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*s , Preface ) . . N .

- The Pharmacologlc afd Somaf?c Treafmenfs Research Branch was pleased

to sponsor “+his workshop In keeping wlfh its comml#ﬁenf to provide and

- ¢ N

encourage' the developmen+ of lnformaflon concernling efhlcal.lssues In
. , \ ; ’

research with human subjects. - v .
5(\ .

] The workshop's +I?Ie, "Empirical Research on ln‘ormed Consen+ wtfh
~ &
’ SubJecfs of Uncertaln Compefence" was careiully chosen fo‘re*lecf lfs

scope., It was a 'workshop' - not a coﬂiefgnce, the par?lclpanfs were

talking to each.ofher ‘rather than to an ahdlence. TheyAwere lnvlfed to :

hd a

dlscuss thehr work In progress-and to conslider posslble areas for -

v

!
collaboraflon. The foqus~was‘upon 'emplrlcal research-P - daia‘derlved from

confrolled and systematjc studles rather than from anecdofal reports or

fheoreflcal analyses. The populaflon was 'subjects! - persqﬁs who are fhe:
' ' focys of research lnqu}ry - ra+Her'fhan patlents In axfreafmenf setting. -
And,.finally, ‘the Yerm 'uncertalin competence' was developgg‘fo describe™

persons whose abillty to make decisions on thelir own behalf Is ao+ .

. ascertalhed at the time of entry' Into consent negotiatiens. 1t was

H £l

. ~ considered a terw with the -least pejorative !mpllcaflons.f"' 'ﬂl

. . . Y .
’ . \ - : , .
- : . . . . . L. .
. ’ ¢ -t - ° .
- . » .
.
.
.




L The parflc!panfs were invited on the basls on thelr lnferesf In and

L

ol

confr!buflons to the focal toplc. (See List ‘of Participants for retevanit

publ!caflons and acflvlfles) Invited guests tinciuded research assoclates

of the maJor par?lclpanfs, Investigators planning or currently engaged In

relafed research: enqulrles, public offlclals having pol!cymak!ng or »

-

adv]sory roles !n the dévelopment of gu!del!nes or regulaf!ons for fhé

L

protection of human subjects lhhreseanch and "N IMH staff from extramurat

-—a\l

(See'Llst of

A?ggndlx ) - ' SN

Y

-

grants programs and rerey cbmmlf}ees, ‘Invited Guests In

’
<

¢, N v
z. ‘ -~

One of fhe most Ymporfanf fedtures of “the workshop was’ fhe opporfun!fy

>

for parficlpanfs and gugsts to engag@zln an Tnformal exchange of

Information and of ldeas concern!ng research sfrafeg!es. . It 1Is hoped that

¢

the bene‘lfs,}‘ this shar!ng ‘Wit become manlfesf In N @ higher qual!fy of

research more’ clearly fOCuséd on .and fargefed to resoluf!on of the problems

4 L ] -
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‘ : Introduction- .. . Natalle Reatlg
N ' . . Socfal Sclence Analyst -
. : Pharmacolfoglc and Somatic Treatments

Research Branch, NIMH ’ .

r
- .
. . A .
L) . .
. "
. - .

In January of 1981, the Pharmacologlic and Somatic Treatments Research
. . 4 . -
Branch of the National Institute of Mental Health sponsored a workshop for

o ' invesflgafors currenfly engaged fn emplrlcal research on the ,topic .o

o

ﬁ!nformed consent with subjects of uncerfaln compefence" The Natlional

- lmsflfufe of Mental Health suppoffs a large number of research grants

4

lnvkolng lndlvl&uals characferizable as of "uncerfaln competence"‘ These
persons falt within the broad de‘lnlflon of "menfally disabled", deflneo '

) by proposed DHHS regulaflons as "+hose who are menfally lllr mental.ly

3

q . ( re+arded, emotionaltly dlsfurbed, psychoflc or senllem {See Federal‘

. Reglsferﬁ 43.223.53954, 1978). A maJor concern for lnvestligatdrs

* comduct Ing research ‘with these populafYons Is ‘how to distingulsh  between

. Sub Jects ;ho are capable of. glving consent on,rhe!raown behal f and.+hose

-

. who are not. 7 N ; 1 . T T
- r A -t - L

, . lnformed consenr trom subJecfs Is a normaflve rggplremenf In most

3

research supporfed by the DHHS. Federal regulaf;ons describe the

blrcumsfanpes under whlch thls. consent must be obfannqdvand.ilsf Items of

#

. Information consldered sufficlent to meet standards ‘or adequate

.

d!sc!osure (See Appendlx). The regulations mandate fhaf consent be ’ ';'

- e amme - 2kt z -

P

ob*alned from "compefenf" subJec+s but there Is no guLdance‘availaﬁle to

.

1’ . N
- ass st those who are delegated responslblllfy for determlining competence.
' : ° . . s ~ - :‘:ﬂ -
' . ,
! ! " ' » - M
5 s =
, o . ] - ¥ . . ) .
f o‘_ . . ,‘. ‘ - s o‘
~ tg,’._. N v =
o - . 4
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It remalns unclear°whe+her the more *radlflbnai legal andvpsychlafrlc

crlferla arerapproprlafe In the research settling as compared with the
. < . ' R .

crlmlna1 trial or treatment setting. Should there be unliversally

- appllicable compefency crlferta or shouId theére +be performance criterta-
¥
+al|ored fo mee+ speciflic slfuaflons or IndIvlduaI ablllfles? Should

the s+andard for competency be flexible according to the degree of rlsk

’ —

‘Inhérent In fhe proposed research? We sflll know very |!++|e abou+ the

process o¥ declslon-maklng In" the research sefflng. Wha+ moflvafes
subJecfs +o consent fo or. refuse research parflclpaflon? Whaf§MMer|ylng

values Influence Jnvesfigafors, fam[ly members or delegated ,

°
¢

. . Y .
. representatives tn. thelr defermlnaflons of‘anofher's competency? We need

’
~

,to ltdentlfy and\undersfand +he mulflple factors that Influence, hlnder and)

.

H ' @

’

eqhance bodh lof these declslon- -makling processes.

Al

—_—— The'yorks op. goals were 1) to evaiuafe the current status .of

4y L 4

emplrlcaliresearc about cohpefence and Informed consenf° 25 to lden+lfy """""

and +arge+ problem areas, In need‘of further lnqulry, and 3) to dlscuss and

1 4 ¢

eprore deveropmenf of appropriate resources and. mefhodologles for use In

‘4

such research. To enhance the quallfy of the dIscusslon a number of
- 6 ‘4 » .
background papers were prepared ln advance and clrculafed +o ‘al i

parflclpanfs. These'” papers and some addlflonal ma+erla|s haVe been

‘follecfed here with fhe lnfenflqn of s#1mula+lng lnféresf In and . ';

-

. encouraging research _bn the fop!c of c0mpefency and consen+.

The ‘irsf three papers address fhe quesflon, "Hhaf would Ht mean fo

/,

be competent enough to cOnsen+ to or refuse parf!c!paf!on fn research?",

- - -~
. .

[y
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The authors were asked to Idenf}fy the range of practical and theoretical
exnditions of competence sufficient to consent from the . perspective of

\ ' ‘
thelr separate discliplines. Bernard Gert and Chqfles Culver provide the

v .\ ﬁhllosophlcel 6{ervlew; Aled Melse| the legal overview and Paul Appelbaum
and Loren Roth the psychlatri& overview, ) e
| . - o K -
The fourth paper presents a review of the ITterature for empirical -

Q@ -

studies on compefence and consent. In :her revlew) Barbara Stanley

Y

: “hjghllghTSISOMe questlions which have not been addressed and some ‘lndfngs
which require repllcaflon and further lnvesfigafﬁon.. | have exerclised the
edlforlal Ilber?y of appendlng ‘a supplementary, expanded blbllography to

e comp lement the aufhor's asslgned focus upon emplrlcal research.

:K The ﬁlnal paper Is a summary of +he workshop discussion In which’

: : “par#lclpanf; were askéd to Identlify an agenda for future research. Ruth

| Faden, the workshop co- chalr, Ilsfs the flve major areas whlch emerged as

-~

mosf deservlng of anenflon and offers §ome practical methodologlic

, qoms{derafloqg fon-lnvesflgafors planning research In these areas.

o

The‘Appenﬁlequfalns 1) a short paper describling some new

. T - -
' ,-Jmﬁllcéflons,for tnformed'consenf offered by recently promulgafed~DH@ﬁ’
regelations; 2).a bresenfaflon'of the regulations on consent, llsting the

.Items of information required fef disclosure,» the circumstances under.

S e e epdm e e e —— ——— o

.. which these may beshelved or altered, the requlremenfs for documentatlon
Py " of consent and fheie[rcumsfances under which these may be walved; 3) the
| orlglnal workshop agenda; and 4) a |ist of the workshop Invited guests.

j it. ls hoped that these documenfs wlll be useful and provocaflve.(

"y gﬁk Thls workshop has made: a beginning - there™ Is much that remalns to be

\ . . LY
L]

i done! : : ‘ ,
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Competence to Consent: A Philosophical Overview '

2

'
i v - .
i

Obv1ous1y we are primarily concerned with the concept of

cOmpetence Eecause it is directly relevant to the question of

.valid consent, but we believe that there is no special sense of

competence,which is related to valid conqedt. Rather tﬁe concept

of ccmpetence reme;ns the same, namely, having(the ability to
perFors‘those tasks that someone (in that position) is supposed

to have, thcugh since it is' always related to some particular -

task or group of taskg, the criteria for determining whether or

not .someone is cOmpetent to perform that task is determined by .

“the nature of the task. Thus we shall begin by analyzing the

general concept of competence, andithen wefshail relate it to the

problem of valid’consgnt.ﬁ K

s

The sentences "John is competént" and l'I'John is incompetent"

do not. express complete statements. of cOurse, the context may

.

-

make it clear what is being expressed by these sentences,.! For .

example, if we are  discussing whether or |not to hire Johr to do

our taxes, it is quite clear that the

incOmpetent" meaﬁ% John is 1ncompetent

——

nof all 1ncompetence is atte®hed to of

-
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'For example, a person may be incompetent to feed' himself.

‘ »
This is not really a different sense of incompetence, it is
¢ \

rather that the person is 1ncompetent to do more fundamental

activities than_those involved-ln some specific office or. job.

i

He may
51mply be unable to figure out what or how to eat. “he sense of
1ncompetence here is exactly the same as that whlch is. 1nvolved

in fllllng out tax returns. In both cases there is a specific

task,to be perfe;med and a persoﬁNWho is unable to perferm that
task. The only difference, and it is a big practical difference,
is that Only those who occupy some position involving the making

out of tax returhs count as incompetent when they canQ?t do so,

-

_whereas anyone who cannot understand how to feed himself is

. 3 ..
regarded as incompetent. . -

But thouéh competence alwayg involves the ability to do some

particular task, competence is not mgrely a synonym for ability.

If someone cannot run a marathon, we do not say that he is

A}

incompetent to run a marathon, rather we say that he lacks the

physical ability to do so. Competence involves mental or

~

volitional rather than physical abilities! But lack of such

x

abilities does.not by itself involve incompetence. If one does

ﬁot have the mental ability to do;theoreticalvphysiag it would at
least be misleadiﬁg to say that the}%were'incompetent to do

theoretlcal phy51cs, unless they were in same p051t10n in whlch

© .

it is expected that they have that‘mental ablllty To return to

/
our first example, when we say that John is incompetent to.do
one's taxes, this implies that John is an accountant or has a job
- . . -2 .~ s/
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) that involves making out tax returns. It is on1y°with :

'
¢ «

accountants, etc. that lack of ability to make -out tax returns

-

counts as 1ncompetence - e '

> ¥ B -
As noted before, to say of someone that he is incompetent

demands a coﬁt%xt, A person is not simply incompetent; he is

incompetent .to do %,for x and y, or x,y, and z, etc. I% is

- pdssible for someone to be incompetent to do any of the tﬁings

VS

that 2 normal adult human'beingrcan do: new born infants ares
incompetent in this total way}, and so are -some adults. We can

regard them as totally incompe%gnt and no phiIOSOphical problems

.

arise in.determining<that‘the§ are incompetent-with regard tO{any~
in -~

task, no matter how described. Philosoppical‘problems arisen”

deciding whether someone who is competent to do somé things is

. competent to do a p::}icular kfnd of.actioﬁc or make a particular-

kind of dec1s1on . How Is one to declde these41ssues9 Here 1t“
should be noted that the more prec1se1y described the activ1ty

is, the more lrgely 1t is that one can decide whether or not

someone is competent $0 perform that kind of- act1v1ty.' Suppose

that we are wonderlng whether someone,’is’ competent to mike a

will. It is a necessary condition for being oompetent to. do %his

\

that one know what 1s\1nvolved 1n making a w111° one must \

understand;, at least in its pract1ca1 sense, ‘what a w111 is. If

-

one<is not aware- of what is 1nvolved in making a wlll, then one

is incompetent to make a will. - In genéral, in order for one to

-

be competent t6 do x, one must have at least a practical

-

gnderstanding.of what it is to.do x. One must also understand

15




e N

(2 ,!I L - - 'w. N ‘
whnn/one i3 dolng X;- 1t is qot enough to know what wills’ are, on * .

- i - - . -

must al3o be able to understand when one is maklng a will it

gecems that twovnecessaryqfeatures.ior belng competent ‘to perform
N 4 . * N e
an act1v1ty are that one understands what that activity is’ *and -

-

knows 'when he is participating in it. With regard %0 giving C e .

consent to partlcipatlon in an experlment one must know what it

1s to give such consent and know, when one is giving such consent.
e

® ¥ .
These however are only necessary features for competence to give - Coe ..

[

valid consent, they are not sufflelent features : <o

We may then tentat1vely deﬁlnellncompetence in the

way: A person is incompetent. to.do x, if it 1s reason

> M .
’expected that any person in his position, or any normal a ult SR . e 5‘

3 - o - N B

human being can do x, and this person cannot do x And h°°p. . e

o Py

. 1nab111ty to do x 1s not due’ to a physlcal dusabxkzt§

is competent to do x, if- he ig no ;ncompetent t0¢do x. - It is -

7

important to note that in th1s

X done, one should not entrust the job-to someone=

* Y - . T \ ,

. incompetent to do x., Even with regard to someone whouis
' i ’ } . S

‘& incompetent to do somethlng ?hat every . normal adult éuman being - X

. is expected to be able to do, nothing more is 1mplied than that °

) T .
: it wou d_be'unreasonable t entrust that person with the task of
doing”xi So that if someon is incompetent to handle money at - .
g1y 1% would be unreasonablelto gdve him some, task that infolved )
rnp handling money, but if he has money of his own, nothlng : e
> ¢ T . \ e ?ﬁx#‘w%ﬁ,,‘

L] -
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- something simply .because he is incompetent at doing it. If

t,someone else -is thereby justified in maﬁing that dscis;on for

make the decision h1mself But depends upon other matters as well

]
~

follows about proh1b1t1ng hxm from spendlng it, or giV1ng it i
away, or doing anythung else he may want to do Wiﬂ"lt We are
not automatically Justlfled 1n‘p?eventing someone from doing
someone is an.incompetent poker player, e.g. he does not know
what hand beats.another, it does not follow that anyone is
Justlfied in prohibiting him from playlng poker 1f _there are R
others ‘who are :;fllng to. play poker W1th him. However, if the'
consequences of his playlng ‘are serious enough, one might.be 80

_Justified. Slmllarly, 1f someone is 1ncompetent to make a

declsfbn about some med1cal treatment it does not follow that

him' It may be that someone is so Justlfled but that he is does

! '

not follow solely from the fact that the person 1s incompetent to

- Incompetence, in the sense that we. hnve Been d1scusstng it,

is almost completely an emp1r1cal matter and is not identical v

with what for the sake of clarity we shall call "legal

o 1ncompetence" To be declared legally 1ncompetent to do %

l
|

depends upon a Judgement of i competence in the sense that we

- 4 décision that someone else ig justified in acting on that

.‘ l - - N ¢
person's behalf with regard to {Heing x, and that he may o

justifiably require, ﬁrohibit, ermit, etc.'actions with regard

. A —~—-
to that person.’ Normally =2 judgment of legal incompetence to do




. / ]
‘ _ : N
adult . human beings are expected to be able to do.\ That is, it is

persons who cannot feed or cldtye themselves, or who.cannot .

