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Attachment la

PILOT PROJECT

SURVEILLANCE OF CAMPYLOBACTER IN MATLAB

ABSTRACT SUMMARY

Campylobacter has recently been identified as an important
and previously unrecognized enteric pathogen in man. It is difficult
to isolate in the laboratory without special, selective media and
techniques and proper methods for field collection of specimens has
not been fully determined. Before a full protocol on Campylobacter
can be initiated in Matlab, isolation, transport, and preservation
techniques must be worked out for a field hospital setting, This
pilot project deals with the determination. of the optimal methods for
transport of cultures from villages to the laboratory comparing four
different transport techniques and media {Proposal A). It further
would use.the monthly surveillance of the children in the Diarrhea and
Growth Study and a single survey of children in the Nutrition Growth
Survey to determine the prevalence of Campylobacter ameng rural children
and whether stool cultures or rectal swabs would have the highest yield
(Proposal B).

The principal aim of this pilot project is, therefore, the .
development of laboratory capability to collect, tyansport, process,
and identify Campylobacter in a field station so that a fuil-scale
epidemiologic study could be performed later on.

1. Pogulation

Proposal A would involve patients already registered in the
routine hospital care network. Proposal B involves processing the
routine rectal swabs taken from the Diarrhea and Growth Study as well
as a routihe recta) swab taken from patients in the Nutrition Growth
Study. . '

2. Potential Risks :

i There are no significant risks to this study. Only rectal
swabs and stool specimens will be collected. :
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3, Procedures for Minimizing Potential Risks

There are no risks, so this section is non-applicable.

4.  Safeguarding Confidentiality

Confidentiality of the data collected will be insured.
Patients names will not be used in analysis ox publication of the data.
in all laboratory studies, only the hospital number will be used to
identify patlents.

5. lgformed Consent

A signed consent form will not be used since the study risks
sre minimal, Only routine diagnostic procedures will be done - rectal
swab, stool collection, and interviewing. Information on diagnostic
procedures will be provided verhally and verbal consent obtained. For
minors, consent will be obtained from the authorized, legal guardian or
parent of the child. The verbal statement wade will include the nature
and purpose of the procedures, the benefits derived, the right to
refuse to participate, and the confidentiality of the data.

6. Interview Informationm

patients found to have Campylobacter will be interviewed for
their signs and symptoms, and histery of amimal and food exposure. The
interview will take 10-15 minutes.

7. Potential Benefits to the Subject

The treatment of Campylobacter requives antibiotics different
from the treatment of other diarrheal diseases. Patients ildentified to
have this disease will receive proper treatment.

8, Medical Records

This study requires use of Matlab hospital records.
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Pilot Protocel for rhe Study »f Campylobacter
Infection in Children

ITRODUCTION

Campylobacter fetus ssp. jejunl is now reqégnized as a human enteric pathogen.
:udies from all 6 inhabited continents have shown it to cause diarrheal illness
¢ 3-12% of the individuals studied.

The epldemiology of campylobacter enteritis is largely unknown. Mbst;stﬁﬁiag‘
wwe been done in developed countries, however recent work .in several less developed

-sas have also indicated its importance. A preliminary study of patients in Daceéa

.th bloody diarrhea has shown Campylobactey to be the causative agent in 8Z‘pf
1sex; it is thés an iéportanticause of diarrheal disease in Banglédesh,iASimilarly,
:udies in South Africa, Brazii and Zaire have shown it to be a common cause for ‘
.arrheal 11lness.

In North America and Euvope carriage by asymptomatic adults- is very infrequent.
sudies in Belgium bowever showed that 1.3% of asymptomatic children.carried c. fEEEi

1

s;p. Jdejuni in thelx stools; however these children were mostly from North Afr’ica.4

i a different study in South Africa a high percentage of asymptomatic, as well as

tarrheal, children were found to excrete Campylobacter. €. fetus ssp. Jeéejuni was

>und as the sole bacterial pathogen from 31% of 0-8 month old children and 5% of
iymptomatic children. Among children aged 8-24 months the respective recoﬁery
ates were 38 and 40%.

