically
causing arthritis, septicemia, or meningitis.*



Neonatal conjunctivitis in
the New Zealand Midland
region

Samuel Newlands, John Dickson, John Pearson, Chris Mansell,
Graham Wilson

ABSTRACT

AIMS: To assess the incidence of chlamydial and gonorrhoeal neonatal conjunctivitis (CON and GOM]J,
across six district health boards in the greater Midland region of New Zealand.

METHODS: All positive nucleic acid amplification test (MAAT) eye swabs for Chlamydia trachomatis and
MAAT and bacterial eye swabs for Neisseria gonorrhoeae in infants under one year of age were retrieved
from three laboratories from 2013-2016. Incidence density rates were calculated using births information
from Statistics New Zealand. A subgroup analysis of Waikato and Tairawhiti cases were further analysed.

RESULTS: Calculated rates for the Greater Midland region are COMN, 145.9 per 100,000 births/year and GOM,
3.79 per 100,000 births fyear. For Tairawhiti and Waikato, the incidence of CON is 2.5 times greater in Maori
than non-Maori (95% CI 1.3-5.1, P=<0.01). There was no significant difference in mean NZDepl3 for Maori vs
non-Maori. Mean maternal age at birth was 20.

CONCLUSIONS: Greater Midland region rates of CON and GOM are higher compared to other international
reported rates. For Tairdwhiti and Waikato, rates of CON are significantly higher in Maori than non-Maori,
although there is no difference in mean NZDepl3 scores between Maori and non-Maori. COMN appears to be
a condition of babies of young mothers with higher deprivation.

s resistant to usual topical treatments and
ay be associated with pneumonitis.® In
Aothers who have proven 5T1s, the trans-
mission to infants developing conjunctivitis
C - gin  is estimated to be around 15% for chla-

up to 10% of live births.2 NC is identified asa mydia® and 30-50% for gonnorhea.s But the
specific entity distinct from conjunctivitis in rate of transmission is unknown for those
older infants because it is often the result of who have been treated.

infection transmitted from the mother to the since 2010, two district health boards

infant during delivery.? (DHE=). Lakes and Tairawhiti have consis-

eonatal conjunctivitis (NC) or oph-
Nthalmia neonatorum refers to any
conjunctivitis occurring in the first
28 days of life.! NC 15 the most common in-




Chapter 1. Introduction

Condition Background

Condition Definition

Ophthalmia neonatorum is conjunctivitis in infants during the ﬁr@phﬂmlmia
neonatorum can be caused by infection with Neisseria gonorrhoeae (N. gonorrhoeae),
Chlamvdia trachomatis (C. trachomatis), or other bacteria or viruses.! This report specifically
evaluates ocular prophylaxis for gonococcal ophthalmia neonatorum (GON), which occurs when
gonococcal infection 1s transmitted to newborns during delivery by mothers infected with V.
gonorrhoeae.? Ophthalmia neonatorum is caused far less often by N. gonorrhoeae than by other
bacteria or viruses and 1s rare in the United States; however, prevention is important because
GON 1s associated with a high risk of corneal perforation and blindness which can occur within
24 hours.?




Ophthalmia neonatorum is conjunctivitis in infants that occurs
in the first 28 days of life.* One of the most common
infections in the neonatal period, ophthalmia neonatorum
frequently results from maternal infection with Neisseria
gonhorreae, Chlamydia trachomatis, or herpes simplex
virus.1234 Ophthalmia neonatorum is usually restricted to the
eye and represents a serious threat to the child’s vision if not
treated. In more severe cases, it can spread systemically
causing arthritis, septicemia, or meningitis.*



Ophthalmia neonatorum is conjunctivitis in infants that occurs
in the first 28 days of life.2 One of the most common
infections in the neonatal period, ophthalmia neonatorum
frequently results from maternal infection with Neisseria
gonhorreae, Chlamydia trachomatis, or herpes simplex
virus.1234 Ophthalmia neonatorum is usually restricted to the
eye and represents a serious threat to the child’s vision if not
treated. In more severe cases, it can spread systemically
causing arthritis, septicemia, or meningitis.*



Neonatal conjunctivitis in
the New Zealand Midland
region

Samuel Newlands, John Dickson, John Pearson, Chris Mansell,
Graham Wilson

ABSTRACT

AIMS: To assess the incidence of chlamydial and gonorrhoeal neonatal conjunctivitis (CON and GOM]J,
across six district health boards in the greater Midland region of New Zealand.

METHODS: All positive nucleic acid amplification test (MAAT) eye swabs for Chlamydia trachomatis and
MAAT and bacterial eye swabs for Neisseria gonorrhoeae in infants under one year of age were retrieved
from three laboratories from 2013-2016. Incidence density rates were calculated using births information
from Statistics New Zealand. A subgroup analysis of Waikato and Tairawhiti cases were further analysed.

RESULTS: Calculated rates for the Greater Midland region are COMN, 145.9 per 100,000 births/year and GOM,
3.79 per 100,000 births fyear. For Tairawhiti and Waikato, the incidence of CON is 2.5 times greater in Maori
than non-Maori (95% CI 1.3-5.1, P=<0.01). There was no significant difference in mean NZDepl3 for Maori vs
non-Maori. Mean maternal age at birth was 20.