Hfandle money, whom we declare legally incompetent and then

>

sometimes give to some other person, a legal guardian, the
authority to-make decisions for them. ) -
We also somet&mes declare persons legally incompetent t¢

"perform—eertain professional tasks; however in these cases we do

LI

not appoint a guardian to make decisiens for them ‘Thus someone

who has a position as a lawyer or doctor may, for various

AN

reasons, become unable to perform the professional tasks-ﬂequired
\ . ‘

of him. It may be appropriate in some:of these instances for the

per'son %o he declared legally 1ncompetent to perform those tasks.

In this caseino guardlan would be app01nted but the person would .

‘be prohiblted from penformlng that act1V1ty whlch he performed
‘.
'1ncom§etently | |

|
5

The 1mportant 1ésue\1n going from emplrlcgl,én;;;}etence to

legal 1ncompetence is whether one can Justlfy the restrlcthn of

-

freedom involved in such a judgment. We will _not diecues the .

-

»

'fJustlflcatlon of such 1nterference for the person' 8 own-good
L4 ./
here, but will only say that such a Justlflcatlon 1nNolve5 the =

prevention of the sufferlng of“81gn1flcant ev1ls.1

4

COMPETENCE.TO CONSENT TO'TRﬁATMENT OR fARTICIPATION IN RESEAR?H:
Given this’ general discussion of competence and incompetence
let us now“try to apply it. to the problem of"valid consent. What

is 1nvolved in saylng that §gme9ne is incompetent to give valid

18



consent?

that it is useful to distinguish cleariy between them.

Rl

N

-~

1 . N . . ~

¢

We beiieie there are two levels of incompetence and

~]
There is a category of patients who are unable to give or
refuse consent at all. ‘Some patients in this category

are completely unaware of their gurroundings and are

, -

noﬂg:fle to understand anf question1that might be asked\ '

of em-~for-example, infants, patients in a coma, or

pat1ents‘who are severely retarded or sén£§§; For such
patients, nothing that they say or Qo could “even count
as consent or refusal of consent. Théy may be called

"totally incompetent" and it is universally ..
acknowledged that it is justified1 even morally '
e

.required, for\someone else to make decisions for them -

_and on their behalf. i ‘ -,j

i

However there are some patients who fit in this
first category who‘are less than totall& inconpetent Tl

They may have very JLlimited cognitive ab111ties, may be
R

able to ask for foqg or for re11ef from pain, and._yet
‘be unable to understand any questions not directly
- related to pfesent st1mu11 ‘ Therefore they do not

understand at all the request for consent to a medical

procedure: .either therapeutic or experimental they do .

k-]

-not know what is being asked of them and do not realize

"in fact that they are being asked to give consent. PFor

>

these" pat1ents, as. for those who are totally

incompetent, it seems appropriate and morally justified
- r /‘_' -

1
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Bysd 69-jgar-old woman with a

-/
R con:
, result of delirium, a very severe psychot%c
i

~B10pSy-proven. RAT FJectable métroperitoneal .
sag%ima, was admitted to our unit in a profouhdd

igtonal state that whs thought to be the - -

depression,_or\a combination of the two. .
Approkimately f year earlier she had been admitted - .
_ to the hospitel a Stmilar mental syndrome.
At that time a retroperitoneal mass had been
identified and.biopsiqd®-during laparotony. S

3 \ ;_ Treatment with™ECH t-that time (1 year before the

present admission) resultel in dramatic clearing
of her confusiona¥ state.*and melancholia, enabling
Ms. B to resume a satisfying 1lifé with her family
for Ja périod of about 10 .months, When the current .
confusional state.developed. -

At tHis’ point Ms. B was.d?b!rientedyto place
and time and was seéverely agitated and restless.

" She was noé%t able to give understandable answers to e T
most direct questions,; and 'in general her speech -
‘ionsisted of ilncoherent babbling. An extensive
search for+a metabolic, pharmacologic, or
structural cause for her mental syndrome yielded
-nQ positive results. .Her retroperitoneal sarcoma
appeared to have increased somewhat in size, but
this.could not be directly correlated with her
change in mental function. 'Her sarcoma was in no
way felt to be immediately'life—threateningﬁ Her . .

¢ physicians felt that ECT was again indicated but - .
that she was.incompetent to give even simple '
consent to any treatment procedure. The hospital

~attorney was of the opinion that ECT could be used

.- 1f the unanimous consent of her three adult
children were obtained. Her children did consent,
and a course of ECT was again administered. A

similar gratifying improvement_resulted. .0
- We will refer to patients in this category as g
being imcompetent to give (even) simple congent. The ‘~\Q

. -—
/poncept of "simple consent" is explained in the
description of the next category of ﬁhtients.

’ g !

A




2,.This second category of'incompetent_patients we refer to

o
R P

as bding incompetent to give valid consent., They are
&

L

" " “However competent to give simple coﬁsént; i.e. they

—

R T

N DT

ﬂvis~told about the consequences of h‘; giving or

-

‘“dhﬁé}stand that they are being asked to consent to a

‘medieal treatment or an experimental procedure and can

. give consent of refuse to do so, but they lack the

ability to understand or appreciate the information

that is necessary to give a valid consent.. The

ke

W P S
* clearest example of someone who fits‘this category is a

patient who is moderater—delf;ious or demented and id

aware pf only some aspécts of his situatioﬁ. He may

perfectly well understand that he is being dsked for

consent to perform some medical érocedure but may not
know where he 18, or who is asking for his cé;sent, or
why they are asking for it.«‘Fpr example, bg may know
nothing whatgoeier of the reasons uhy‘Ebnsent‘is‘being

-

. P .
asked and/or he may disbelieve most or all of what he

refusing that consent. This pérson.differs from the
persons discussed in the first category in that he may

give hié consent %o aktreatment,.or vigorously refuse

to’'give it. "But both the refusal and the granting of e

consent do not count as valid, faor such a person is

e

unaware of sufficienﬁ—fnformation to give valid:
consent. We will say of such a patient that he is

éompetent to giﬁe or refuse simple conseht,,but\is

M - & ' g - ) . -
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incompgtent to give or refuse valid ceonsent. ¥

Another interesting example of patients in this
category are those who have delusions which are
relevant to’the matter of giving or withholding
consent. jSuppose that someone has the paranoid
delusion that all of his dgctors are part of a plot t9
take over hi§ body and that regardless of what his
doctors are saying, if he gives his consent they will
perfo;m some procedure_that will give them complete
control over his thoughts and'actions. He believes
this even though ,consent is only being requested for a
diagnostic procedure completely unrelated to his
‘delusion, €.

****** v

malignant. We want to maintain that such.a person is
5

del a biopsy to determine if a tumor is
competent to give simple consent, but is incompetent to
give valid consent, because he is unsble to understand
or appreciate the information that is necessary for
valid consent. This does not mean that We are thereby
justified in performing the biopsy independent of his
val%%*consent. For this to be true, one must apply the
.Jjustification procedure that we allude to in footnote
1. ~

A patient may have a delusion which results.in his
giviné:rather than in withholding consent. Suppose
that a man believes that he 'has been given superhuman

powers and that, like Superman, nothing done to him on

- .. 28
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-

earth can harm him in the slightest way. Thus when he

J is asked for his. consent to participate ih a gserious
and rigky experiment he readily gives his oonsent for
. .he does not believe that there is any risk whatsoever
’ | yfor him.. In such a oase we would say that his simple
consent is not valid for he is incompetent to give
valid oonsent.n We sa& this for the same reason we gave
. above, he is unable to understand or appreciate the
- ainformation neoessary for valid consent.

If someone is not given adequate ip(prmation, he cannot give

[

-valid consent,- for he does not know enough about what he is ‘

[

consénting to. But clearly the.important matter is.not merely
some meohanioalpprgoedure Qﬁ;proviﬂinglinformationito;someone* “_lil
Suppose a doctor- or -resedarcher haS°developed what is universally
acknowledged as an ideal presentation of all the 1nﬂo§mation ‘
required for, valid oonsent for'a oertain medioal problem. Now

p

suppose that.he presents this information to his patient in a way

that all his fellow doctors regard as olear and non-biased. Does

‘the patient now have the 1nformgtion required for.valid consent?

»

We don™t khow._ It depends upon what the patient understood. If
the %atient has only a very limited oommand of English then

providing the information in English will not provide the patient -
with adequate information to give- valid consent. Similarly if

‘the patient is suffering from such anxiety that he can understand

e

little of what is being told him, he does not have adequate ¢

kd
information %o give valid consent. This is whv 1t may be

s ———
3 . Y
¥ 4
< .

- Vs , R9
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important that nurses, or someone who has the opporthnity to talk
to the patient at some length, be required to determine that,the!
patient does indeed have adequate ihformation to giVe'valid

. congent.

Thus a patient may be incompetent to give valid consenp
because he cannot understand anything as q@mplex as theé
information required for va11d consent, e.g. in the case of a
retarded person or a young child, or the person may not be able

to appreciate the information he is-provided because,:fgr

example, he is suffering from delusions. A-<tcompletely senile

-

.person and a very young infant would be incompetent to give even

[ . : !

simple consent; the pe?son with delusions would be incompetent to

-

give valid consent. A slightly older child might be competent to

give simple consent but incompetent ‘to give valid consent. " In
general one might say that when we éan straightforwardly .
; e

determine that the person doesn't unders&and any of .the
« . . y

information being paovided, he is inﬁompetent-to give simple

consent, and when he understands some but not enough 1nformat10n’

\
or doéesn't appre01ate 1t he is only. 1ncompetent to give valid

consent

It is fairly straightforward to- determine whether or not
someone understands the information that is presented to h?m,
though,,bf course, there will always,be borderline cases. " When
dealﬁng with appreciating the information, we have-a triqkie;
situation. As we use the term "appréciate", iy requires mofé

than understanding. Someone can understand but.not apprgciaﬁe

i 'y .
»

[

4




* " the informaﬁion given. For example, someone with paran01d .
delusions that involve his doctors may understand all of the .
information presented to him, but becagse of hls false beliefs —

’ about his doctors he cannot properly evaluate that information

booe and thus cannot give valid consént. Pailure ﬁgéappreciate, like
n« -

! failure to understand, must be determined prior to consent or

g not sufficient to show a failure to appreciate the information.
f It is because %here'may be a temptation to treat irrational

| refusal of treatment as incompefénce to give valid consent

f (because of failure to appreciate relgvant informatioq} that we
requfre refusal by someéne incqmpefeﬁfAto give valid consent to
be accorded the same safeguard as someone who is incompetent but

, irrationally refuses treatment.

Thus fhere is a significant practical difference between.the

2

two kindd of incompetence. With incompetence to give simple
consent, nothing the person does counts as -either the giving or

the refusing of consent. In this case thdre is no overruling of

" the patient's decision, ' there is no de0131on of the patlent's to

»

overrule. With incompetence to give va11d consent, the problem
- ’ Hé'more.complex. In such cases the- patlent can either glve or
L. refusé glmple consent but since tHey are 1ncompetent to give
s valld consent, obv1ously thelr consent is no more.valid.thap
their refusal. 1In these cases, one mustddecide what to slo. (Jur
« quégestion is that these cases be d{bidedginto two main .

P

categories, (1) those in.which the person éiveq simple consent

L . " '
‘ L‘l ' ’ | - ' ' 2 '
" EMC;EWS R .‘ ) 1 '

refusal of consent. A refusal of consent, even if irrational, is

25
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but in which we believe thdat he is‘inc&ﬁpetept to_give valid ‘
congent and (2) tHOSe‘in which the person gives a simple refusal
nf consent but in which_.we also believe that he is incompetent to
give a\balid refusal of consent. | .

In the first‘category we believe thét a guérdian should Be
appointed and that he should decide on behalf of the patient
whether or not to accept tﬁg proposed treatment. If the agre;s
with the patient, there is no problem at all, if he does not
agree, a problem does seém to arise, for then the guardian seems
to be overruling ‘the patieht's decision. And this kind of action
seems paternalistic and thus iné\e‘éd of justification. However
thfs is nQt the case.. The guardian is Aot p¥§rruling'the
patient, rather he is refusing to make a;deéisiop that he )
believes -is not in the patient‘s:best interests. ‘It'is true that
the patient is not getting a procedure or trg%tmeqp that he has

<

given simple consent .to,.but if the patient is genuinely

incompetent to give;valid consént to thaf Qrgcedure or ,treatment,
then he does not really appreciate what he is consenting to.
Thus we are not-depriving the patieﬂt of something he wants, .
rather we are-simply refusing to provide-something we don't ;hink‘

is in his interests. . ' : ,
. A N - . '

The second case, where the patient gives a simple refusal of

conseﬁt, is somewhat different. Again we suggest that a guardian oL 1

be appointed to decide, qmﬂbehalf of the patient, whether or nct . i
to accept the proposed treatmeqt{ If he agrees with/ﬁhe patient

concerning refusal of consent, again there is no problem, but if
J
T

('~
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‘he does hot agree and thinks that the proposed treatment is in
the patient‘s best 1nterest then theref is a serious moral '

problem. To allow the guardian %o codSent to treatment when the

patient'has refused Et, even though, by hfgothesis the refusal is

.
- ‘. —

due to a failure tq appreciate the situation,’is to allow one
person to act paternalistically w1th regard to another, simply on
the grounds thét the first is 1ncompetent to give valid consent.
We do not think these\are adequate grounds in and of themselves.
We believe that even‘with reéard‘to?patients incompetent to give .
. a valid refusal of consent, their -simple refusai\of'consent must
be .taken very seriously and overruled only in special
circumstances, when the failure to treat would result in
significant.evils being suffered. . It is an act of paternalism
and has to be justified just like any other paternalistic act.

We obviously think that just as with competent patients, so
with those incompetent to give valid consent, it is\a much more
serious matter to treat without.consent of the patient, than not -

'to.treat even though a simple consent has peen given In the
former case we actively 1mpose something on the patient in the

1

latter case we simply refuse to do something agreed to by the —

€

patient. Thus we give a simple refusal of consent for treatment,

Dby a patient incompetent to give a valid refusal of consent much \ -

" more weight than a simple consent by the same patienﬂ This
seems to reverse the traditional proceuure where a simple consent

by such a patient ig sometfmes taken ta’be valid, ahd a gimple

refusal of consent is all ,too easily overruled.

27
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- THE COMPETENCE OF PSYCHIATRIC PATIENTS TO' CONSENT TO.TREATMENT OR

-

RE3EARCH -

‘Some might question whether patien%é"suﬁferingsz;bﬁ mental
maladies are in general incomgﬁ@&ft_to givéﬁor'refu to éi?e
valid consent to propvsed treatgenps or experiments. We.believe
that the overwhelming majority of such patiénts are -quite ‘
competent to give.valid consent and-that, in fact, oﬁé;is mucé
- more %pt ?o find incompetence to give Xélid Eonsent among
pétients found, for example, on neuroszrgér§ and oncology wards.

¥ . o
The case of Ms. B discussed above does represént a patient

who was incompetent t6 give even simple‘consent t; treatment -.

. because’ of her thorough cenfusion and incoherence. One does
encounter other such patienys in psychiatry whé, because of, say,
drug delirium or acute éevere psychbsis, are.unéble to give or
refuse e?én simple consent. Though gﬁch cases are dramatic theygl
constitute ogl&éf.sméli percentage of psychiatric cases. We
believe the incidence of fhié kind of incompegéncg is much higher )
in selé?ted medical 2nd surgical patient poﬁulations. This would
bg‘aﬁ interesting and impor%ant topi¢ for fubture empirical

‘~reseafch. At any rate, whén one does encounter a patient .

