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designed to test therapoutie and diegnostic measurss with

regurd to mycetoma, The following itaus were thought to be
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Republic of Lhe has boen obtained,
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MYCETOMA THERARY TN SUDAN
Proposdd for Laboratory & Field Trials

0BJECTS: 1. To compare the effectiveness of the afailable diagnostie
procedures;-
(a) Biopsy, histopathology & eulture.
(b) Bkin tests.
(c) Precipition tests.
(8) Particle agglutination tests.

2. To assess the incidence of actinomygetoma in chosen areas; e.g.:-
(a) Khartoum Province.
(b) Gegira & Blue Nile Province.
(e¢) Other Provinces of the North,
(@) Southern Sudan.

3« To assess the effectiveness of different drugs and procedures
in the treatment of mycetoma,

4. To extend the use of the best availasble drug treatment into
rural areas.
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5. To study the ecology of the causal organisms.

ZHE CAMPATGIT:
Phase 1 to be carried out in Khartoum, Main objects:=
(1) to select the most effective diamgnostic method
(2) to select the most effective remedy.
Methods employed in Phase l:= 3
(1) select 20 cases of actimomycetoma and admit to hospital.
(2) carry out all known diagnostic procedures on them £¢ .-
(3) oultivate the opganisms-and assess:their sénsitivities
to various drugs:- dapsone, sulphonamides & sutibiotics:

(&) treat the patients by the method suggeastsd by the %é-g_m _
tests as moat suitable,
(5) Observe the progress of the lesions; the Following methods
suggest themselves:=
(2) photography at regular intervals; it would be essential
to use standard positdons and distances;
(b) a2 special tape measure spirally applied between standard
points, Girth measurements are unreliable except in
in the calf,
(¢) Volume of lesion measured by fluid displacement; it
is necessary to aveid errors caused by muscle waating
and to air bubBles.
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(e) serological changes. -

(6) dischmpge the patients to outpatient care when it is judged
that sufficimt progress has been made and admit a new batech; a
different drug might be introduced at this stage.

(7) Concurrently with this trial the largest possible nugbers of cases,
geniune and suspected, shouid be subjected to all avaidable
diagnostie procedures. The ww‘ject of items 1 to 6 is to
find out which treatment(s) work(s) best and how long they (it)
take(s) to achieve (a) clinical cure and (b) complete care,
serclogical observabions must be made throughout . The prime

i object of item 7 is to select the best possible diagnostic
procedure; if this proves to be serological, it is necessary to
find out at what ;stage in the development of the disease a reliable
diagnosis can be so made.
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Phase TI The principal objects of phase 1l are toi=

(2) assesssthe attack rate of the different forms of mycetoma,
initially only in Khartoum Provinee and the Gezira.

(b) to extend the thesapeutic trial into ffiral areas on an outpatimnt
basise The team would be respdhsible for diagnosis and follow
up but drug adminiatratiém would have to be largely in the
hands of village dispense’s and their helpers. The team would
have to work out a travelling pattern which would take them

L.u.‘— A 2. ]r regularly round perhaps a dozen villages,
Proe o 4, A@ Msu,‘of}*{é e et Lm o o hoedd

) o shifele ¢ o -'tinu' g LA o fﬂr.ﬁ? o3 Mg arths,
though numbered 1V this phase coulid and should begin as early

as possible efter the onset of phase 11 and should thereafter
run concw v =~Ho with other programmes. The object quite simply

Phase 1M

is to discover the natural habitats of those organisms which cause
mycetoma and to assess their distribution.

Side Issues There is no# known effective medical treatment for m;}m)nvcatom
and the recurrence rate following surgery is depressingly high.
Is it possible to mininize recurrence by cogbined medical and
surgical procedures? Would local instillations be of any value?

Staff Requirementsl

age YA4L Wr. I.M. E1 Maghraby (surgedn) g Sudanese
Dr. B.S. Mahgoub (Mycologist)
? A nursing sister ) Proatristin
? Dr.erc««rS " follow' )
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SURGEON
Phases 11 & 1V Dr. Murray's " fellow'
Nursing Sister Expatriate
Lab, technician
Clerk
Driver 4 Siiansed

lMale nurse
Messenger and general factotum

Phase 211 Highly speculative offerings from W.H.O.
Accommodation:
Phase 1 (a)  Lab. space in Khartoum.

(») Hospital Beds in Omdurman.

