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ATTACHMENT 1z

PILOT PROJECT

SURVEILLANCE OF CAMPYLOBACTER
ABSTRACT SIMMARY

Campylobacter has recently been identified as an important
and previously unrecognized enteric pathogen in man. Campylobacter 15
Jifficult to isolate in the laboratory without speciai, selective media
ond techniques. Where these techniques have become available,
Campylobacter has proved to be a major cause of diarrheal iliness in
the developed world and in several developing countries. The illness
is most characteristically manifested by bloody diarrhea and can mimic
shigeilosis. 1sclation techniques are currently being used at ICDDR,B
with great difficulty and this proposal would allow us to collect diagnos-
tic specimens of stool and sera and perform simple &ssSays and family case
studies until laboratory techniques can be perfected. Dr. Martim J.
Blaser, a expert on (ampylobacter, will be visiting the ICDDR,B for two
months in PFebruary and March, ond we hope his visit, supported by this
piiot projéct, will help iCDDR,B develop diagnostic techniques for the
isolation and identification of this organism.  When these technigues
are operational, a full protocol will be submitted.

1. FPopulation

Proposal 1 would involve patients alveady registeved in the routine
survel Llance network in the treatment center. Proposal 2 involves
identifying 5-10 patients per day witn bilcody diarrhea in the treatment
center from whom stoel specimens and historical information would be
collected.

2. Potential Risks

Stool specimens and sera will be collected frompatients with
Campylobacter. No other physical, psychological, social, legal, or
other risks are involved.

3.  Procedures for Minimizing Potential Risks

Since many patients who have Campylobacter will not be adequately
diagnosed without these special techniques, the risk of getting proper
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treatment by enteving into this pilot study will be improved,

.

4. §§§§guarding Confidentiality

The patient's name and medical information will not bo identified
individually and any report on this study will group individuals so that
anonpymity is maintained.

3. porential Risk to the Subject

4 *

The performance of a stool culturs will involve no risk to the

 subject. Patients with Campylobacter will have an acute and convalescent

cora drawn with its assoclated Zmall risk of local pain.

L3

6. Interview Information

patients found to have Casipylobacter, will he interviewed Ffor thelr
signs and symptoms, ‘@nd history of amimal and food expeosure, The inter-
yiew will take 10- 15 minutes.

- potentinsl Benefits to the Subject

The treatment of Campyloliacter reguires antibiotics Aifferent than
she tyeatment of other diarrheal diseases. Patients identified to have
this dinease will receive proper treatment.

8. ise of kecords

Records of surveillance and hospitalized patients will be reviewsd
tp compare their clinical course.
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SUBHICY ¢ PILOT PROJECT: SURVETLLANCE OF CAMPYLQBAZ?FR

In February, Dr. Mavtin J. Biaser will he visiting the ICDOR.B
o7 two months to help us develop dizgnostis rechnigques for-
the isslation and tdentification of L%Qﬂﬁlﬁﬁiﬁam" In
preparation for his visit, we would like to begin two surveil
iatce projects Lo garher dats om 1jpvlonac1¢r ju the general

population and in a subgroup of patients with ploody dzarrnsa

Preposal 1t To detsrmine the prQVBicqrn af ﬂai“\LODRCf‘“ in
routing patients, all stool snccimens submitted from the curront
survalllance Network wili e screensd for Campyleobaotar in the

microblioliogy laboratory. We wiil consull w1tﬁ Drs. Stoll asd
¥han to assuvre that the nropet collaction methods ara acnisvad.

_____ Z: For 5-10 pdtiunts pe* day with bleedy disrrhea, a
RGT w11‘ be assigned to the Tyeatment center mo gather

address lPTOfF&t‘OQ and coliect a stool for Eaﬁpy}ababuev
pre.  The field assisvant wiil spend half of bis tine
entifying patients particulsrly at rigk {bloody diarrhes

ever) and gathering the 1rpropilnte binlogical specimens, and

ther half of his time engaged in smal ] fami 1y studies of
who are Campylcobacter-pos itive. -
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These two activities will allew us to gﬂuher rackground information
oh the p“ﬂ"alpﬂuc of hankllﬁhhctgz‘an our. popL§1t10n and on the

k eviarmance of family studies, so that a full working pratecol
an be coordinared with Dr. Blaser's arrival.

Persompel aeeds: Qn field worker in urban epidemiolegy will he
needed to icentify patients and - perforn &aNILy studies of patients
family members, and ﬂ} vironmental samples at home.



CAMPYLOBACTER PROFQSALS

Proposal 1: Campylobacter in the surveillance network

The 2 percent surveillance system in the treatment center is
presently registering approximately 200 patients per month.  These
patients are sgen by a paramedic who records their.history and symptoms,
a physician who performs a siviple physical examination, and & 1aboratcry
technician who collects & stool specimen‘far culture.  This pilet

project wili attempt to examine the prevalence of Campylcbacter anong

this random sample of patients being seen in the treatment center while

providing the lab with fresh specimens of Campylobacter for improving

their technigues. Since specimens are curreuntly sent to Microhiology.

this proposal will involve assigning am individual to work specifically

with techniques for Campylobacter culture, isplation, and preservation.

Proposal 2: (ampylobacter isclation from an enriched sample of patients

Since we expect Campylobacter to Tepresent less than & percent

nf the diarvhea cases presenting in Dacca, and since we expect our
isolation techniquss will initially be less than 100 percent effective.
this proposal would allow stool speciﬁ;ns from an additional 5-10 patients
per day with bloody diarrhea snd fever to bg collécted in the treatment
center'and‘sent~for ecaiture. Historical information on the surveiliance

form would also be gathered from these patients as well os a complete

address.
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Patients identified to have Campyliobacter from either proposal

wonld be visited at home by a field assistant, and acute and convalescent
(2 weeks later) blood specimens would be drawn for detemmination of

sera conversion. The index case would be recultured daily for 5 days

s until the stoo! was negative on three separate occasions. Family

members would be cultured daily for Campylobacter for 5 days and semples

of seilected water, foods (milk), and animal feces would be collected for

Campylobacter isolation.

This study would IEQuiré 1-2 field assistants,-fuli time, to
organize the coliectiem of specimeas and historical information in the
treatment. center and to pursue the family studies, We should be prepared

. : e
to do approximately 10-15 family 5;uﬁies per month.  Thiz proposal

wouid aliow us to gather biologic specimens to werk out techniques for

setologic study of patients with Campylobacter infection. We could.

also examine the duration of excretion of Campylobacter in infected

individuais, the extent of within-family infection, and the ossible
3

vole of tood, water, and animals as a mode of Crapsmission.



CONSENT FORM .

COLLECTION OF SERA FROM CAMPYLOBACTER PATIENTS

You vecently wera ill and had Campylobacter a ntey identified
ba;teria, isolated from your stool. 1f you are not already better,
we can now prescribe a new antibiotic specific for this dissase. We
would like to follow your budy’s‘response to this disease by collecting
a small guantity of blood new and again in two'wegks, and would like to
see you again at that time to find out if you are better. The drawing
of blood may cause a little pain or swelling at the spot of collection.
You may decide wﬁether §r not you wish to allow us to collect this specimen.

Please inform us whether you give you consent to volunteex vou/your child.