. incompetent to give or refuse s%mple consqnt,{#hen it is usually
morally'acceptable %o rely on neit—of—kin or gourt-appointed

'guardian fon:consent, whethe} the ‘patient, is suffering fr;ﬁ a

. \
* mental or a physical malady. . . .

.

“Patients who are competent to give simple consent but |

{ , : "

N {

A
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incompetent to give valid consent are probably encountered
~ -

" somewhat more often among psychiatric than other patients, though

O iy - L

this subject also would benefit from empirical research.
Patients who have delusions directly related to the treatment or

consent ' process are of course apt 'to be patients with mental ‘*

" maladies, though, again, their absolute numbers are very small.

Perhaps somewhat more frequently one encounters psychiatric

patients whose menéal confusion, associated w1th a psychosis, .

<

makes their understanding and appreciafion of the consent

1nformation sufficiently suspect that one questions whethithe

consent they give or refuse is valid.' Clearly, one canno

h)

v

overrule the refusal of consent of these. patients w1thout a
strong justification, but as mentioned above it seems appropriate

in such cases that-a guardian be appointed to give valid consent :
”g/
on behalf of the patient even when the patient has given sﬁmple

Rs

consent to the proposed treatmeirit or experiment. ° »

However, we believe the overwhelming majority. of psybhiatric

* 1

-patients are competent to give valid consent.‘ These patients,

¥
understand if something is wrong with them and are capable of

understanding the nature of the available treatments and the
risks and the benefits associated with each; they can also
evaluate the personal risks and societal benefits of. various
experiments. _There is nothing/inherently‘more sugpect about a
pratient consenting to a treatment to relieve mental pain than-

consenting‘fo religve physical pain. There is- (or. should be) no-

coercion presentggn either case. 1In fact we suspect, that there

FY
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is probkably more valid refusal of, treatment

a-

aﬁﬁ%g psychlatrlc
pat1ents than among * selected medical or Suri} al pat1ents As a

group psych1atr1c pat1ents may. be more ¢ pable of withstanding

s,

pressdres from thelr ‘doctors 6 consent t an;are,serlouslxrlll

medical or surgical pg%ients,.though &e*ha@efno data on this

point. . \

L]

[ !

[

. ’ ) R ~‘ A

When psychiatric patients do refuse tﬁjﬂtmenty whether they

are” or are not competent to give valid cons: nt,<tha; refusal is
v )

frequently seen asgirratlonal by)the treatment” team We think it

is important to distinguish patients who are 1ncompetent to give

valid consent froé‘those whose refusal is regarded as irrational..

¢

(Fhere is usually no irrational consent, for doctors would not
. \.\- A 4

propose a treatment that.was'irrational ) Ve should be able to'

&
de ermine incompetence to glve<Va11ﬁ'consent pr1or to the gtving .

or refusing of consent; 1rrat10na1 refusal obv1ous1y can only be

determined after the refusal. We propose that irrational refusal

of treatment nevér be Waken as’a sigh of°incompetence to give

valid consent 1f the patlent‘s giving of consent would have been

regarded as vallde, This does not mean that:it is never monally

L4

Justlfled to overrule valid® but irrational refusal of $reatment,

but one’ should be clear about what one is d01ng

One advantage- |,

k3 Y

o

of belng clear in such cases is. that a ohange of mind (perhaps

due to the - persuasfve abilities of the psychiatrlst) by a

~

competent patient who has prev1ous1y validly but irratlonally

refused treatment can now be taken as valid-consent; whereas if
~

the patient had been'regardpd as 1ncompetent to refuse valid

' - i -
consent, their subsequent consent would still not be valid.

) /
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What would it mean to be compétent enoug to consent to or~™ .

w .
~ We .cannot begin to answer| this question without first

“appregiating the context in which it ariges. Before we can

1nte1119ently dlscuss it, we neéd t6" know* ‘why it is a questlon

-re

worth asking, and answering. ’3~.

. . -
The concept of incompetené}--l will use this negative temm—

rather than the positive term competenoy -=is extrenely murky as

far as law is concerned. Despite the long scholarly exegeses. of

the subject, the many mentions and uses of the term in the case

o

‘law, ahd its increasing dppearance in statutes and regulations,

confusion still abounds about, incompetency. ”do not propose to
set the record stralght, nor to cure all of the evils today
Instead, I hope to establlsh a'structure for thinking and talking -
about competency and 1ncompeteno§ so that we may have a common

language and set of ideas to work with in attempting to better

, understand the concept. . T - . S

At the outset, it is perhaps Best to indicate what the scope
of my concern is. The concept of 1ncompetency arises in various
areas of law:  the criminal justice system, the admlnlstratlon g%
decedents' estates, and the enforcement of contractual ohllgatlons
ate a few of the more obv1ous ones. I do not intend to deal with"

any of these, "but only with incompetency in the medical dec151on-

maklng process. ~ ‘ ,

In the medical decision-making process, as in the other areas

of law in which incomp?tency plays a role, there are two different

L4

kinds of incompetency: ; "de jure' and "de facto." De ji;?
. P \
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incompetency results from a determinétion by a court that an
@
1nd1v1dual 1s incompetent (usually referred to as an - )

"adjudligtlon" of incompetency). An 1nd1y1dual ‘who is, adJudlcated

incomﬁeteﬁt is de jure, or legailz,lncompetent. Ordinarily, a
guardian.is appointed to make for the individual those decisions

which the individual himself is incompetent to make. The - IR

adjudication may be plenary or it may be partial; in the former
case, the individual is deprlved of all dec151onal authorlty of
legal significance, but in the latter case, the 1nd1v1dual is

. . :
deprived only of decisional authority in a narrow area-~.. (There

- is one other group gf persons who are de jure 1ncompetent but

[

whose status as such does not result from the action of a court.
This is, of course, persons under the legal age of majority.
Usually a child needs no guardian appointed as his parents are"

ﬁis naturfl guardians.) - . ‘

1 wilf not, in this paper, unless spetifiéa;ly indicated, be
‘ diecussing persons who are de jure incompetent—-e}ther minors are
Rather,

adjudicated incompetents. I will deal ohly with those

persons who are de facto incompetent--~that is, persons who are

thdught by medical authorities to be ircompetent in fact to

.

partlclpate in making decisions about medical treatment or  «.

4»

research. Ultlmately, regardlegg ‘of

ﬁk%ggr the dec1§;on-maker

—&M\%
‘Hgtermlnlng who

is, a judicial of medlcaiwguthorlty, some meart:

r .
is incompetent will have to be deylsed. Thus, the conceptual

ﬁt’bfem 1nvolved in both klnds;of 1ncompetency will turn out to

<0 ‘,\, -

*mﬂmgwwéhe‘same *Before we reach tﬁls conceptual problem, however,

we need to, know something about the legal. model of the medlcal‘
t N\

e -,- “Tﬁ <§"4O
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- decision-making process which is the larger context in which the
.problem of incompetency arises. k7
- S 4

) @ ‘ N
THE LEGAL MODEL OF MED;CAL DECISION~MAKING

LS

Law starts with the presumption that every individual has a

right to make hmedical decisions for his or her own care--what I

A <

wil-], refer to as'the ri‘ght decisional autonomy. This right

o has deep roots in the mmon-law tradition and more. recently has

[ '

found pos1t1ve s ctlon in the constitutional right of prlvacy as

well. Regar ess of its source, the right of decisional autonomy
is impléménted today through what is referred to contemporarily
as the reéuirement of “informed consent." That is, before a

medlcal procedure may be performed by a physician on a patlent

.
g

the phy51c1an must obta1n the patient's “1nformed consent" to.

_ ) '
treatment.. " - - : ’

L7 ! 9

Informed consent is'also.required before an individual may

part1c1pate in "research" procedures, wh;ther those procedures
are intended to be beneflclal to the subject or not. The sqprce
of the requlrement of 1nformed consent to research 1s two-fold
it, tooi is mandated~by common law, and it .is mandated by '

Tegulations issued by the Debartment"of Health and Human Servigces

pursuant to federal statutory authority.l
H

. "is not absolute Another way of stat1ng this is that there is a

\

presumptzon of de01s1onal autononmy, but thls presumptlon may be

cvercome in certaln s1tuat10ns A good startlng point.- both for

a d1scus51on of the role of 1ncompetency 1n medlcal decision~

S

R
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making and of the situotions in which the pr sumption may be
yovercome is Judge Cardozo's dictum that "Every human being of
adult years and sound mind has a rloyt to determine what shall be
done with his own body. n2  The presumptlon of decisional autonomy

is laid out straight away: "Every human being . . . has a rightl

to deternine what shall be done with his own body." The

.conditions under which the presumption can be overridden are not

épecifically stated, but are clearly implied: when an individual

is not of "adult years" or not of "sound mind," he is not

s
<

permitted to exercise oecisional autonony. Thus,\certain persons
are disqualifiod'from exercising decisioual autonomy by virtue of
their age. \$his is an objective criterion, not a functional one.‘
There are clearly somé:persoﬁs who are not adult in years but who
ate adult in their ability to function in the'world;‘and the
converse is equélly true. Otﬁer‘persons are disqualified from
exercising the'right of decisional autonomy by. virtue of their N

mental qualities. Whether this criterion is one based on status

or function is not immediately clear. 1Indeed, it is the heart of

the matter with which we are concerned, and for the remainder of

this discussion, I will be equating, at least loosely,

incompetency with.the "unsoundness of mind" referred to by -

Cardozo.3 ) .

L] | [y

IMPLEMENTATION OF THE RIGHT OF DECISIONAL AUTONOMY ~THE
REQUIREMENT OF TNFORMED CONSENT, - . ‘ . :

Vs ! - . ~ , {
- ‘
_The 1nd1v1dual's rlght of dec1slonal autonomy in matters

medlcai is 1mplemented through the requlrement that a doctor

obtaln a patient's "informed consent" to research and tredtment: -

w

AR -

f A
.
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Informed consent to treatment is an outgrowth offthe earlier

requirement that a doctor must obtain"a batient's "consent™ to
treatment, which is 1tself an outgrowthr-or more properly,  an
illustration--of the anciernt common~law protection accorded to
bodily 1ntegr1ty by the law of trespass. If one were "toucﬁea"

by anotheér without consent, that touching constituted a trespass

(3

to the person, otheruise known as a battery. Even if no physical

harm results, the non-consensual nature_of the touching makes it

a legal wrong for which redress mlght be obtained under a writ of

’

trespass. 1Indeed, not only was absence of physical harm no
barrier to legal redress, a touching that benefited a person might

be grounds for a lawsuit as long as it was non-consensual’
» , .
~ Iy 2

o~ »

v

Informed consent to research has its origins primarily in
the Nuremberg trials following World War II,-in which‘several
German physiecians, in cooperation with thb government, performed
" medical "experiments" on prisoners of war and concentration qa@p
¢'detainees.‘ One aspect;bf'the Nuremberg judgment, referred to as
the Nuremberg Code, promulgates reQuirements for the ethical
conduct. of medical experimentation, one of uhich is inforhed>

y

consent. Subsequently, ‘the world Health Organization in its 1964

Declaration of Helsinki also subscribed to the requirement of

]

informed tonsent to experimental proeedures if the subject is
* competent. and from the "legal guardian" if the”subject is not. %
. It was not_until 1966 that the U,S Publlc Health Serv1ce
1ncorporated the substance of the. Nuremberg COQe and the

Declaration of He151hk1 into guiaelines for researchers, which

MR
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‘were then modified and published as the "Institutional Guide to °
'DHEW Policy on Protection of Human Subjects". in 1971. Thls then

became the basis for the DHEW regulations for the protectlon of

human subjects, gkrst issued 'in 1973,. and amended several times

sipce then. . .

4

st what must be done %o obta1n a patient's "1nformed
consent" to research and treatment 1s a matter of much dlspute
and debate. What canhot be gainsaid are two things: certain

information must’be provided the patient by the doctor, and the

patient must give permission for the.medical procedure to be
rendered. Simple as these two requixements may seem at'first,

what is concealed is a great web of complexity in which the
P . .

-

problem of 1ncompetence is entwined.
At thisg point I Wlll merely p01nt out what these 1ssues are,

withholdlng ‘an attempt to resolve or reconc;le them until after

a discussion of. incompetency.

'

1. ‘ InfOrmag%Qn disclosure. Patients_must be‘b}ovided with.
.all informat;on material to making a ﬁecision whether to undergo

or forego treatment. @ This information must be proyided by the
physician or inw tigator or>by someone to whom this task has been .
deiegated, though thq'respoé;ibiliti for seeing that it‘is

properly done rémains that of the phy51c1an/1nvestlgator.

¥ e

Patlents need not be glven 1nformat10n.£hat they already know orn .« °

'whlch they can reasonably be assumed to know either by V1rtue of
’ ‘e ,‘ n- ’
thelr own experience or by v1rtue of, the fact' that the 1nformat1on y

is common,knowLedge.‘ How the "materlaiaty" of particular
'information to making a decision is to be deterﬁined is a matter

. “ ‘\ *

d
K
.&";r,g& ™0




o a elr
——" .j.-.. e s s e ) e st

o~

) e
% .

3 - .

& 2 .

nature, the issues associated with the "consent! requirement are

" clear about consent,~is that the patient must givelthe doctor

-

" efforts to determlne whether the patient understands, and if the ot

‘and alternative kinds of treatments.

of hot &ispute. The jurisdictions are about evenly divided
bétueen two differing views, with some holding that the doctor is
obligated to disciose that information which a reasonaﬁﬁe patient
would find material to making a decision, nd others holding that -
materiality is to be determlned by reference to prevalllng medlcal
custom--that is, what a reasonable doctor wou tell\a patient.
Among the kinds of thlngs'that the doctor mist tell }he patient—",

are the material risks of treatment, the antfcipated~benefits,'

s

¥. 2. Consent. Whereas the problems associated with the

- N v .

requirement of information disclosure are largely of -a practical

’

primarily at a conceptual level. About-the only .thing that is

permissiorr to perform' the procedure, but éven that is subject to

some dualification.5 The case law is. extremely’ unclear--and the

two dozen recently enacted informed consent statutes do not .
‘clarify the matter--as to Whether anythlng more than.&he patlent'
mere perm1ss1on is required. 7_~ ﬁhat .could be required, in
addition,. is permission based upon understandlng of the

1nformatlon that was d1sc1osed that is, understandlng o% the
nature and consequences of the proposed medlcal procedures.8

What could also be required is that the doctor make reasonable

9

'patlent does not, further to make reasonable efforts to attempﬁ

3

to get the patlent to understand If in ‘the f1nal analysls, the

I

patient does not understandathe 1nformat10n, 1t is unclear whether /,%r'




is binding on the. doctof’

-’/ .
/

}, ) e ¢

or not the permission he gives provides the doctoxr ﬁith authority

to .perform the procedure, or even whether the patient's refusal

A )

If the pat1ent,does not understand theflnformatlon, it is

arguable that he is "incompetent," but the Edurts have not cleatly

spelled out the relationship, if any, between lack of under-

’standlng of the disclésed information. and incompetency, though I

-

o will endeavor to do so shortly

- -

The fore901ng d1scuss10n of informed consent is based upon

i A

. the common-law requlrements which have- developed in malpractice

F

cases brought aga;nst doctors by patlents who have been injured /
by therapeutlc or d1agnost1c procedureS’of a nQn-research nature.
L 3

Although we can say with a high dedree of certalnty tha¢ these

requlrements are also applicable’ to“research procedures, there

" " are few reported cases 1nvolv1ng researehxprocedures.9

Whatever uncertainty there mlght be about the applicability

\qf
of the common~Iaw 1nformed consent requlrements.tp research pro-

cedures--and I suggest that there ought to be none=-~should be

dispelled by the informed consent requlqEMEnt mandated by DHHS

regulatlons, which, hod\Ver,Aare llmlted in, their appllcablllty
{

to research supported by DHHS grant or contract 10 Informed

‘consent is def}ned as . > . -

the_knowing\;%nSent‘of an jndividual or his

legally authorized representatlve, so situated

as to be able to exercise free power of choice -

without undie inducement ‘or any element of .

force, fraud, deceit, duress, -or other form '

of constraint or .coercion. aﬁhe basic elements

of information necessary to such consent

1nc1ude :

L

P

L
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.requlrement in the regulatlons tha

(1) A fair explanation of the procedures .
to be followed, and their purposes, including ‘<
identification ‘of any procedures which are
experimental;
(2) A description of any attendant
discomforts and risks reasonably to be T
expected- . S
) (3) A descrlptlon of any beneflts ‘ J
reasonably to be expected;

o (4) A dlsclosure of any approprlate e
alternative procedures that might: be
advantageous for the sub)ect-

(5) An offer to answer any 1nqu1r1es e
concernlng the procedures; .