FPhase 11 (a) Lab. space in Wad Medani.
(b)  Hospital beds in Wed Medani.

Phase I (a) Travelling Laboratory.

Living space would be required for the expatriate staff inifially
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in Khartoum and then in Wad Medani, During phase 111 the staff would probably— — =

have to settle for rest houses or hotels,

ECUIPVENTS:

1, At least 2 vehicles of Land Rover type, 1 preferably a pick-up
2

truck end the other a2 passenger carrying station waggon.
a fitted laboratory might be considered.

2o Surgical :L:ftumanta.

75 Apparatus for (AJ-('M"'j fugi,

Le = « histopathology.

Sa W o serologye

(8 Station@ry snd office equipfment.

Te Photographic and dark room equipment,

Later
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PROPOSED PLAN FOR WMYCETOMA THERAPY IN SUDAN,

STAGE I(PILOT STUDY).
Objeects:

1. To assess the incidence of actinomycetoma in
chosen areas, e.g.(a) Gezira,
b) Khartoum Province.

2, To compare the effieacy of the diognostic tests
available,i.e. (2) biopsy with histology and culture
b) skin tests
e) precipitin tests

3, To select a trial area and assess the probable help
available from local institutions and personalities,

Staff:

1. Expatriate.

a) Medieal Officer
%) Public health nurse
¢) Technician
2. Indigenous, i
fa Driver
b Clerk-Interpreter
Time:

6-8 months, preferably October-May (dry sesson).

Equipment:
1. Land Rover type of vehicle

2, Simple surgieal instruments fobiopsies
%, Apparatus and medism for culturing fungi
L, Apparatus for skin and pregipitin tests
5. Stationary

Accommodation:
1. Laboratory in Khartoum
2. Laboratory in Wad Medani(two rooms in each place
should suffice)
3, Living quarters for staff (they would be travell-
ing so much that rest houses would suit best)

STAGE II(CILOSELY SCRUTINISED TRIAL).

Objects:
1., To collect a sufficient number of suitable patients
within eaey travelling distance of H. Qe
2, To tfeat,to compare end select the most suitable remedy.

Staff: As in stage one but add the following indigenous personnel: -

1, A second elerk-interpreter
2, Nurse
7. WMessenger and general factotum,

Time:
To fodlow ne nesrly sas possible after the end of stage 1
end continue t o the end of the trial.
Eguipment:
b As lirted in Dp. Murray's original paper to the M.R.C.

Aecommodation:

1. Laboratory spsce
2, Living guarters




-l

STAGE IIT (EXTENSIOR OF TRIAL).

Obiect:

To rpread the selected therapeutie measures to a
vider mophlation by using =atellite dispensaries
and travelling tesme,

Staff:
As in stage 1l but a second M.O. might be necessary
He ghould preferably be a local man.
Time:

To commence perhaps a year after the iniliation of
stage 11 and proceed to the end of tne trisl - say
5 years from the beginning of stage 1.

Fguipment & Aeccommodation:

Ae in stage 11.







Clinical Trial on Sulphonamide Ro 4-4393

Centre of investigation Date:
Name of patient M .
{or initials) Sex: FE dees
Diaghosis: Duration of illness:
Effect of gossible previous good D Antibiotic employed|
treatments™) moderate | |  syiphonamide employed|
bad ETLE

Ro 4-4393
Initial dose: (g) | Maintenance dose g/day |Duration:
Blood counts: before therapy: red blood cells leucocytes

after therapy : red blood cells leucocytes
Urinary . before therapy: crystals cylinders albumine
XBminatlon: opryer therapy : crystals cylinders albumine

Bacteriology: before therapy:
(culture if

necessary) during therapy:
after therapy :

Other medications administered simultaneously:

‘Side effects: leucopenia 9 renal involvement I:l
none [ agranulocyte cyanosis [ ]

drug fever[ | purpura [ | allergic reactions [ |
exanthema D nausea, vomiting [:l anaphylaxis I:I
anaemiaD headachel:l ..................L__I

Result obtained with Ro 4-4393 used as a:

Chemotherapeutic [___-] Result*): very good I:' good ]:' moderate D bad D
Chemioprophylaxis+) D Result : Exacerbation during prophylaxis: yesD no[:l

Other remarks:

possible effect of a
subsequent treatment)

*) Please turn over for explanation Clinician's signature:

+) or as a suppressive therapy