CONCLUSIONS: Greater Midland region rates of CON and GOM are higher compared to other international
reported rates. For Tairdwhiti and Waikato, rates of CON are significantly higher in Maori than non-Maori,
although there is no difference in mean NZDepl3 scores between Maori and non-Maori. COMN appears to be
a condition of babies of young mothers with higher deprivation.
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older imfantsd eresult of who have been treated.
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\s estimated to be around 15% for chla-




Chapter 1. Introduction

Condition Background

Condition Definition

mia neonatorum is conjunctivitis in infants during the first month of Tife:

neonatorum can be caused by infection with Neisseria gonorrhoeae (7\ gonor rhoeae),
Chilamydiatrachomatis (C. trachomatis), or other bacteria or viruses.' ' '
evaluates ocular prophylaxis for gonococcal ophthalmia neonatorum (GON), Whu,h occurs when
gonococcal infection 1s transmitted to newborns during delivery by mothers infected with V.
gonorrhoeae.? Ophthalmia neonatorum is caused far less often by N. gonorrhoeae than by other
bacteria or viruses and 1s rare in the United States; however, prevention is important because
GON 1s associated with a high risk of corneal perforation and blindness which can occur within

24 hours.’




Klebsiella pneumonia: An unusual
cause of ophthalmia neonatorum
in a healthy newborn

Jaya B. Kumar, MD, Evan Silverstein, MD,
and David K. Wallace, MD, MPH

Ophthalmia neonatorum is one of the most common infections during
the neonatal period. Chlamydia trachomatis and Neisseria gonor-
rhoea must be ruled out, given their high virulence and systemic com-
plicatiens. We describe a case uf ophthalmia neonairouwm—from
Klebsiella pneumonia-Gram-nes ative-argani ave been reported
in hospital-acquired cunjunctlwtls {HAC] but we are unaware of any
published reports of K. pneumonia conjunctivitis in an otherwise
healthy full-term infant born in the United States who has received
prophylaxis. It is important to promptly identify and treat Klebsiella
conjunctivitis because it can lead to severe complications.




Ophthalmia Neonatorum Caused by Multidrug-Resistant
Neisseria gonorrhoeae

A

Yariv Fruchtman MD?, David Greenberg MD', Eilon Shany MD?, Rimma Melamed MD'?, Nehama Peled Msc”

and Matityahu Lifshitz MD?

'Pediatric Infectious Disease Unit, Departments of Pediatrics D? and *Neonatology, and “Clinical Microbiology Laboratory, Soroka University

Medical Center and Faculty of Health Sciences, Ben-Gurion University of the Negev, Beer Sheva, Israel

For Editorial see page 164

Ophthalmia neonatorum is a frequent form
of infecti : TS ife and
repfesents a threat to vision [1]. The mo
common infectious agents are: Chlamuydia
trachomalis, Neisseria gonorrhoeae and herpes
lex virus [1]. The infection is usualls
restricte y Spread
systemically and cause arthritis, septicemia
and meningitis [1].

N. gonorrhoeae was a more common
cause of conjunctivitis in the past, but
due to the widespread use of 19 silver
nitrate following the observations of Credé
in 1881, its prevalence as a causative agent
of ophthalmia neonatorum has decreased
in the industrial world from 10% to 0.3%
[2]. As a result of extensive antenatal and
postnatal care in industrialized countries
and screening for sexually transmitted
diseases, prophylaxis has been largely
abandoned, including at our medical cen-




Ophthalmia neonatorum is conjunctivitis in infants that occurs
in the first 28 days of life.2 One of the most common
infections in the neonatal period, ophthalmia neonatorum
frequently results from maternal infection with Neisseria
gonhorreae, Chlamydia trachomatis, or herpes simplex
virus.1234 Ophthalmia neonatorum is usually restricted to the
eye and represents a serious threat to the child’s vision if not
treated. In more severe cases, it can spread systemically
causing arthritis, septicemia, or meningitis.*



Ophthalmia neonatorum is conjunctivitis in infants that occurs
in the first 28 days of life.2 One of the most common
infections in the neonatal period, ophthalmia neonatorum
frequently results from maternal infection with Neisseria
gonhorreae, Chlamydia trachomatis, or herpes simplex
virus.1234 Ophthalmia neonatorum is usually restricted to the
eye and represents a serious threat to the child’s vision if not
treated. In more severe cases, it can spread systemically
causing arthritis, septicemia, or meningitis.*



Ophthalmia Neonatorum Caused by Multidrug-Resistant 4
Neisseria gonorrhoeae

Yariv Fruchtman MD?, David Greenberg MD', Eilon Shany MD?, Rimma Melamed MD'?, Nehama Peled Msc*
and Matityahu Lifshitz MD?

'Pediatric Infectious Disease Unit, Departments of Pediatrics D? and *Neonatology, and “Clinical Microbiology Laboratory, Soroka University
Medical Center and Faculty of Health Sciences, Ben-Gurion University of the Negev, Beer Sheva, Israel

For Editorial see page 164

Ophthalmia neonatorum is a frequent form
of infection in the first month of life and
represents a threat to vision [1]. The most
common infectious agents are: Chlamuydia
trachomalis, Neisseri grriveae and herpes
: ex virus [1]. The infection is T
restricted to the eye but can also spread

N. gonorrhoeae was a more common
cause of conjunctivitis in the past, but
due to the widespread use of 19 silver
nitrate following the observations of Credé
in 1881, its prevalence as a causative agent
of ophthalmia neonatorum has decreased
in the industrial world from 10% to 0.3%
[2]. As a result of extensive antenatal and
postnatal care in industrialized countries
and screening for sexually transmitted
diseases, prophylaxis has been largely
abandoned, including at our medical cen-



Thank You
Questions?
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