(6) An instruction that the person is N,
free to withdraw his consent and to dis- -
' contingue participation in the- project or -
activity at ahy time without prejudice to the Y )
subject; and ‘ < B .
(7y With respect to blomedlcal or «

behavioral research ,which may result in - )
physical 1nJury, an explanatlon as. to’'whether . %
compensation and medical treatment is- : ’,'

- available if physicial injury occurs and, 1f‘
8o, what it consists of or where further . o
information may be obtained . . . .11 - . Co.

Althbugh:there are some concrete differences betweeﬂ the

common~law and regulatory requirements for informed consent, there .

are no conceptual differences. . Both require that .(1) relevant,

7/ ‘ . . s
information be provided the patlent/subject (2) that congent‘be ;

. obtalned (3) that the patlent/subject be 50 51t?ated as to. be

,able to render a voluntary decision, and (2) that the "+ - ‘

patient/subject be competent. Although there is no explicit LI




. . * Qe ‘
must be obtained from the indivddual or his legally authorized

-

representative.

]
.

MODELS OF INFORMEDCONSENT: DIFFERING NOTIONS OF WHAT
INCOMPETENCY IS ¢

-

There.is considerable haziness as to just what role ‘

¢

- gfompetency plays in informed consent and thus in the ¢

.

implementation of the individual's right of decisional: autonomy.

This haziness arises for at least two feasons: ’(1) cohfusion-over
~q':(:he-conceptuallzatlon of incompetency, that is confuslon over the
relatlonshlp between incompetency and other aspects ofglnformed
consent; and (2) confus1on over what.incompetency mea?é-—that is,

e

* over the tests of 1ncompetency.‘ A thlrd-reason--to cdmplicate

: + mattérs even more--is that there dis some overlap between these

* two foregoing areas of confusion! _ - :
‘ . * ﬁ ) 7,..“' o

i S A}

‘ (1), Confus;on over the-ré&lationship between 1ncomgg§ ncx

©

and other aspects of 1nformed .consent. Statements abound 1n the

judlc1a1 cases to the effect that only a competent 1nd1v1dua1 may

4

render consent for his own medlcal treatment. Thus, although the

o - ’
e Ed N ~

"ipformed consent, requirement obligates the doctor to make

disclosure and obtain consent, these duties are suspended if the
d’ : ” - . l‘[l , n
patient is incompetent. Tﬁus,_although the informed consent

' ‘requirement obligates, the doctof to make disclosure and obtain -

consent these duties are suspended "if the patient is 1ncompetent{ i

wn

The Restatement of Torts puts it this way“‘E~ "To be effectlve,
H

consent must, be ee . by one whdo has the capac1ty to consent
[
. "13 To takeé. the most extreme exXample of 1ncompetency¢ 1f

Yo © s,
L

a\patlent is. unConsclous, the doctorxr ohxlously need not make dis-

~ Ld
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closure nor attempt to obtain’ the patient's conseth These duties

.

are also suspended in less extreme situations such as where the
‘ K 4 N

patient is highly intoxicated.: H* S

0 In thls view, incompetency is a condition, which if o
satisfied, calls into questlon the doctor's obllgatlon to make
dlsclosure and obtain consent. I will refer to this as "threshold
incdmpetency," for if there is clear-cut evidence-of incompetency s
at the threshold, ‘the physician need not bother to attempt to
inform the patient and obtain his consent to treatment. This of
course does not mean that the physician is then free to render .
any treatment that may be necessary. Rather, in a11 cases except

the most ex;gent,15 the physician must obtain informed consent

/. from the patient's proxy, or, in the language‘of.the federal
- (‘ o »

reguiationsn the patiente "legally authorized representative.l6

2

. . . :
Where there is less clear evidence of incompetency--such as where

a patient is mentally retarded but not-profoundly s6-~this should

N

, 'serve to alert the physiciap/investigator that the presumption of

coﬁpetency which ordinarily prevails--that is, the presumpti-
that the patlent is entitled to make his own med1ca1 dec131ons- )

,a

mlght not be operatlonal in this partlcular casef

If the patlent does not fail the test of'threshold 1ncom-

AU
Ve W &

petency, the informed consent requireme obllgates the doctor to
make disclosure to the patlent. I1f Anformed consent is. viewed--

as it should be~-as something more than a sample stlmulusuresponse
model 1nvq§v1ng the 1nput of 1nformatlon by the doctor 1nto the
‘patient -and the spewing forth of a consent or refusal by the
patient, the doctor will undoubtedly engage in a conversatlon w;th V-

. ‘. i;'?l . ) .

v




Y

the patient ThlS conversation will 1nvolve, as most ,

conversatlons do, a g1ve-and~take of 1nformat10n, with the dQctor”"’”—"’A\\\\‘
telling the patient some’ thlngs, the pat;ent re onﬂfﬁaigoth ‘

verbally and behaviorally with indi ons of comprehension or -

- a

conf@?ioh, with the patient occasionally asking questions of the

- ‘ . - . 'y
doctor, and the doctor probably asking questions of the patient. ,
' In the course, of this conversatlon, the doctor may begin to.*

-

suspect that the pat1ent is 1ncompetent This suspleion may

the pat1ent understands what the docto&‘ has disclosed. This %’
prob1ng may be accomplished by dlrect and 1nd1rect verbal
questioning, or it may be done more subtly and 1nd1rect1y As : -

1ong as the doctor ma1nta1ns an interrogative posture toward the

ﬁ .,

’ pat1ent--thatals, SO long -as heé- orﬁshe 1s on the 1ook-out for ap L
oa, ) "g“ : ¥ ~ /’T‘ .

whether the patlent understands--the d\ctor is likely to obtalh . “‘ -

&40 s
a feellng for the extent of the?patlent'

»e

3

ggprehensmn. Thus, in -

addltlon to be1ng thoughtaof asoa precond‘t n to the doctor s

ot . [
s v e . <

duty to dlsclose 1nformat10n and obtaln coﬁ%eﬁt 1ncompetency €2§///////,/<—& .

— -
¢

also be thought of as arlslng after- 1nformat1§% pas,béen

disclosed, and us&ﬁ/ly in the/process of&obtalnhﬁgythe patlent'
/ o o
consent. I w1ll refer/to this concept of 1ncompetency as "procees
. —— Ay
incompetency. "/ . T : -

—

oth*go;ts of inqgmpetegczmgeterminations are ‘routinely made




features of the patient such as.obwvious alcohol or drug intoxica-

.tion, obvious hallucinations or manifest delusiofis, serious mental

e

- retéidation,'or severe sensory disorders such as blfndness or

S S deafness will alert the doctor to the possibility, 1f not
. llkellhood "that the gatlent is 1ncompetent.& The stronger the
probability of incompetency, the less likely the doctor will even

. attempt to obtain informed consent from the'petient.
" If the patient's incompetency either at the threshold or in
the process of disclosure is apparent, the patient's decision

\

about treatment (if any is expressed) need not be honored, and
s /

t

. T ]
the decision as to whetlier and how the patient is to be treated -

r -

“may be made without the pafienﬁls further participation. Indeed,

e S e —eme

™ . ' _a~docccr who renders the treatment o#ﬁ&&e basis of the pe;mission

ﬂo;ian incompeteqt runs the risk of liability for battery.
Similarly; the doctor'who declines to treat on the basis of the .
refusal of an rncompetent patient runs the risk of llablllty for

» breach of h1s flduclary duty to the patlent 17

1 have ‘attempted to sketch out three dlfferent ways in which

»

/- " 1ncompetency can be conceptuallzed threshold incompetency,

process incompetency, and a combination of e two. But
R ‘ e

regardless of how:incompetency is viewed as relating to the lérger

¥

process of medical decisionfma%ing we can delay no longer a: ’ N
P ’dfscpssibn of whaﬁ'inccmpetency “ls:" o - ’.‘
{ - N § \ .
:-; . (2) confusion r what incompetenc ‘meéns; "tests"‘of‘
é' S incompetency. Incompetency may be deS;;ed°eifher in statis or

L 4

functional terms. That 1s, certain persons may be-dlsquallfled

N
f : from exerc1s1ng their right of declslonalqautonomy either on the
3 :

IS

oo et e 7
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" basis of somé“status‘they occupy, or because they lack. the

cggacl%z to -perform some function.
¢ { Fy

qi’ﬁ Status tests of incompetency. This method of

determining incompetency focuses on certain qualities of the

-

person whose competency is in question as a person, rather than
as a patient, thet dsé outside the medical decision-makin§>conteXt

- ;athet—than witnin it. ~*i‘his test functions by comparing the ‘
person in question with a hypothetical'average person. To the .
extent that there is-a gross~devihtion between theltwo, tne person

in gquestion is said to be incompetent. These include

(1) permanent conditions such as severe mental retardation, (2)

temporary cond1tlons such as 1ntox1cat10n, or (3) transitory or

’

sukactlve characterlstlcs of the person such as physical appear-

ance,,pecullar béhavior, or symptoms of psychosis. To some
extent, these tests employ fu@gtional criteria, but not ones’

specifically relevant to medical decisiJn-making Indeed, most

N bt

of the. status labels denote functxonal d1sab111t1es of some sort, . [

(3

. but instead of"measurlng functional cr1ter1a for medical decision-~

- 1

making directly, statusitests measure them indirec®ly by focusing

*

+ on féatures from which medical decision-mkaingrcapacity may be -~
v inferred. That is, we conclude without actually measuring that
an 1nd1v1dual occupylng a glven factual18 status is“incapable of | "

U b
v part1c1pat1ng in the ‘medical de01slon-mak1ng process.

'b. Functlonal tests of 1nCompetency.4,En general, a

- functional test of incompetency seeks to answer the questlon wig, O

r,

this patieAt able to perticipate'in the medical decision-neklng
/ - i . . .

. process?" A negative answer-to this question results in a finding - . .

~ X ¢ >
h g
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that the patient is "incompetent," thus depriving the patient of
( T * ’ ° . - '. A
decisional autonomy. In fact, this very question .migght be taken

as a "test" of incompetency; except that it is so general as to
be all but useless in particular cases. Rather, it is necessary
to specify particular features of the medical decision-making

]

process which, if lacking, would render the individual ‘unable to

A

participate in the process to the extent required bf 1&&.
Functionai test% of inccmpetency are unconcerned witn the
patient's status qua status. ’Thus-if a batient/is, for example,‘
"mentally i1, the bresumption of competency is not %utomatically
overcome. However, dependlng upon which funct10na1 test is
utilized to determine 1ncompetency,~the effects whlch the mental
illness has oh:the pat1ent's cognltlve abllltles may be taken into
account, and may, but need not necessarlly, lead to the conclu- |
sion that the patlent is incompetent.

(1) Absence of decision. .One functional test of

incompetency focuses on the absence or presence of a decision by
- A N ’
the patient. A patient who.chooses one treatmeiit. rathér than
B ’ * - s

ancther, or no treatmént at all, is deemed competent, If the’

s . . . g o,
patient makes a choice, there.is no further scrutiny of the manner

in which he makes the choice, the reasons given for the decision,:

or the nature of ‘the decision itself‘ By contrast, a patient who

makes no choice when presented with the opportunity to do so is
to manifest a choice is" .
. . o -
detegminative of incompetency. The pirson who is mute, when asked

deemed 1ncompetent. The mere failure'

i

{

H
1
{

to make a choice may well Be incapable of rece1v1ng or communlcat-

ing 1nformat10n, or such a person may be psychotlc If that is .




¢

" of incompetency. . , .

. of the informed consent doctrlne whlch permits patlents to make

‘ enable patlents t0 make the1r dec17;ons on the basis of thatf ¥

¥ : Y
the case, this functional test of anompetency may vell overlap
with the status tests of incompetency.” This test of 1ncompetency
allows the presumption of decisional autonomy'to remain
undisturbed unless there is.extremely strong evidencé of
incompetency. Ot to-put 4t slightly diffenently, this test

establishe$ an extremely high level ‘of dysfunctioning as the test

-~

o 3 T ) . ‘. "
(2) Nature of _decision-making process. Other tests of

r

1ncompetency focus on the nature of the decision-making process

o

employed by the patient." " After the patient is pIOVlded with the

information mandated by the informed consent requirement " the.

doctor makes inquiry 1nto the manner in Wthh the patlent makes

L4

a decision concernlng,treatment. Certa1n ways of maklng decisions
{ e

could be Viewed as.acceptable, and others as unacceptable. A

patient who .employs an unacceptable means of making a decision is

§

labelled incompetent. N ' _ )
These‘apprdaches to,the- determination og incompetency,are
grounded in the view thatgif a patient is able to make a decision
but is unable to make it in the preferred manner, then the
deécision is'something'Less of a decision.and less .deserves to be
honored. ' The problem w1th this approach 1s that it lS' T~

°fundamentally 1ncons1stent w1th theebroad legal® and ethlcal basis

<

¢

dec1slons for their own 1d10syncrat1c reasons if theylso choose.

Put another way, the doctor S duty of disclosure 1s 1ntended tg.a
5%

© he

informatlon, but not to regglre that they do SO.

ey o B e e eme e e am— - C -
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. P \
(a) Failure o a ticulate reasons in support of the '

“
[

decision. A’ patient whqiis able to manifest a ch01ce, and thus

-

pass the "abSence of dgpision"*test may still not be able to
articulate reasons in support of that ch01ce. “Under tHis view,
. 'Such a patient ig deemea incompetent.

~

persons 1ncompetent than thi "absence of dec1sion" test.
§b>

the'decision.

Fdilyre to articulate rational reasons in support of
—————.

¢
N

A person who could articulate a basis for h1s

dec1sion might still not be "able to articulate rational reasons

for that deCiS1on. That is, a patient might be deemed 1ncompetent

if the ba31s for the decision does not reflect both the

anformation prOV1ded by the physician or other articulaﬁle

1

reality-based 1nformation.' Thls 1nformation need not necessarily\

1,

be obJectively fact*al, 1ndeed the subjective value pfeferences

"{

of the‘particular patient such as his tolerance for pain and,

suffering, and-his business, soc1a1, and personal obligations

,rwhxch@mrght:be—compromised by‘treatment would dll be legitimate

reasons -for a decision for or against treatment.

.~

By contrast}

non;objectively verifiahle reasons--such-as hallucinations or

° N N ~ W

delusions--could be deemed non-rational Ugro‘unds fcﬁ decision which ~

would depr1Ve the patient of his decisional autonomy Needless

to say, this test of 1ncompetency is far more subjective than a

either of the fbre901ng(testil\ ' - ’
(c)

Failure to employ a utilitarian calculus. An even

. stiffer test of inconpetency--that is one which would deprive a

far greater proportion,of persons of their dec1sional autonomyh-‘

focuses on the patient's use of a utilitarian calculus to arrive

This test would find more - .

49
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at a'decision. ;?his test is suggested in the first,instance“py
the informed consent requirement itself dgich, necause it requires
‘the doctor to disclose risks and benefits to the patlent, could -
be construed as suggestlng that the patlent should weigh risks
against beneflts. A patient could ea51ly artlculate ratlonal

reasons in support of the dec1s1on that he makes yet £311 toyweigh

N 3

) o .
the benefits of a particular course of action against the risks. ’ M

This test is even more subjective than the foregoing one because
it not only requires the t&ster of incompeténcy to determine the
factual veracity of a particular reason, but requires the ) .
evaluiation of the weight given to particular benefits and risks/
which.is an inlierently subfective nterprise.

