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on mmm.h adininiatratlon and procedures.

"our lawe provide for an sdviscry comdtice of five nmedical smd
bamlc zclence specialists estrusted with establialment of general paliciens
They advize on the distribution of State research monies and *guldanca' of
rogsarch. We have interpreted the latter to mean gll resesrch whether
involving S%ate mensy or note A stalf coordinator supsrvises tbe overall
management of the research program.

"We desire to atrdke a balancs betwsen project ressarch - the
Hecemaal gpproach ~— and program ressarch, wharety rogular yearly grants
are nmade fiom a central fund to an opseational undt, in this cazs the
Tesearch department »f various state hospitals. The prefersnce is for the
latter. The program approach, however, if not properily discipliaced, car,
foster the inertis and other fanlts slready comented on. There must be
a mutable balance betwesn requirements and permissivensas.

"The progran recguest should set forth brosd gaideiines for the pmied
in question. The subseguent perfomunce should bear some resemblance tc.
the plan, atbthough with wide flexihility. 4bout a S0% corvespondence seems
responable. Tha basic program mmst be spproved by the adviasory comditee.

"Subsequent clearances mey be vemquirsetc Here it is doportant not to
overburden the ressarchers with too mich procedure; it was preclsely for
thlis reasan thai, the project approsch was abandoned in favor of the progrem
approach. Judgreeat an the part of the ressarcher sand the state-level
director are required. Under certain eonditions, for swsmple in experinental
drug reesarch, bita or segnents of the overall progrem should be cleared
as the work procesdsa. This le because of the serious implicaticas of diug
ressarch, discussed more fully below. Deviatioms frem or additioma to the
basle program should be cleared, espsslally if they may involve some major
changes within the hoapdtal or raise the Ygulnea pig? Assue. Bxample:
Mowing % large numbar of patients into a spesial ressaich ward,



"For a conbdnatioen of lagal and polley reaspons app:lica.t,im Jor ocutside
funds, {ederal or private, mst be clesared.

"he method of clearance asy be by informal widitten or conversational '
msana, hy conmultation with a small subconmittes enpovered with interim
suthority, or by fomal roview before the full comitiee. Sometiuss approval
mmmmmmyshubmwmemmtmmtmm
&mﬁoybﬂngcmprmiaedwtmﬁintoarubmmmtimmm:

T

'Ho area of mweearch enterprise in the public setting arouses such
thorny problems as ressarch on drugs. This is axaggerated by the intensivs
mﬁnmwwmwwmmnmwme St o
verxios such as those raised in the Kefauver hearings. In drug research ace
cryetallized the two most critical issues of research in a state hospital
ayetemt (1) money and how 1t i2 handled, amd (2) experimentaticn on a
papslation who are wixds of the state and whoss ability to give conaent mayr
be questicnable = the *zulnea plg' problem.

A related issus is that of the reputation of the hosplital o of
Andividoal phyalelann. There appear to be suns groups ar individuxnla who
cmn be relisd on to produce faverable evaluations on drugs, and the pharmas
coutickl houses are outick to dlscover them. -

Mo mﬂﬂmm va, entablished Wa

"?DA-approved and marketed dmgs are ne particular prohl.en hers.
There is alvays & teudetioy to drift into 'upen bottle! studics or
poorly structwred reavarch designas. Such research iv of a luw level.
It may, however, have a sthmlating effsct on medical and other
staff. Assmming that the drug is safe, the dangers that remuin are
thoae of inconclusiveness and wasted sffort, and the posaible damage
to reputation that mey ename.

ixparinerdal drugs are quite a diffecsat matter. We huve becase
increasingly atrict about these, and our practice now 1s to refer all
such requests for evaluation to & lavge federally-suopported project
cenbersd at the Universlty of Minnesota, where muitable animsl and
laboratory checks can be madec

2. Hmdling of money.

"Becauss ¢f all the adulnistreilve and ethical implications we
havre established these two policiss related to redmbursanent fron
privake soureces for ressarch:

{a) A1l payment gust be hapdled through ths State Treasury :nd
othey official channels, and not dirsctly or uwsdlaterally.



{b) Thars sbonld be no remxmeration to the profesaional stafl
econducting the research. Clinical and wad persconel who
warlc overtime on the ressarch are properly entitled to
1de andmturﬂ.lywillparueipm betiey iL this
B Sa

Ay to goals, we encourege publications amd presentaticns in every
pﬂ-ﬂ.bleuaa‘u We have avolded any arbitrary stamxiard and the 'publish
or perish' pressure mysten. AL the same tims we stimulate at every
opportunity and publiah & list cnce sach yesr, ‘*Publicatiocn® means a2
recognized professicnal or sclentific journsl. We do not count mimec—

graphbad or othexr self-published articles, DNor do ws count items
'subnitted for publication.' *Pressatation' means participstion in the
progren of a major rationdl or regimnal neeting of a profesaimnal or
scientific soclety. Weo would not comnt political vwndertaldngs sach as
the counedl or srecutive committes of the organisation, nor aa organi-
gation so esoleric and limited in mechership that participation in the
progres iz meaningless, Presmniation at state meetings and especially
those of the state mental health aystem itself do nok count,

lastly, we are attempting to work out an incentive system for
an increase in travel funds sn that those who do participate

providing
in selentific progeaus in the menner described will be batter able

to attend.”

DIV s ]