Taken'together, these studies sugge;t that children, especially‘in less

avaloped areas, may have a high prevelence of infection with C. fetus‘ssp. jeiuni:

.

afection nay be either clinicél or asymptomatic. Further clarification of this

sestion is indicated. : . .

However before such a study could be carried out examination of the best
2thods for transport of specimens from villages to the. laboratory need to be es-

ablished. Thos thla proposal has two parts.
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'ROPOSAL A

In order to determine whether Campylobacter fetus ssp. Jejuni is a significant

.suse of diarrheal disease in rural Bangladesh it is necessary to establish a
.apability for culturing stools for that organism. A pilot study at the cutpatient

reatment center has indicated that use of selective methods will detect Campylobacte:

iz fecal specimens, A similar system employing antiblotic—containinb media, in-

:ubation at 42°C and e micraaeroPhilic atmosphere could be institutcd at the labora~-
-
.oty in Matlab. Patients with diarrhea attending the clinfc would have stool

-ultures obtained for routine pathogens (f.e. Shigella) and fo* ampvloﬁacter.

spproximately 100 cases should be cultured and if Campylobactey is isolated, then

-

a tota1 of 25 positive cases should he collected.

Each of these cases would be visited in their village and repeat cultures
shtained. Repeat cultures will be transported to the laboratery in 1) Larey-Blair
media 2) Camp§+tﬁio media 3) fresh steols 4) and after being {noculated to selective
plates at the village and then transported back to the laboratory in candle jara.;
liging these positive paflents we could determine which are the best methods for
transport of speciméns, Whenever possible, family contacts aad household aniwmals

would also be cultured, eapec1ally if they had a recent hi qtory of a dierrheal 29139;

PROFOSAL B

A field study would then be undertaken in the viilages‘surrounding Matlab bazaa
The population to be studied would be a random sample of children under the age of
5, The total nusber of children to be examined would be 500, ALl children enrolled
in this study wouid haVela.ségél speﬁiman or a rectal swab takeu. Swabs w&uld be

tranaportéd to the laboratory at the céntralrhospital in Matlab using the methods

shown to be most effective in Part A, and cultured for Campylobacter’fetus 85P.
jejuni. The parent of each child would be asked about age and sex of the child

and whether the child had had receh; diarrheal illneas.
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Those children who were positive would then be cultuXed three times within

the next week, comparing the efficacy of fresh stools yersus rectal swabs.

This pilot study would determine prevelence of Campylobacter infection among
JuLak children,'énd whethar stool cultures or rectal swabs would.have the.highegt

sleld, If cdmpylobacter ig found in tnese chlldren, further studies could ‘be

ucfigned to determlne the duration of excrerion, and Epidem401031031 and’ clinical

features of C&mpylobacter infection.




CONSENT FORM

COLLECTIO& OF REPEAT STCOL SPECIMENS FROM CAMPYLOBACTER

PATIENTS IDENTIFIED IN-HOSPITAL

Proposal A-

You recently were hospifaliied for diarrhea'andfhéd;Caggylobaéteri

a newlylidantified bacteria, isolated from your stool. '“Lf ybu'are not
already bhetter, we can how prescribe furthef medication fof xour_illness.
To determine if.whether you are still infec;ed w;th this\o;ganiSm, wq.wéﬁld'
tike to rgculture'your7$téol. Yqﬁumay‘decide Qhéthér or n&t-ycu wish 7
to allow us to collect this specimeﬁ.

,'PQr'ﬁurQoses of.this study, you will not be identifiéd-by

nane, S

Proposal B S 3 o ‘ ' ?

We would like to perform a rectal swab and a stool culture on

your child t0<search for Campyldﬁactar, a newly identified Bagtgria which

causes diarrhea as well as other kncwn diarrhea-causing organisms. We
- will also-ask about your child's health.in the past week. If your chiid
is 111, a physician will see the child and prescribe appropriate treat-

ment.

Your participation will help the Cholera Hospital develop better -

methods to diagnose diarrheal;illhessiin the future. .Ydd'may choose ‘ot o

to alloﬁ your child to be cultured. For'purposespof thiélsfddy,:your

child will not be identified by name.
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