- (3) Nature of decision. Inco etehcy could also be tested
by reference 'td the outcome of the deC1s1on-mak1ng process, rather

than by reference to the nature of the process For instanpce,

the fallure to make a dec1s1on that is ln accordance w1th some . .

—_ \ e e — © ————

externally verifiable standard mlght be deemed to render the - o
¢ . n

patIentLtncompeter*—-—Exampies—of—s ch—standards—are (ay what=a T T

«reasonable person would dec1de under the same circumstances, or

(b) what the phys1c1an has recommended. For example,~any patlent e

who chooses no treatment over treatment, or a risky treatment ove

a less r1sky one could.be\deemed incompetent if a hypothetical ” ‘ N .

"reasonablgApefson"ﬂwodld not make such a choice. Or a patient - ' o

Ve

whose decision is different from the doctor's recommendation could -
be -deemed incompetent. Such tsts:verge on undermining, if they
. =y

do not actually do so, the‘pa%%ent’s decisional autonomy by
' -~ . . Firs :
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honoring its exercise only where it is congruent with societal 3
standards. ° ' ', ‘ CL

. (4) Lack of understandlng of "rnformed-consent" 1nformatlon

A Y

Lo Another functlonal approach to.rhcompetency 1nvolves determlnlng

whether or not the patient understands the information relevant

to rendering an‘informed consent. There are two varients on this
‘ ‘ co '
test: , > , ’ -

’ r(a)* Actual understanding‘ The mdst stralghtforward way of

' applylng _this test is for the doctor (or other person) who has*'
smagde dlsclosure to the patlent of the requisite 1nformatlon‘to
determine whether or not the patient understands it. A patient

‘who does not understand the 1nformatlon 1s deemed 1ncompetent . o
g

and deprlved~of h1s de01slona1 autohomy. No 1ngu1ry need be made

. -

‘alntoahow ﬁhe patlent uses the Lnformatlon or even whether. he. uses

-~

: 1t nor need there beoany scrutlny of the reasons that the patlent

has for maklng a‘dec1slon, nor of the nature of the dec151on : .

; E N\

ht&elf. Rather, 'if theé patient does not uﬂderstand the 1nforma- -

¢
1

%—————————4L—tron——he—Is—deemed*Incompetent‘and‘depfived of hils right of .,

bl
-4 . -

dec151onaﬂ autonomy . ‘. . . . .

. . 0 ’ I 29

_ A serious problem can occur in the admlnlstratlon of such- a

s

~ test from the fact that-{understandlng" is, rarely if ever a slmple ¢

~-'9es-or-no mattef. And further, 51nce .there is not merely one -
discrete bit of informatlon that is d1sclosed but a range of :
‘1nformatlon about rlsks, benefits, alternatlves, and the nature

of the procedufe, as, well as varying magnitudes and probab111t1es

of risk and beneflt, the measurement.qf understandIng‘}s a highly

1 ’ . . M \ L ¢ . re
) < .
- &,

* -t ’ .
s - 5y -
d . . - -
f . . ’ -
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complex undertaking, to say nothing of establishing’the level of :‘

adequacy of understanding. , .

"', This test best illustrates the conceptual overlap between; .

1ncompetency and the "consent" element of 1nformed consent. If
? A

consent means more than. mere perm1ss1on, as I earlier shggested
that it does, and *involves the g1v1ng of permission’with an

LI

understanding of the naturé and/or consequences ,of the_touching
that is‘to occur, then a reqqirement of competency is redundant.
Thatﬁgs, when the courts state that a doctor may'render‘tfeatment ,
only on the basis of the informed consent of a competent person,

they are either engagln@*!ﬂ a reduhdancy or they are requiring

i something else in addition to understanding of the disclosed

. . ( . §

information. -

1b) ”Ability to tinderstand (potential understanding)‘

Instead of measurlng dlrectly the«patlent's understandlng of the

"information glven by~the directly, the patient's understandlng of

th1s:1nformat10n could be determlned 1nferent1aily. $he patlent,

mlght be adm1n1stered a formal 1ntelllgence test, for example.

‘ encounters the same problems as the test based on actual .

' fact that the loglcal 1nference that 1s made may not be valid.

, TE

Or the patient's abillty to understand 1nformed-consent 1 orma~ .

tion mlghtfbe 1nferred,from 1nformal conversation w1th the®

patlent,‘ -No matter what the ba51s of th 1nference, thls varlant

> Lot

3 o
-

,understandlng. Moteover, a further problem is 1ntroduced by the *

»

2

This varlant is s1m11ar to status tests of. 1ncompetency because_ o

’

it seeks to determlne a patient's competency w1thout d1rectly

measurlng 1t but 1nstead,bx,1nferr1ng 1t from somethlng else.

. ,
° . N -
N -
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Any test which seeks to determlne "understandlng" 1s

partlcularly susceptlble to the same problem that o¢curs w1th the

T \_v

"ratlonal reasons" or "nature of dec1s1on-mak1ng" tests. In

attemptlng to gauge understandlng, the/values of the tester play 7 l

- — -

an 1ns1dlous, and probably unav01dable, role Not only does the

P

tester's view of what constltutes understanding affect . y (//T
N .
determination of 1ncompetency, but the 1n1t1al selection of the '

1nformat10n that the'patlent is to be tested onoreflects the .

AV

1m2/rtance that ‘the tester attaches to what 1nformation §hou;d be.
unde
\

rstood in order to-.be V1ewed as competent Thus the personal
1dent1ty and profess1gnal alleglance of the tester play a hlghly
influential role: in determlnlng whether- the patient 1s
1ncompetent a S : S . '
TESTS OF INCOMPEZ‘TENCY AND RESEARCH SYBJECTS -

Returning to our orlglnal concern-~"What would it mean to be

-ﬁ"

competent enough_or_refuse_part&e1pat10n in researchvﬁiﬁseveral )

things_are riow clear: o } o T ~
v, > * R * . ’ .

7
o

. in order to authorize one S own, part1c1patlon as a research

" This quest1onﬂ1s_worth_askln ing;——This is because

-

subject, one must be abie to render 1nformed consent And in” ’

order to render informed consent, one must be "competent"~-or as
s 4 ts, .

T prefer to put 1t one must not be 1ncompetent

o )
There 1is a dlfflcu}ty‘ln.spec1fy1ng what it means to be

3 -,

‘ competent to make a decision~to‘gart*cipate'in research because

1t.és uncertain how 1ncompetency is; O be measured. I have -

¥
descrlbed two different approaches to the determination of-

. & .
» ' : .
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incompetency--status and functional tests;-and there’ are several
variants on each of'these gene al-approaches No authoritative
law-making body has ever, to the Best of my knowledge,
authoritatively specified how incompetency is to be determined.
There are some dicta in cases, but sin é/thé duestion has never _ - .
been squarely presented for consideratdon, there “is no'
authoritative holding on the matter as yet T -
\,;> Becayse of Fhe legal "presum tion_of'competency," that isf.

that all persons are presumed c mpetent until an authoritative

determination is made to the

»

who is to make such a dete

ontrary--and it is not at all clear

¢

inationrfwetshould approach our . ‘
question in a slightly different way. Instead of asking "What ’ hd

# '
would,it mean to be competent enough to consent or refuse

» -

participation in/research?" we should-ask "What would it mean to -
] N ’ >

:be incompetent enocugh not to be able to partidipate in research?*

___Although the grammatical difference betwéen the two questions is

slight, the‘legal difference is mMuch greater. As a result of thé -

_*__,_£Lj_presumption~of—coﬁpetency, all*persons are: presumed

competent to consent“to or refuse to partic1pate in research

4 - - -

Their dec1s10nal autonomy may be stripped %way only on a showing

of/incompétency Iinvestigators need not be conoerned at the

~ outset whether a person js competént to,be a subjecm the

L

" investidator is entitled to.assume that the~person is. Rather,

investigators need only be'alert to evidence that the subject is B f -

' « ~

incompetent, at which point participation. should either be denied

or discontinued depending on whether there is threshold or «

. O
process incompetency.
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Now -I_must finally‘sfop begging the question. Suppose we . x}
suspect inco etency How do we assure ourselves that the subject ‘

isor is not 1ncompetent? Given the multltude of tests proposed ) f?
which one should be’ applled? ‘ , o ’ .,j

td

I récommend a conJunctlve approach utlllzlng both threshold p

and process tests of 1ncompetency If the patlent suffers from

any serious phys1cal or mental infirmities, incompetency should lq .
be suspected and further determlnatlons made. If the patient 1s '
not clearly incompetent at the threshold d1sclosure should be, ﬂ .-
made to the potential subject of ‘the legally mandated 1nformat;on-- 7{
that is, that information requlred both under federal regulatlons .;'\

SN
and under appllcable state law, though Ordlnarlly this w1ll he R
‘the same information, and a procesSvtest of 1ncompetency should
.'then be applied o R ;' h I

Which one? ‘The lack of clarlty in law as to n_g_lnggmpetency*nr_;_

é"

is to be determined--that is, which test of incompeténcy is._ to be .'an

,4,appl1ed--results~fromrtwotproblems;'one 1deoIog1ca1 the other L

pragmatic. The ldeoIbglcal.problem has its orlglns 1n ‘the fact Lo A
o
" that there is no clear-cut S cietal consensus as to how competlng

values in: the medlcal decis on-maklng process are to be ” ," -
hY ’

reconclled 19 Therefore, ecause of the lack of consensus, it 1s ca
,not,possible to.be sure of whlch test to select. The pragmatlc

problems .arise from the’ tremendous difficulty ;n applying abstract

2

tests--assumlng we flrst know which one to use-=to. concrete cases

w1tb,any assurance of. validity and re11ab111ty. ’

»

‘The "absence-of-decision" test of incompetency most honors

individual autonomy,20 since it permits the subject to govern his
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o&n'destiny regardless of the manndr in which he makes a decision,
‘i ‘and regard1e55~of what the reasons for the decision may be

a :

HdWever, this test places great strains on society's 1nteresta§n - f

£

-

health and in. assurlng the integrity of. the heal'th professions;. //‘ s

51nce ‘its application may result in the denlal of hlghly (

benef1c1a1 treatment to very sick people. '\,

. At the other extreme is the "nature—of-dec1slon" test.

? ‘

;o Because it honors only those dec151o§s of a subJect whi h o0 v e

14

'1 correspond in nature with thosees lished by an ex rna1

standard, 1t thoroughly undermlnes the value of 1nd}v1dua1

' autonomy, by dlsproportlonately favorlng society! s/anterest in

5
- -

- -

health and in the professions.

0

o The bther~tests;-"1ack of-understandin ," and "failure to !

o

" and thus do not unduly*favor elther cons ellation- of values to, =~ ¥

LN

J the exclusion of the others. «Each has éspects to cbmmend itself,

>

" as: we11 as‘dlfflcultleSAmllltatlng agdinst its use. - T | e
LY
ﬁ}}/” I- recommend startlng with the " ctual-understandlng" test
¢ . /

_ This test commends itself above all- others because 1t is 1mp11c1t

\‘.,o

/
: 1n the jdead of "consent " Probl s of. adminlstratibn of this test

‘are not 1nsubstant1a1 but a- common-sense approach 1n whlch the .
1nvestlgatorehas a conversatl,h w1th the prospectlve subJect about

LAY

» the’ 1nformatlon relevant to he research is llkely to tip-off the

1nvestIgator to any mlsapp ehen51ons that the subject may harbor

More spec1f1ca11y,

e inyestigator should be focu51ng on ol

the patIent's understanding of those things which the common-1aw




. personally and dlrectly
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and- regulatory def1 riitions 21 of informed cinsent require dlsclos\me
of: ' - " . g o -

' (a) The fact of being arresearch subject lhe.first

requlrement of the regulatory definition of informed consent 1s
that the eubJect be inforped of "the~procedures to be followed,

and their purposes, including identification of any‘procedures

-

which are. experimental " Another requirement is that.the

subJect is to be. prov1ded with-a "descrlptlon of any beneflts

. -‘reasonably td be expected " Although the regulatlons do not

explicitly state this, the language of these two provisions can
be falrly read to require that the subject be told that he is a

research sublect Thls is probably the ndst important aspect of

. info ed consent to-research and thus the subject should '

understand that he is a research subJect.

-

search the subject nust be told and understand‘

s In the case of nonw:

benefici/lzz'
that the prlmary rpose of the procedures to which he’ w1ll be

subjected are to acquite knowledge and not to beneflt him * .
efe the research is benef1c1al~ the

subject must be ‘told that the pu ose of the. procedures 1s not

‘solely for h1s beneflt but in part\;or\hfs‘beﬁeflt and in part
for the vaulsitlon of knowledge more generally . “

These are falrly sophlstlcated concepts. I have seen

2

‘1nte111gent law students experlence soﬂe dlfflculty in under—

r' B
standlng the d1fference between therapy and research. it is no

wonder that patlents, and especlally menally il1 patlents, have

dlfficulty with this c0ncept

- - At b we e —

-~
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alternatlves are not themselves exper1menta1 the subject. should -

y) ' . s - . - . ) "5 ' .7 ' .
N -. s
. 7 . N ///\"‘7':'—
. ¢ 3 . o N N o
(b) Alternatives to,glrtlclpatlon*»mBethrthe commﬁnfza;/;nd“ T

~the federal regulatlons require that sub]ectsrbe 1nformed of "any \

approprlate alternatlve prqcedures that mlght be advantageous

V&
" Thus the subJect oug t to.understand 1nﬂthe case of
4

A}

béneficial research that there are other th1ngs that the doctor

-

could do to prov1de relief’ from 111ness or 1nJury " Where the

- o .

- = \
4 )
L3

" understand that fact and v1ce—versa., } ) Coem 0. .

Con

s one «,"\;,

B (c) nght to termlnate ar cl atlon. ‘The subJect should -

-~

d
»> or

he told and should understand that consent to part1c1q§te is

W

revoéable at any p01nt “and that there wr}l be no collateral“loss oy

of pr1V11eges as a consequence of w1th a@éﬁ?a Thk Ais far easler R

~to state in the abstract than to explaln concretery to a subJect,

‘and it is- likely that 1t rs far more~d1fflcu1t for the subJect to
@ \\—fm te -
-'understand—than It 1s even to explaln Clearly, w1thdrawa1 from ‘

X

a research rotocol ma have some legitimate untoward consequences
} n t L. v

——for--the subject; such as the fact that he‘may now haye to pay for

.care that ‘was previously being f1nanced by. research -grant funds.
Thus, to boldly tell ghe patlent as the federal regulatlons
requlre, that he "is free . . . to dlscontlnue partlclpatlon in

the prOJect or act1v1ty at any tlme without grejudlce R is

Just not so. Therefore, determlnlngwwhether or not. the subject - i f

£l

- "understands* the r1ght-to~w1thdraw is extremely difficult to ST
. . : .

L o
determine because it is not at all ‘clear what the extent of_the'

right is.

ar, ) ( -
(d). Righti'not to participate. Neither the federal -
regulations nor the case law explicitly requires the investigator

4




——__to inform potential subjects of their right not to be resea;qh'

P ‘\;;;;;EZET\“Howeuer, this right.i§ implicit in and fundamental to

14

{ the notion of informed consent. Thu5: potential subjects ought-

>

L to understand that they aréNfree not to enter” the research
l . protocol; and ofacohrse they shoyld be told this. I suppose that
they should also be told thaE they are fred’nof to be subjects

"without prejudice," but-this is even hazier here than with
4 - . T \ -

respect to the right to withdraw. .

» - Take for example the patient who is admitted to a clinical
. . . - L7
research ward in a psychiatric‘hospital. If the patient refuses

; - .t to participéte,in a given research protocol or in any protocol,
o - R . /

t 4

there 1s no reason for him to be hospitalized on-a research ward,
4 , o — o )
. dhd in some cases there may be no reason for him to be_

|

|
&

- ' hospitalized at all. In order to obtain the patient's informed

i 'S b 'l‘e

’ o " -\__’_/ . . .

