M NUTES G- RESEARCHCOOW TTEE MEETI NG

Cctober 1, 1969

Present: Dr, H Bruhl, Chairman, M. A NMadow, M., D. Knack, M. D. Nel son,

M. M Krafve, M. W Underhill.

Quest: Dr. Travis Thonpson

Absent: Dr. R Johnson, M. E FErrickson, Dr. W Fogerson

Subj ect: Research Proposal by Linda S. MConahey and Travi s Thonpson, Ph.D.

Title: The Effects of Behavior Mdifications and Drug Therapy and Their

Interaction in a Popul ation of Mentally Retarded Wnen.

Al menbers present were acquainted with the proposal. The follow ng questions

were raised and clarified:

11

The University of Mnnesota will be financially responsible for one full-tinme
person who wi || observe the patients and record the findings,

The medi cati on chl orpronazi ne (thorazine) and the placebos will be furnished by
the University,

N ne patients on the South Vard of Poppy who are on anticonvul sive medi cati on,

will be included in the behavior nodification program but not in the drug program
They wi Il be kept on their anticonvul sive medi cati on.

4. Fifteen of the 25 patients in the study are on Thorazine and Mellaril at present.

5.

6.

7.

Al nmedications will be discontinued for one nonth in order to obtain a baseline.

M. Madowinquired if the schenme of the double blind study will be identical for
the entire group. Doctor Thonpson expl ained that the scherme for 50 % of the
patients will be: Drug Period - Placebo Period - Drug Period, for the other 50 %
of the patients: Pl acebo Period - Drug Period - Placebo Peri od,

Dr. Bruhl raised the question if a drug free interval of 30 days in which placebo
will be admnistered, is |ong enough for research purposes, since it is known that

t he pharnacol ogi cal effect of tranquilizers carries over for several weeks

Dr. Thonpson felt that the drug free interval should be kept to a mnimumof 30 days,
because a longer extension nmght inpose a strain both on patients and on staff.

besi des behavi oral changes m ght becore apparent already after two weeks.

M. Madow rai sed the question how "non-identical"” activities in the forenoon and

inthe afternoon could be conpared. Doctor Thonpson said that t hey woul d devel op
a scale of conparative activities,



The next probl emdi scussed was., in how far the popul ati on noverment pl anned for
the entire institution mght interfere with the project, It was decided that

in spite of these plans, the study should be started at the earliest possible
dat e because only five of the patients within the research project are schedul ed
to be noved out of the South Ward of Poppy. They could stay on until the study
is finished,

The question raised by Doctor Fogerson in regard to concomtant |aboratory studies
was answered in the negative: Laboratory studies will not be undertaken except
when i ndi cat ed.

10. It was stated that chlorpronazine is a well studied and widely used tranquili zer,

11,

12.

13.

The dosage used in the study will be in the same range as in usual clinical therapy.
The nedi cation of the patients will be under the direction of their unit physician,
Dr. A Mttson. A statenent fromhimthat he agrees with the principles of the
study wi I | be forthcom ng,

There was general concensus that pernission should be obtained fromeach fanily
for the patient's participation in the study, even though no detrinmental side-
effects of the admnistration, nor risks in wthholding the nedication are anti -
cipated, Admnistration and discontinuation of nedications such as tranquilizers
is aroutine clinical procedure.

Doct or Thonpson was advi sed that his proposal should be submtted in 3even copies
to the Medical Policy Commttee at the State Ofice. The applications shoul d be
nade out for "clearance only". The proposed alterations wil | foeincorporated,

The Research Committee endorsed Doctor Thonpson's Research Proposal unani nously.
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