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. APPENDIX IIIL.

PROPOSED FROTOCOL OF -STUDY ON VALUE OF CONCENTRATED GAMMA GLOBULIN
FROM CONVALESCENT SCARLET FEVER SERUM COLLECTED AT GREAT LAKES NAVAL
TRAINING STATION FROM PATIENTS SUFFERING FREDOMINANTLY FROM TYPE 17
HEMOLYTIC STREPTOCOCCUS INFECTION. -

At a conference called by the National Research Council on 1€ iay 1945 under
the chairmanship of Dr. A. R. Dochez, it was recommended that a study of the _
~ effectiveness of the gamma globulin prepared from convalescent scarlet fevep serum
obtained at the Great Lakes Naval Training Station be made along theﬁfgllbwing lines:

1. Place of Study. a single étation, where Type 17 infections‘argbﬁrevélent.
The. Great:' Lakes Naval Training Station appears to be suitable at the momehts

‘}é. Time for Study. Since hemolytic streptococcus infections are Etiil pre—
valent at Great Lakes and the first lot of gamma globulin will be available in a
few days, it seemed wise to begin the study as soon as possible this Jedr,

3, Selection of Cases. It was recommended that (a) globulin be used for
treatment and not for prophylaxis, (b) cases of scarlet fever only be studied re-
gardless of severity on admission.

L. Segregation of Cases. It was recommended that streptococcal typing on
the cases be carried out as promptly as possible and that all cases not due to
Type 17 be removed to other wards as soon as they c¢an be identified in order to
reduce cross—infections. -These cases would-be followed like other patients in the
study. It was recommended that cases in all these groups (see section 5) be kept
under the supervision of the same individuals and under the same general conditions.

5¢ Groups for Study. It was recommended that the subjects of thé study be _
divided into three groups, according to treatment selected in rotation as far as
is practicable:

Group I. Gamma globulin¥®
Group II. Penicillin
- Group III. Untreated controls##

6. Dosage -~ Group I. Gamma Glogulin. Sufficient globulin should be given
intramuscularly at one time to give a dose of 9,000 neutralizing units of scarla-
tinal antitoxin (this represents a dose of 30 cc. of the first lot, IIGISF3).

Group II. Penicillin. i minimum of 120,000 units daily should be
given in divided doses intramuscularly for ten days.

% Penicillin should be given if prevalent complications develop in patients of
Groups I or III.

## If some of the untreated cases become so severe that treatment is required, it
is urged that penicillin and gamma globulin be given to alternate cases in this
category.
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7. -Clinical-and Laboratory:.Studies. It wag, felt that the opportunity presented

by this study 'was so unique and.so important that a great deal of effort should be

devoted to ‘very.

close observation of the patients from all points of view, In order

to acecomplish thisy it was recommended that a group composed of specially qualified

. personnel be assigned to this.projecta

‘ (é):Pefiod

-~

of Observation., Because rheumatic- fever tends.to appear late in

convalescence, patients should be held in the wards four weeks and then
followed for several weeks thereafter as closely as possible,

(b) Clinical Observation. It was recdmmendéd’ﬂhat‘a'Epééiél chart be designed

to facilitate the recording of frequent observations on each patient in
~ the study, ' ‘ "

Special attention should be paid to:

1)
. .phase'of the disease,

2)

3)
L)
5)
6)
7)

Temﬁé;ature, rash, and general toxicity, particularly in the early
Accdraté record of the pulse rate (not recorded soon after

walking about ward or smoking).

Size and tenderness of lymph nodes.

Appearance of throat.

Condition of Jjoints.

Heart action and sounds.,

The appearance of purulent and late non-suppurative
complications.

(¢) Laboratory Studies.

1)

2)

3)

L)

5)

6)
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Urine. Routine and microscopic examination on admission, once
weekly, and more often if indicated.

WBC. Total and differential counts on admission and if there
is evidence of complications.

Erythrocyte Sedimentation Rate, On admission and once a week
thereafter,

Electyo cardiogram. On admission, after one week, and twice
weekly thereafter (the importance of specially trained per-
sonnel was emphasized).

Bacteriology. Cultures of nose and throat on admission and once
weekly with typing of the hemolytic streptococci found.

Immunological Studies. Because of the unique opportunity, it

was recommended that at least 5 cc., of sterile serum be collected
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on admission and once a week thereafter .from 25 patients in each of
Groups I, II, and III. This should be stored at 5° C. until used by
1nterested collaborators or' by members of the study group. !

8. Collection of Additional Convalescent Serum. It was felt that it would be
adv1sable to continue to collect blood from convalescents at the Great lakes
Naval- Tralnlng Station for fractionation undefr Dr. Cohn's contract wlth the OSRD
in order to have material available for the next season. .

9. Personnel for Study. Because of the value of the material, the unique
opportun}ty, and the amount of work involved, it was recommended that additional
specially quallfled personnel be assigned to the study.

For the Conference by

* Colin MacLleod
WmﬂgsA.Jawmw
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