' consent,:;;e\patlent has to be told about alternatives. 5

Alternatives to being on™ e\rgggifffgii:d may include being N
bo ) hospitalized elsewhere in hospital; ing treated as an -

. ‘~

outpqtient,rbeigg sent- to another hospitajf\;;\HSE\b-'nq treated -~ -

all. If the patient is admitted to.a.research ward, and the

in,a research protocol (or withdraws from

{ .

one), one of these a atives will come into play. And might

. ' .they not constitute "prejudice™-to the supject? Thus to comply

~

with gne requirbhent of informed consént is to deny fulfillmeﬁt

e of another.

1

the subjec‘t

’

. (e) Other_aspects:gg*understandinj. Similar]

should understand all of the other information that he Is given--
abégt risks'and'discoﬁforts, "having questions answered, . and
e ]

» . ' T 6 5 S g
[ , .
Joa




. the (non)avaiiability of compensation for resgarch-induced

1nJur1es P . & °

s N - .
B 2

The fore901ng is what should be done if an "actual-

‘understandlng" test of 1ncompetency is to be applled

If taken serlously, ‘it establishes a very high- stangard of

A

competency, which may dlsquallfy potentially lagbe numbers of
persons from exerc1s1ng dec1slona1 autonomy. At the’same t1me,,~
%Y however, since an 1ncompetent person cannot be made a research 5
subject without the consent of his legally authorized
representative: it is possible that the added.factor og third-
party reYiew of the decision to be admitted into & research
'protocol nill afford added protection.to subjects against , —~
‘unreasonable risk-taking. C . ; ‘ : .
It is possible, however, Ahat a pat1ent may "pass" an

"actual-understandlng" test and yet leave a fee11ng in the ;

‘;1nvest1gator that he does not reallx understand what the research

is all about This may be the case because the sibject is unable (

to art1cu1ate any reasons or is unable/to art1cu1ate ratignal ’ !

%

reasons in support of his declslon, because the 'subject does not

we1gh r1sks against beneflts in making his dec1slon, or because

the subJect decllnes to part1c1pate in benef1c1a1 research when v

\\\\there are no alternatlve treatments (1. e. because of the nature

° of the subject's dec1s1on) That is, the patient may pass-one

o

‘test oflincoépetency but fail:another. -




SOME THOUGHTS ON WHAT "UNDERSTANDING“ IS

) The foregolng d1scus31on suggests--and I be11e

A Ll

\\wduld all agree from our experl y

-~ -

the whole-problem, that is, the whole may be g

»

of the parts.’ ' ¢ ) ; '}'

I belleve qgat a subject could “pass“ an: understandlng test ;

ofwsncompetency, yet leave thE 1nvestlgator d1ssatlsf1ed that he

N

really understood what the research was)all about,: even at

¢

—

layman s” level. This statement assumes” that we are able to,
determlne—what "passlng" an understandlng test would 1nvolve, I

am not sure that we can. At this p01ht I w111 not actually try

to do so, but merely content._yself With spec1fy1ng some of the "

41ssues)that will arise in such an undértaklng . _~ t .

0
PR

. First, mere parroting’ of 1nformatlon does _not, constitute
understandlng As I have: noted elsewhere too many emplrlcal
,.studles of 1nformed consent conclude that patlents do not

understand, when what they really mean 1s that w1th ‘the passage

of t1me patlents tend to forget what they were told HOWever,
ls (:l' \‘\‘

some minimal ‘amount oY retention of- 1nformatlon 1s a- prerequ1s1te

. to genuine understandlng, whatever 1t‘may be.- Thus, wh;le lack

of - short-term re¢a11 is ev1dence of .a%lack Qfggenulne T

L
2

; understandlng, the converse is .not so: the ab111ty to recall and

.

PR N

repeat what one has been told should not be mlstaken for genulne\
ud‘ .

o . . s R v P

understandlng T )

"

At the other end of the spectrum, neither is genu‘he under-\

standlng ‘in th1s context to be equated with that level of under-

te

At
£y




standing which the investigator  himself or other_scientifically ‘ ‘,-Ef
trained persons might have. Something far less than that level
of understandlng w111 suffice for a- subject to be con91dered not
'ncompetent to give 1nformed consent to part1c1pate in research.

., What degree of understanding, then, is sufficient? This R

cannot be defined with precision, and eVen:a descrrption is - i . .

diffieult. Courts have used the tern‘"appreciate")in their -~ ..
~ discussions of consent'and competencyi That is, the subject. f '

should not merely be able to repeat 1nformatlon that he has beeﬁx// '

V)

glven, but should appreciate its 51gn1f1cance 1n the context

The context that is relevant may 1nc1ude the facts that the:

~1nd1v1dua1 is a reeearbh subject; that he is a patlent; that he - >

. is in a hospital; that the person speaking with him is a ; ”

physician; that the procedures are or are not being performed in .
.  Wwhole or in part)for the acquisition-of knowledge. In short, the

subJect must be able to 1ntegrate the relevant information into

4 1

a meanlngful whole. 23

>

' CONCLUSION - .

. . ) T . B -

o The entérprise of<determining what it means to be competent
'enough to consent to or refuse. part1c1patlon in research is

fraught with perils on both ends, At one extreme, we run the risk

of settlng the level of competency so hlgh that feW’w111 attain ‘

. S - . '
+it, and as a result deny the fundamental right of declslonal

7,autonomy to all but a few. At the othler extreme, we take the - . N

. chance of settlhg the level of competency so low ﬁhat great

number of pemﬁons will subJect themselves to the risks pf}

part1d1 t1ng in benef1c1a1 research or to the risKs of not o

T 68




parficipating in beheﬁicial.researqh which they do not genuinely
¢ N,

-

desire to take. _ X . .
The ‘risks are not solely to the individual. There are risks -
to society from setting the level of éompeience too high or too

-low. By setting it too high, we may assure that‘Va;uéb}e research .

D - - * N / v .
~"1s not undertaken, with the consequent loss of potential social

v

who need treatment may not get it or that pébple who do not, -will.

b 4

| J . . . .

{ " -benefit. "By setting it too low, we ‘run -the risk that many people
1

|

i

i

Either ‘type of error has social costs as well as ind;vidual costs.

-] v

-

33

-
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vlﬁ\\ 45 C.F.R. at 46.103 (c). The federal regulations carefully sk1rt
the problem of who quallfles as.a "legalléﬁeuthorlzed representative'', ,
leav1ng the matter to be deternuned accordlng to state law. The problem
“With this 'solution 15'2552'25 few states 1s Eh_llaw particularly clear
on, who quallfles as a legally authorized representative. fﬁ only two
states,’ Lou1s1ana and Utah, where there are spec1f1c statutes 1s the
’: matter clear. (See generally, Meisel G Kabnick, "Informed Consent to
Medlcal Treatment: An Analys1s of Recent Leg1slat1on " 41,-U PITP. L.
REW 407, 458- 66 (1980) However, in all states, a petition cen be )
filed in a court of appropriate jurisdiction to have an individual
adjudicated incompetent and a_guardlan appointed. Where this has& %
' already been done prior to the person's ‘entry into a ‘research protocol, :
i the guardlan hay have the anthority under state law to authorize - Y
part1c1patlon as a research subJect.. Whether the guardlan does "have such
authorlty is dependent both on the scope of the court decree adgudlcatlng
the individual 1ncompetent and’ app11Cable case law of which there is
little.or none.’ Alternatlvely, an 1nd1&1dual may be adjudicated
__incompetent for the very purpos’yof rendering med1ca1 treatment, e1ther
in a research protocol or o}herw1$e If the court finds the person
incompetent and app01nts a guardzan, it wilt then be for the specific
purpose of dec1d1ng:whether ar not to penmlt thd individual to be a

research subject. ) . ' R

. 87




17.

L4

L) - -

Icn both 51tuat10n$1—‘a513ud1cat10n of incompetency before the issue

'o‘f f'esearch arises, 'and"édjhdication of incompetency in contemplation of

@
A

medical research--the court will have to determine whether the individual

is incompetent, and in so doing wil] have'to apply some test of incompetency.
. . s 2 ‘ )

Thus the matter of how incompetency is to be determined arises whether the

Y

determination is made-by a judicial or medical 'authorit&. . ‘

-

Whe’dﬁ' the process is terminated at the threshold, that is, before it
- - —_— - . .
even begins, or whether it is temminated at some point in the course of

making disclosure and obtaining consent, the label of "incanpetency";- is still

- applied to the patient. As a result of this labelling, certdin things

should ensure as a matter of iaw,, First, no conventional treatment should
n . .
be rendered, unless there are extremely exigent circmstaqces,.. Instead,\ -

a proxy decision-'maker‘ must be obtained. As a mattér of practice\--a

'practice that is so deep1y~ embe‘ddéd that it may as well be deemed a matger -

of law, if in truth it is not--close fam11y members are usually consulted
and mformed consent obtalned from them. N |

.

Thls pracglce has begun 0 be called into question in cases imvolving ‘
the rendition of extraordinary forms of medical care, but as of yet there
is no.definitive law juiging the propriety of thisgpractice in routine -~

situations. ' . s
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_In some cases, there are no family members ‘to whom the doctor can turn

>

to obtain informed conserit. (Some states have statutes permitting the hospital
director to ;thoriie medical treatment for involvuntarily ‘comnitted mental |
patients). In other situations, the family members may be in.‘giisagrc‘eement
ag to what should be done or may, after being informed, refuse rather than
- éonsent to treatment for the'patient in question. In such cases‘ the
doctor is faced w1ti1 the choice of whether or not to 1nst1t1}se judiciale .
proceedings to have the patlent dec;lared incompetent as a matter of law, :
and to have a guardian appointed to authorize the recommended medical '
care. -
A Whether or not a doctor is obligated-to institute proceedinés to
" obtain a judicial declaration of incompetency under thesg circumstances,
or whether he may merely decline to renfler the recammended tréatmeﬁi: on - __
the grouﬂd that the patient has not '"consented'' because incompetent to
. do so has naver, to my knowledge, been explicitly ruled upon But see,
Steele v. Woods, 327 S.W.2d 187, 198 (Mo. 1959) (dictum), I would"
_Vventure, however, that since the nature of-' the doctor-patient ‘
relationship has ;epeafedly been said by courts to be a "fiduciary one't
conferpir’xg upon ‘fhe'dqctor. the utmost obf{gation of fait deéling with
and protection' of the patient, that any ham that accrued to a patient
AQho was not treated because he could not competently consent and because
+ the doctor fa11ed to obtain a Judic1al‘jrulmg upon” the patient's

competency might well render the doctor liable.
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18.

19.

.20.

21,

+

¥

A full dlscussmn of the problems of proxy de0151on-mak1ng N
o\

are beyond the-bounds of the- present toplc Suffice it to -
<

say th‘&{t despite some leglslatn,ve fofays into this area in
3 / .

"recent years, the law is extremely unclear as to what should, )

.o
be done when a patient is incompetént.

L.
o~ A

LI
o

As I mentioned earlier, a pefson ig incompeteht if he

6cc;.1pies a particular lega1~status such as-a child or a
person adjudicated ‘ineofnpetent_b)f_a court. In these cases ,‘
the person is probably also incomiaetent to make medical
dec151ons, but in the comext of the current dlscusslon, I am
not referring to these groups when I use the conc et of

"status- incompe tency" C ‘ '

.
o . N ’

’
-

Y
e h}

For a more detailed discussion of the values, see Meisel,

op. cit. at ref. 15 supra. " ¢, - Do .

- | . &

See Roth,, Meisel, § Lidz, "Tests of Competency to Consent to
Treatment". 1977 Am. J. Psychlat ' . ‘

P 13

. o .
R >
Lt E . g Soa . *

See 45 C.F.R. at 46.103 (c). .




22, "NQn-beheficial" research is a term of art -- synonomous with
"non-therapeutic” research --.used to denote a particular,
research procedure which is.not 1ntended to confer direct,
therapeutic benefit on the subJect but is intended only to
acquire knoq}gdge.ﬁ NOﬁfbéneficial research may, in fact,
~/66£}er benefit on the subjezt; the distinction between Tt—-

& . .
and beneficial/;eseﬁtch.has to do with the investigator's’

intent, not with the reasonably foreseea¥le con equerice.

23. I do pot contend that he must be able to view the information
in the same way that the investigator does; nor (that he be °

able to understand the v1ew of the 1nformat10n ‘ t the -~ °

//z///olnvestlgator holqs though reJectlng it himself.’ For example,

procedure is to relieve his depression.. Thg\fggiect may be
. “~

.~ able to explain that the investigator believes tha e

. procedure is intended to relievé depression. Buf:the subj
may himself beliéve that the procedure is intended to kill
him. If this is fhe case,. I do not believe tﬁat‘the‘subjéét

. can be said to be competent.

A\

the 1nve?t1gaton1mnrtell the patient that the purpose of a———

5
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The issue of’competence.to consent to‘therapeutic and experi—

mental procedures, once,a.neglected topic of‘interest-only‘to a small
group of legal and medical academics; has recently ‘beéen propelled in-

: to the.forefront of debate ahout medical and~experimental ethics.

\

. Many of the same factors that have led.to profound 1nterest in.in-

¢ .
formed cons&nt--a quW1ng dLstrust of professlonals in general, a

Je
2 . ] P > ~ *

rr51ng,consumerlst,and self-help orien¥ation, and fhe exposure of
ot : : T AP
some'startling ekamples of the misuse of trust by medical experimen-h

~ -

ters--have led in turn to an examlnatlon of the presumed prerequlsltes

to effectlve lnﬁormed consent, competence amonq them. Despite its

recent promlnence, however, the issue of competence 1somet1mes re-

- LS A - . -

ferred to as capaolty) to conSent %o resehrch is-of relatlvely recent

- L .

7. derivatlon and awa1ts generally acceptable attempts at definition.

- - 5 o~

Tieis "paper w:.ll rev:Lew the prev:.ous 11terature on the elements of

o »

competency;_and outllnenthe psyghopathologlc phenomena that mlght

‘-

lmpalr subjects' performance. Finally, the.factors that might in-

fluence the cholce of stahdards for competency and the po551ble )

- LR}

. }mpllcatlons-of those cholces will be dlscussed. .~
The relevance of an' individual's mental capac1ty to the adequacy

- of’hls cogsent to participate in research was flrst formally recog- ',
.9

nized 1n,the°Nuremherg Code, the initial attempt to codify the ethical.

& M
prlnclples that should gulde human experlmentatlon. (1) The Code,,

» / LR S R

elaborated xn response to the revelation of Nazl atroc1t1es committed
Y . "4
“in the name o vanclng medical knowledge aeemed "absolutely essen-

Z
‘tial"” the "vo ary consent of the human subject,” and continued:

"ThHis means that the person should have-legal capacity to give con-

. ' - ’ ~ '

¢ L. o® ¥ , - ’
‘ . .
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" sent." Along with capacity, the free power of choice and sufficient
. Y A ; |
knowledge and comprehension to enable an understanding decision were ;

LY * ® ¢ .
- sdngled out as the touchstones of what later came to be called the - .

doctrine-6? inférmed consent.

Of interest in the Nuremberg formuLa Qn - whléh ‘some have . i

. .
> ~.

argued wassdesxgned exclusxvely to deal w1th non-therapeutlc research -
is the seemrngly absolute natpre of the requlrement for legal capaclty.
There isto provxsxon in the Code for any procedures thatiwould per=
mit snbjects lackind inlcapaci ; participate’ in research. #¥his’

situation was altered w /}th the promgkgatlon of the Declaratlon of .

,Helsxnkl by the World‘Medlcal Asgocxatlon in 1964. Now the most

3

w1dely recognlzed code governxng experlments with humans, the Declq- 0
* ration distinguished between cllnlcal research combxned with pro- E .
L] “Sa
L ] ~, -
fessional care" (i.e., research that mlght lead to therapeutxc galns SRV

- -

for téé subjects) and "non-therapeutic clinical reseamch. (l)- - - i

-

each category, it appeared to allow the consent of'a_thlrd party to NP ;
‘ . @ ) o ’ . . . L. , T
be substituted for that of the incompetent subject: for clinical e
> . . ' : A

research combined with professional care.é "If at all”possible, - -

vconSLStent with patlent psychology, the doctor should obtaln the L e

L - PO

patlent s freely glven consent...In case of legal 1ncapac1tyf con- o

'sent should also be procured from the legal guardlan' ln case of cw S

- .
*eo . -

|
a
physxcal 1ncapac1ty, the permission of the legal quardlan replaces Lo - P
’ :
!

