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Table 1. Guideline for the evaluation of anti-infec-
tive drug products

General guideline for the evaluation of New

anti-infective drugs for the treatment of

. Intraabdominal and Pelvic infections

. Respiratory tract infections

. Infective endocarditis

. Sexually transmitted diseases

. Skin, skin structure, bone and joint infections
. Central nervous system

. Febrile episodes in neutropenic patients

. Urinary tract infection

w00 N s W N

. Gastrointestinal infections
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o

. Systemic fungal infections

. Systemic mycobacterial infections

—
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. Prophylaxis of surgical infections

—
w

. General guideline for clinical bacteriology
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Table 2. =¥ =714 dAAYH AF

a = 14 4 3 4 A
¢ A% weE A% e A% ARFT A% AR
1990 28 16 28 16
1991 30 16 30 16
1992 13 11 13 11
1993 1 1 1 19 13 20 14
1994 2 2 34 22 40 23
7 3 3 4 124 38 131 39
%* )78 JAAPE AAF 2o] e 7S
(d=da FEEE 34 s Ad=US)
Table 3. NIH-sponsored single-center and multicenter trials by institute for fiscal year 1979
. Total number Single-center Multicenter
Sponsoring institute .
of trials Number percent Number Percent
National Cancer Institute(NCI) 654 261 39.9 393 60.1
National Eye Institute{NEI) 26 18 69.2 8 30.8
National Heart, Lung, and Blood Institute 20 1 5.0 19 95.0
{NHLBI)
National Institute of Allergy and Infectious 120 104 86.7 16 13.3
Diseases (NIAID)
National Institute of Arthritis, Diabetes, 67 42 62.7 25 37.3
and Digestive and Kidney Diseases(NIADDK)
National Institute of Child Health 32 29 90.6 3 94
and Human Development (NICHD)
National Institute of Dental Research(NIDR) 26 26 100.0 0 0.0
National Institute of Neurological and Communi- 40 29 72.5 11 27.5
cative Disorders and Stroke (NINCDS)
National Institute of General Medical Sciences 1 0 0.0 1 100.0
(NIGMS)
Total 986 510 51.7 476 48.3
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Table 4. Functions and responsibilities of the main organizational units of multicenter trials

A. Study chairman
—Serve as senior executive officer of the investigative group.
— Chair steering committee.
—Serve as principal spokesman for the study.
—Maintain communication within the study and with the sponsor.
B. Steering committe(SC)
— Assume responsibility for general design and conduct of the {rial, including preparation of essential study
documents, such as manual of operations, data forms, treatment protocol, etc.
—Review data collection practices and procedures, as summarized in performance monitoring reports, from
visits to participating clinics, and other means, to identify and correct remediable deficiencies.
—Consider and adopt changes in study procedures as necessary and desirable during the course of the trial.
— Appoint and disband subcommittees needed for execution of the trial.
—Make decisions on resource allocations and on priorities for meeting competing demands in the trial.
—Review progress of study in achieving its main goal and take steps required to enhance likelihood of suc-
cess in achieving them.
—Review and implement recommendations from the ARC and TEMC(or ARTEMC) for a treatment protocol
change, such as termination of a treatment because of lack of efficacy.
—Review and react to other general advice or recommendations from the TEMC and ARC{or ARTEMC)
C. Executive committee(EC)
— Act as the administrative and executive arm of the SC
— Make decisions on behalf of the SC on day-to-day operational issues requiring immediate action.
— Assign priorities for activities in the trial, consistent with the dictates of the SC.
—Perform executive functions for the trial, including scheduling meetings, preparation of SC and other meet-
ing agendas, etc.
—Coordinate preparation of progress reports requested by the sponsoring agency in conjunction with funding
renewal requests and as needed at other times.
—Perform other functions assigned by the SC.
D. Treatment effects monitoring committee(TEMC)*
—Direct or carry out data analyses needed for assessing treatment effects during the trial.
—Review interim reports prepared by the data coordinationg center for evidence of adverse or beneficial
treatment effects.
—Recommend changes in the treatment protocol to the ARC.
—Provide advice to the SC on operational procedures affecting the quality of the trial.
E. Advisory-review committee(ARC)*
— Advise the sponsor on performance of the trial and whether funding for it should be continued.
—Review and approve recommendations from the TEMC for changes in the treatment protocol.
—Recommend termination of support of centers when warranted because of poor performance or for other
reasons.
— Advise the SC and sponsor on important policy issues.
—Review performance monitoring reports prepared by the data coordinating center to detect deflclencles in
the data collection or intake processes and recommend corrective action when necessary.
— Assume responsibility for external review of the data coordinating center and other resource centers in the
trial.
F. Advisory-review and treatment effects monitoring committee( ARTEMC)
—Committee has the combined functions of the TEMC and ARC.

# Functions assumed by the ARTEMC in structures not having a separate TEMC and ARC.
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