;hat of the patlent " for non-thefapeutlc cllnlcalbresearch < -

- .
* < ~ ! * D
Y

"Clinical -research on a human being cannot be undertaken without his R
l

> * o

-

" free consent{..; if he is legally incompetent, the consént of the

¥

-

| legal guardian should‘Bewﬁfocﬁred." . . } .

'
o ey i b e o

.
' i
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‘:,their—participationfin research. Yet, despite the cachet of legal

- ) 3

i hnrden of deciding which subjects' mental incapacities precluded - ) v

-

‘

s
A

tes was -

<

belng drawn- to the need for procedures to prevent harm to researcﬁ\\\\j!Q\;\

subjects.. This helghtened awareness of the need for regulation was .

prompted by the revelation of theeeffects of thalidomlde on fetuses
1n Europe, (2) ‘the well-publiclzed episode of the -’ 1njectxon of Ifve >,
c?ncer Cells’ lnto unconsent;ng patrents in a Brooklyn hospltal, (3) _'
“and the recognltlon that few systematlc means of monltorlng research
ex1sted 1n this country. (4) As the scopelof possible abuses Y
widened;‘(5) the first sets of governmental guidelines controlling |
cllnlcal research were issued by the Food and Drug Admlnlstratlon
(relatlng to lnvestlgatlonal use of new drugs) and, in 1966, by the
u. s Publlc Health Service (relatlng to the cllnlcal research that\\
lt’funded) '(2) When, in 1971, the guidelines were codified, the
partlczpatlon of incompetent subjects was expllcltly permitted as long '
ah consént had been obtained from a legally-authorlzed proxy. (6)

N

% The rellance on the idea -6 "legal"” incompetency in the’ codes

-

and’ regulatlons shifted from the medical to the legal professions the 9

~

.

authorlty that this move seemed to iend to‘the competency decision,
the fact was that‘Anglo-Amerlcan la!,had never clearly formulated

the cr}terla to be used in measunlng legal 1ncompetency. (7) . Nor

was it clear whether the standard~that'should be utilized was one

H

of general lncompetency to conduct one's affairs o e more speci-

flc and limited measure, such as, 1ncompetency to make .a contract,

*




, . X s
The ’leading court case to date on the isjsue of human experimen-

. . é ) .

Kaimowitz v. Department of Mental Health (8), did little to

tation,
N AN
clarify matters.

give xnformed consent £o a psychosurglcal Pr cedure that might affedt

Rhllng on whether a prlsOne had the ah;llty to

He»

tpartictilarly vulnerable as'a result of his

psychpsurgery. .
mental &qndition, tke depri@ation stemﬁing from invo}ﬁh ary confine-
’ ” : ‘ a ‘ /‘0 ‘. o 3 3 3 . 3

ment, and\the effects -0f thq, phenomenon of 'institutionalization.'"

tBy appearlng to confgse tlta.\L Nuremberg Code's requlrement for freadom

< A

e

of choice, "whidh the court felt‘wzs lnﬂliently deflclent in a °

~
o

prisoner, with the questioh of mentai capacity, Kaimowitz demonstrated
B 2
. the conceptual pltfalls that awalt—those approachlng thggsubject of

-

competengy. The lmpllcatlon that a potentlally coe ive env1ronment

"renders an 1nd1v1dual lncompetent to make ch01ces regardlng-hls future
—

has been widely condemned. (9,10) M!w« ;oo

% Y
. . \“ . i . . . . 7
Following Kaimowitz, the most significant effort.to define the

relatlonshlp between a subject's competency and the adequacy of his -
* consent to research was the work of ‘the Natlonal Commz&kgon “£8r the
Brotectlon ‘of Human Subjects of Blomeﬁﬂgjl & Behav10ral Research,.p'

- notabry 1n their report oneresearch with the lnstltutlonallzed

mentally lnflrm." (11) The Commission recommended a sllx%ng scale

+ of consents“ varylng in strlngency w1th the degree oF rlsk posed by
| the research and 1ts p;ientlal therapeutlc benefit to the subject.
e ‘ ) ;
For man.mal rlskn research, mere "assent" was requlred, constltutlng )
a lower standandforcompetency for that‘partlcular sxtuazlon.e Partl-

clpation_by lncqmpetents‘ln research posrng hlgher.degrees of risk =

. . h. d
. - . .t ~ ) P
.‘ .. - Q5 e
0y - \ .

.
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v ¢ - ' - . <.
was permitted .only with a variety of types of substituted consent

it Ll B

. and supervrsron Of the consent process., The failure of the Commis-

‘sion’ s, elaborate conclusions definltlvely to-settle the debate ‘about

- -

N A
i the partlcrpatlon of. subjects with mealred capacity is demonstrated

»
.

by the many objectlons tq’ the Commlss1on S reports (lZf and by

J;v : the falkure of DHEW (now DHHS) to formally lmplement eithetr the

Vag?

~Com$15510ns"s recommendatlons or 1ts own modlflcatlons.of the Commis-

- n _—

- sion's report>. (l3) ) . ‘ : o -

Regardless of the nature of the ultlmate solutlon to the regu- -
* latory lssue, it is appaﬁent that the problem of ‘competency of

. potentlal subjects WLll'contlnue to play an lpportant role in its
LI '
'formulatlon. Yet, more than thlrty years after the enunclatlon of,

the Nuremberg Code, ‘the crlterla required kor a determination of

-~ L4

legal lncompetency remaln amblguous. Although the rules governlng

’ AY, competéncy are legal ones, and as was demonstrated clearly by the .
. L . - .o T \ oo
Kaimowitz decision, are rooted in public policy consideratlons,

psychidtry'can contribute.to the outcome of the‘deliberations by.

delineating #hose aspects of mental dysfunction that.hay impair
~, s o e T o

'Capacity to consent.

v

. ' Standards For Comgetency %

14

Efforts to deflne standards for cOmpetency td consﬁnt have not

.« Ve - .
o~

" ’; been rare, although most such efforts have been- dirgcted towards
. ,: the issude of consent to.treatment rather than qonsent to reéearch
L . The varlous standards €%at have been proposed appear generally to

- . cluster lnto four groups; Wh;le the relatlonshlp among these groups.
are " il ~
.requlres further emplrlcal study, our.cllnical experlence plus the

.

.literature we have rev1ewea suggest that these 4 grouos may be

'hlerarchlcally arranged ta, furnlsh a progre551vely more strlngent

G S
' .. , N . . ) . . -
. L. . '

e . .v ' £ e
. N ' ' ct \ .
. , ' . . v - . .. A B .
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. . .
. -
- - v N .
e -
. .

- . .standard for assesslng aasubject'srcompetqﬁiy. b,

A - Evidencing a Choice (See Table I) . o

o

2

T The°least rigorous standard for competen (on the subject

has been adequately lﬁformed about the nature of the research) is the - ‘:
: b

‘s -

subject s actual ‘communication of a decision as to hlS parteclpatlon ) .-

in the proposed project. Nl4,15) This requirement has been_phrased

o A

as demanding that the suhﬁect "manifest his consent"” (18) or_

e e . S ¢ e e e - X
"express a positive interest in’ taking part.™ *(17) A more be-
. ) ) 9 . - )
habiorally oriented indicator of this standard, one that places less

"emphasis on the subject's veihillzatlons, ‘is the, requlrement t%at ’ .

~the.sub3ect pas “coopenated appropr1ately in the early procedures .

_.involved in- the study.” (179 . ' - ’

N a 4 * i

mhe.suggestlon,thgm the overt manifestation Qf a subject's choice
is lmportant.for a competent decision is frequently omitted from
discusSlons,pf the topic, perhaps because of its apparent tauto-

“ . - a ’ . .‘ ¢
logical nature.” Qne group of authors, for/example, who propose to

eliminate entlrely the element of competency from the trlad of in- -

formed consent, nonetheless would have a court kthat "finds before . .

»
" it.a person’ who fails to respond to pertlnent quegtlons" deem the

1ndrv1dual not\have rende;ed a valid- consent.\(lB) L A

s .
“ Relevant psychlatrxc aspects - Psychiatrlc states that 1nter- , ¢

l . rd

LN

fere with the ablllty ‘to hanifest a cholce lnclude mutlsm, as a v

-

result of catatonlc stupor or severe depresslon, catatonlc excite--

woment, ‘mania; profouhd psychotlc thought dlsorder (e.qg., psychotlc'
.‘\

__word salad) that- renders communlcatlon unlntelllglble to others; | | 1+ P

I

R ) H - »”
and marked ambivalence, as in schlzophrenlc.or severe obsesslve~ -

'
- ’ > . * .
o

states, whez’ the stab:.l:.ty of a choice, assum:.ngt one can be man:.-

.
- 3 i
.

A fested, is not ev1dent even over a. reaSonably short period of(tlme. B o .

S o R . o
.
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Testing for Competency'=- To the uninitiated, operationalizing -

the féduirement that the suhject evidence a.choice_may seem a trivial
) : ¢

exercise; in most instances one need’only ask the subject.&hether or
At . 4

not he desires to partlclpate. There are occasions, however, in

l

" whiich the communlcatlon from the subject w1ll be so ambiguous as to
raise serious questions about whether or not consent has occurred.

K

e

These irclude cases in whickﬁfhe subject's vétbal and behavioral
responses diverge:

N ©

pate in a study requiring venipuncture, "then rolls qp his sleeve -
R \ N LI - ’
and holds out his arm to the experimenter.

« In .ambiguous cases of this type, or in cases in which the'vector

. _of the subject's‘choice appgars evident but its constancy is uncertain,

,

there is merlt in deferrrng participation until the subject s c%gzce

** Ay
.

can be ascertalned more clearly, either as a result of repeated con=-
_tdcts or 1n response to a second individual elicitding the consent.

Analogous suggestrons have been made prevrously that certain types

of nonqexperlmental procedures that 1nvolve~substantial risk for the )

‘subject--such as sterrl;zatlon--be subject to a mandatory.walting
T, .
: _perlod after, the initial solrcltatlon of cbnsént, in part‘to asgure

the constancy of the respohse. (19) v

& .
. B =~ Factual Understanakng of thefIssues (See Table II) .-

-~

- A

I

The suh%?ct-s understandlng df the 1ssues relevant to parti}'-'

' patron is the srnale factqr that has been most w1dely acdepted

., r

T a standard for competency A typlcal formulatlon requrres that the .
. ™ > S

. .

subject have "the cognrtlve capaclty to cons;der the relevant

- - »

Lssues o Those aréas that havenbeen consrderqd to\be of craclal




- ) :‘}Q = i ‘

- relevance for the subject 'to understjnd include:

"the nature.of
the procedure, its risks, and other relevant information,"” (8)
N —e

"the -nature and likelihood of success of the proposed treatment

and.:.of its risks and side-effects," jlé) "the availableioptions,
‘ their advantages ahd disadvantagesh" (19) "the. knowledge that he has,

(20)

<

a choice to makd," "who he is, where he is, what he.is reading

(v
and what he is.doing in signing the paper,"” (21) and "tﬁe conse- °

quences of participation or non—partiCipation.'~(22) Vgthan e;treme,

the recently promulgated DHHS regulations far obtaining informed

~

consent require that up to ‘fourtéen separdte items, including such

things as the availability of compensation for injuries, be disclosed

1
to, and presumably understood by, the potential subject. (13) .The

rigor of the requirement of understanding obviously increases with

vthe amount andvcomplexity of material that is required to be.under-

stood. —Some writers make underStanding the sine qua non of their

standard of competency, (23) and it has long been.the primary elemenﬁ
¥ :
of legal tests of contraCtual and testamentary capaCity. (7) ’

’ -
"Factual understanaing actually encompasses two different s i

standards- one-\an require, as many writers do, that the subject )

A

or moreHStrictly, one caﬂ'insist

. ! H

have the "ability to understand,

i that the subject manifest actual dhderstandiﬂg of the material. (14)

A modified and limited "ability to undérstand" standard appears o be, )

4
<

coupled with an eVidenCing of choice"

standard for assent" to minimal risk résearch in the recommendations

- - Al ¢ ’ l“

of the National Cdmmisgion for the Protection of Human Subjects of -

standard to establish the'

;e o - N

Baomedical Research, (11)'’a standard that aoprOXimates the’ hevel i‘ist- .

ing in-the days prior\to the ‘advent of the law of informed ‘consent. .
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' Relevant psychiatric aspects = The,elemen(s of an ipdividual's

. * \ .
mental functigning that seem important to his ability o display a

~

factual understahding of the issues'include: intelligenoe,~(24)

Y

of which IQ may. ‘be one measure and adaptive capacity to the tasks - ’
A of. everyday life ;hother, language skills (24) ; attention (QSEg‘

orientation (17), recall; andwrecent memory. (25, 17) Intelligence .
E 'Y I
. L v,mgan;be“impaired_hyimentalfretardatnonworfarvariefy of organic states;

@ B d

adaptive capacity is further- susceptible to limitation by chronic

psychiatric illness and probably by the effects of institutionaliza=

T

~

tion.- The other fa&tors are all likewise capable of being impaired

( \ .
by long-standing. brain damage or acute toxjc states. Attention and

orientation nay also suffer during acute psychotic episodes,.and
. : there is some e;idence to suggest that memory may be impaired in
chronic schizoohrenia. (26) \ : . . .7 .

e ‘ Testing for compétéicy - Means of demOnstrating a subjeot‘s f ,

actual understanding of, issues relatéd to his decision include, in
. - N ) .
g ot increaSing order of difficulty, asking him torfepeat the information
I N - .
o proVided, asking him to paraphrase it_in his own words, and requiring

-

N . ~ . ) -

Q:that he display-an abil?ty to put some or all of the information to

Y R '.practical use. One difficulty .in testingiunderstanding of the
‘e * Ve . ., '
" consequences of .a.decision (often conceptualized as the risks and

\ . ‘ Ce oL - K

) ‘_ benefits) is the possibility of'divergence between what the invésti-

. .. gator perceives as a benefit or a risk and the supject s view of the
matter. (27) Consequences of partiqisition such as pg/longed‘ N . .

- hospitaiization, often thought of as a disadvantage, might .seem gquite

T, desirable_tz’a"§‘3§ally isolated or otherwise iMpoverished subject. ‘

o . C - Rational ManipulatiOn of Information. , (See Table III)

>

One.step beyond measuring factual understanding is determining

ng_. : : . e . , 5371 : ) ._‘ f .




decision-making p‘ocess.

The rubrics by which this standard is

,‘ discussed ‘inclu

\

udgment,

(25) rationality, {24) rational

weighing of risks and benefits, reality testing» (25) and decision-

N

[

making capacity

- Legal rules concerning contractual and testimonial

_capacity have traditionally recognized at least dne defect of

‘rationality - thepresence of’”insanegyélusions - as grounds for
b f

(7

o

nvalidating an individual's acts.

- * .
Relevant psychiatric aspects - In addition to delusions, which

are acknowledged by a number of writers as ootentially'signifiaant

.

factors affecting competency,

a similar effect ‘include:

[N

(28,15) other symptoms that may have,

hallucinations, _loosening of associations

¢

or other severe thought disordzr, and severe or extreme degrees of
(

.phobia, panic.

(20) anxiety,

5) euphoria, (20) deggession, (20)

N

anger, (20) agitation, and obsessive Qreoccupation.h The existence

of a pathologic relationship (i.e., one marked by excessive depend-‘

ency, (20 25) passivity, (25) or unwarranted trust (25)) with the

. party séeking consent, or with someone who may be affected by the

o

consent,, has been’ suggested as a factor that could also contribute

. A\ -
to impaired rationality. . This condition, hoWever, .seems to be re- K2

— -

lated more to the issue of the voluntariness of the decision, tO the

L4

appreciation of alternatives, or to,the:knowledge that a decision needs -

to be made. K R

v

“Testing for' competency -~ Rationality isrfrequently tested in

the mental status examination)by‘the standard questions that elicit .

' LA

.

.hallucinatory and dekuSional material (e.g., échneiderian signs) and

,,

by the use of vignettes that pose a problem to which the.patient is:

asked to Eespe d. A less structured test suggested by Cole is

. )

~N
whether the potential subject, can carry on an ordinary\conversation
in such a way as to indicate that hemcan understand questions and®

[KC . / A 88

~
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¢

. r?ther than to fhe indiViduaqu general functioning - ’ N

‘-‘;

W

-

Y , - . . }.: - ' . -
¢, * - in research would raise a seribus but-rebuttable doubt as to the
N ¢ . . S e

)

. . 7 ‘ ' 83

K , ]

answer in a logical and reasonable manner. (17) In troublesome cases,

it may be necessary to inquire about or to observe the rationality-of
"the subject s deciSion-making outside of the formal psychi.:ic

examination. Data fzom family or friends may establish that the ‘

¢

< » seeming rationality displayed in the examining room,is abandoned by

- - e e e = = = SIS 5

the\squect when he is confronted witl§ real demands for action.
The subjective nature of any assessment of rationality has

frequently been pointed to as a major obstacle to the successful

-

employment of such a-..test. (23) Bu# an éven greater problem may lie

9 Pl ’

in the consensus of most experts today that an impairment of ration-
. e

‘ality does not necessarily affect global deciSion-making ability,

" that is, that the impact of deluSions, for example, may be limitetho i

a discrete area of mental functioning. Although this belief awaits

‘definétive"empiricai\._verification, it indicates the possible utility

of a test of ratianality directed to the specific decision at ‘hand,_

¢

- Frequently, howeyer, there is difficulty in dﬁaWing the required
&

L]

causal links between the presence of even clear-cut deluSional

n

phenomena and the subject's specifié deciSion. It,has been suggested

thaf'ong means of so doing may be to demonstrate that in the absence

..
o

x

of the subject s deluSions, the deciSion would have been %ﬁgé AN

differently But that may be to' place greater emphasis .on the outcome

of‘the«deciSion than on the process by which it was derived the latté¥

a4&

compriSing the core of the rationality standar
]
in ‘rare cases, such proof would be exiremely difficult

. In addition;uexcept

More practical |,

would be a test in which the’presénce .

. . B

of any of the Signs or symptoms

.noted above in the subjectvs chain pof reasoning about participation

\

- Kl

)

1]




. ’ . !

- subject's rational manipulation of the relevant information.

D.- Appreciation of the Nature of the Situation (See‘TaBle vy’
The strictest standard for,gpmpetencytrequires, once undér-

standing has been attained, that the rational manipulation of.infg;-

mation take place.in the context®of the subject's appreciation of
s

‘the nature of his situation. Appfé&iégiqpfié digtinctrffohffactuaii

understanding in that it requires_the‘sﬁbject to consider the rele-

.

vance to his immediate situation of those ‘facts he has ﬁfeviouslya
understood in the abstract.. It differs from the rational manipula- .
tion. of information, by requiring‘that‘the subject take certain

crucial data in%o consideration, rather than merely asking him to
. _ . ‘ N
manipulate ratidnally whatever information is already at hand.+ .

is has been phrased iﬂ~a”variety of ways, asking that the subject::

appreciate the.conséﬁﬁﬁhces‘ﬁf giving or withholding consent," '(28)
ave "a-~sense of wgé he ié and why he is agreeing," (21) recognize,
"ip a métugeifashion,'theiimplicatioqg of alternative courses of
acEioﬁ anq/aﬁpreciate both co@#itively andyaffectively the nature

oﬁlthe thing td be de;fhed,"‘(29)'or "appreciate what is relevant

to formigg a‘apagéehéﬁqgféﬁe issue in question - i.e., . . . consider

re&e§ant;evidénéé%i3§10) ‘ 1. ‘_ "

’i "Appreciation” has been widely discussed iﬁsrel;tion to the .
. &

° 3 . 13 a 13 ] . 3
somewhat- analogous issue of criminal responsibility. According to

4 R | .

s ~ .

.the’ formulation of the Model Penal Code "of_the American-Law Insti-

- ¥

tue, the lack of "substantial capacity'... . to appreciate the

wrongfulness of his conduct" is.oge situation in which a defendapt

, .- ’ i . ~
will ‘be held.to be non-culpable. (30) Appreciation, in this sense,
as a éqgnitive, recognition.of

.
-

fgdtaken to be an affective, as well

-

<

-
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the natdre of- the’ sltuatlon. (31) This precluaes finding culpable

P -

~un 1nd1v1dual who knows in the abstra that to murder is wrong,

but who belleves that d1v1ne writ has relieved him of the need to*

A adhere to that rule. In the research setting,.using this standard,

an individual who understood the nature of the proposed prbcedures

and could rationally evalﬁate;their risks "and benefits, but who

g . Eaad . s

:'( _ believed that he was being asked ‘to participate in an exclusively

o
L ]

(<] - >
therapeutic, rather than an experimental, process'wouIQ‘be found to

v , be lacking in capacity to cogseht.

.Sdggestiogs:as to the components of the situation whose gxistence
-~ = ought to be appreciated by the subﬁect include: that the subject
. , .has a problem or psychiatric condition appropriate»for\study, (17)
' that the ﬁroposed procedures avre intended to achieve research ends’
. and not.onl} (if at all).therapeutic ends (32), that there may be
both treatmentrgnd research staff members involved in his oare_and

C s that'their roles may dif{er, (17) that the treatment‘that is oﬁfered

may have been selected on a randomized basis; ~(33734) ‘that both he -

. and his caretakers may be blind to the nature of the treatment, and
. . . ¢ . : \
; that he may. receive placebos. An additional proposal is that the
v’ . . * - i
, subject have an awareness of how ot ers view the decision, the
\ v

_general soc1al autltude toward the choices and an qnderstandlng of

his reason for devratlpg from that-attitude® if he chooses to ‘do

. so. (20)_ ) ‘ . . —

) ’ The eﬁtent of the ladk offappreciation of some oiﬁ;hesebe;ements
<§ : has been demonstrated in studiesvthat revealed: that without a
olear-cut explanatlon hégt subjects were‘not able to infer.that
research. was golng ‘on (35);’£ﬁéﬁ;; majority‘of parents of pediatric

: reSearch patlents dld not recogriize the research nmature of the

LI

‘ hospitalization. (32), that_only medically traihed subjects were able >
o : . . N H ) '

‘ [N ] ’ . .
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to appreciate fully the risks in a drug study despite extensive -

.explanation (35); that even when patients were told that they were

v

beimg given a placebo, they still ascribed therapeutic powers fo it
(37); and specifically with- regard to psychiatric patientsp»that .

patient-subjects have difficulty in distinguishing beneficial from~;'

' non-benefigiaf~aspects of research (38). that 68% of schizophrenic

patients failed to cite their illness as the reason for treatment-(39);
ﬁaﬁd that only 46% of a sample of newly admitted voluntary psychiatric
patients could clearly acknowledge the presence of psychiatnTc problems.

(40)
’ ) v 3 3 ~
Relevant psychiatric aspects - The major psychopathologic

., . o e

. 3
mechanism that caq pair appreciation -{given the ability to ration-

tion) is denial (25), sometimes termed lack °

[

-ally manipul&te inf
of insight? Denial can affect the. subject's appreciation of the

fact and severity of the illness or condition, (41) the fact that

research and not erely treatment ishbeing proposed, the possibility

of improvement ith and Without the research procedures, and. the

scientif@ met odology of the stud& (e.g., placebo, double blind,

randomization) Other factors that may influence appreciation in-,

clude the-capacity for abstract, as oppos€éd to concete, reasoning o

(affected -by inteIIigence, level of education and "maturity” (19),

as well as psychosis and organic brainndamage); and'psybhotic—level

A
distortion, nihiIism, and hopelessness-helplessness. The law, in

some non-pathological circumstances, has . traditionally included a
variant of the "appreciation standard" for determining competency.

Thus adolescents, who can both understand and, rationally manipulate
4 o w »
inf rmation; are nevertheless enjoined from making unaided treatment .

. Lo +“
- N ry *
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.Or-research -decisions, presumably on the basis. of lacking the maturity
L] . .

reQuired‘for dénuine appreciation. * .

festlng for competency - A subject sability to apprec1ate, in .
4

general, can be estlmated by the usual technlques of judglng insight

«Q

.’and determanlng the presence of psychotlc-level defenses.' Spec1f1-

* can be tested by examlnlng h1s grasp of the factors dlscussed above.

whether the extant*ﬂﬁ.the subject 'S appreclatlonaneeds to colnclde
1 4 _c-
preclsely with the 1nvestlgator s is-.a controverslal tOplc, "-Some

‘ 3,
- commentators have suggested that, in-a ‘therapeutic setting,- uhe*m*i”j;~——w

3

. N ' :.3 ¥ . »
patient. need only "understand-the naturé of the mental condition

.

whlch the psychiatrist believes him to have," wrthout necessarily .

’ ) . agreelng Wltﬁ'that judgment. {15,42) Such a standard, however, more

closely resembles a factual understanding test. thah a genuine test -

- ’

" of apprgciation. -Although some people may be -uncomfortable with

such a criterion, of necessity the-subject's views (e.qg., on the
i

presence or absence of 1llness or the results of accepting or re-

- - . .

fuslng partlclpatlon) must ultlmately be measured by thelr corres-

i

pondence with the’ consensus of knowledgeable (usually profes51onal) '

, o .
* opinion-on those issues. o . '
P . - - » <

< S -Choosing the Standard

- -
.

-

4 - ’
~h Despite wide variation Ain- the wording of mjzy attemptS\to deflne

the standards for competency, they appear, as $hown above, to be

, classlflable‘lnto four general categorles.' Rather than: derlvung a
A \ - ‘
, single standard for competency from this dlscusslon of the relevant

mental functions and the psychopathologlc states that may zmpalr
T .
' them, -one 1s left with a range of testable functlons that, depend-

ing on where the Iine-is ﬂrawn,‘can yield multlple standards for

°
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competency of varying stringency. Further, it is clear from this

v (}approach that_any of the four resulting standards, or so?e combina-

. reasonable policy perspective. ’ . 7 . ,

Although the place at which one chooses to draw the line ought

'toﬁh;;hetermlned by the poIlcy-orlented goals that one " ¥§ seeking to
. kd

- attaln, dlfflcultles arise when more than one policy ggal is

°sought,

when the de§ired goals arg lncompat;ble, or when no consens

attained on the desired goals. The ultlmate standard for
£ ' :

ﬁesarable effects of applylng a glven standard whlle mfhlmrzlng the

undesirable ones. This .process becomes clearer when cohsideration

e -

is“given to“the_posslble goals thdt onewmight attaln by wvarying the

—
[y

standard by which a subject .is considered'combepénto Such goals

B

h TN

‘inevitably include a mixture of concerns reiating”to the societain

. -

valuks that we wish to implement and to the prefe{ences we wish to
5 confer in these values. The values at staké in the choice of a

standaré for competency to consent to research inevitably include®”
’ a mixture oﬁ.syhbolic and ﬁnstrumental concerns.
g &htonomx‘- Also'referred to as self;éetermination, the‘principle
' o; encouraglng autonomy for the subject has been con51dered one of

“ .

the central goals underlylng the enELre @octrlne of 1nformed consent.
(24,43744)‘ By requiring comprehensive dlsclosure of information to
. the experimental subject, informed-consent.rs said to return to him

maximal power to decide what should or shodld not be done with his.
. - * ¢ LI ” - :.

‘body. .Insofar as many writers see the power to make one's own-de-
cisidns as the essential attribute of autonomous functioning, they®

- =

’

of themsare "legitimate™ as long as they can be justified from some .

88
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argpe for a minimal standard for competency or for abollshlng L

\ A .

the requlrement for competency altogether. (18,A5) ‘A standard that

‘ . A

requlres no more than "evxdenclng a oholce" would maximize autonomy

- N, N

thus concerVed. . S

<
i ’ -

, Rational decision-making - The promotlon bf rational dec1s1on-

-

S

making is seen as a good in 1t;§lf by several authors, (43, 44) even

P~

o those who at the same timé view, max1m121ng subject's autonomy as a

iy

M
Y

v

when such appreciation

- (24) So construed, beneficencT favors a stringent andard for .

* . iva

prlmary goal of ) formed'consent:. Ratlonailty in decrsaon-maklng
) - ,
would seem to0 r ire a very hlgh'standard for competency, at least °
"rational manip atlon of lnformatlon," and probably ”appr ciation
e s1tuatlonq 51nce the ratlonallty of/?

)

he outcome

of the nature of

18 lacklng may well be in doubt.

competency, at least "rational|manipwlation of information" and - -
probably "appreciation of the nature of the situation," in order_ to
L \
achieve three endé- (a) honoring autonomous decis10ns.only when’

..

the subject s capac1ty to behave autonomously is clearly present,

A .

(b) protectlng those who,,lacklng competency,_would consent to
| J

research that lnvolved rlsk to them,\and (c) assuring tEat Lhcompe-° -

° " [ e

tent subjects who refuse partlclpatlon'that might be hlghly advanta-
-
t : . -
geous*to them are nonetheless permltted (some would say compelled)

-' to beneflt by part1c1pat1ng);n the research project. )

AIthough thlS 1s the* way i whlch the top1c is usuallv dlscussed,

- | »
,fy . . N RS S




s signed to promote autonomy: ‘to the ektent that the requirement for \

13

-

. informed consent limits the freedom o;ihhe indivldual to consent to. .

seen’ in terms of beneficence;\ratfer/;han as a reguirement. only de- .

. -
)

- . 21N
research under conditions that may be acceptablé to himpiput -not _(be-

cause risk is involved) to society as a qhole, it limits an. lndIVldual s

il

‘exercise of autonomy for the sake of his protection.
0 4
. \
Respect for persons - This term tends to be used in a variety of

- -

ways, but has been defined as using a person as an end and not a means

(46), as "protecting the patient's status as a human.being" (44) and

-

as not taking advantage o%ythe subject. (Shah S:ipersonal communication).

The goal of avoiding fraud and duress would also seem to belong here. |
- . N . r

(44) As an‘ethical-objective, respect for pexgons.carries within it
thé tension between allowing as much autonomy as the individual can '

: - L . . 3 e e
reasonably manage and providing protection to those With'diminisheg
3 . L . )
i » 4
ahtonomy. It therefore encourages a compromise between the goals of

autonom§\and beneficence and may point toﬁards an intermediate

”

standard such as "factual understanding" or "rational manipulation of

\

. information. ' : o . C T

-

1~f, Jhstice - Highlighited by the Belmont Report as a primary ethical
M * 3 )

[XNY . . . L . . ’
consideration in undertaking‘researchy (24) justice'in this sense

«

4 - ’

is ustally conceived of as~distributive(jﬁstice‘ assuring that the -

burdens\of particioating in research do not fall inequitably on cer- te

.,tain qroups. This goal can’ be accomplished by -raising the~ﬂ‘tel for

competency requﬂred from those groups onerWishes to protect. Inﬁ .
effect, this is what the almOWlEZ cod%t attempted to do, by raising
“the level of competency required from a prisoner to the’ pOint at

whicgﬁno prisoner could meet it. The court manipulated the level of -

- -

N [} . 4 . R .
competency—required to enforce its conviction that the participation

¢ .
4 . RIS

/ of prisoners in psychosurgical procedures under any. Cirpumstances was .

- . ! 4

[KCdeSirable. DR E , 96' . '
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' On the other hand, there has been some atte tlon given to the

dlstr;butlon of the benefits of participatien in research, such as

N

enhanced self-esteem, and consequent objections'to heing treated

— .

*  differently have been raised,on behalf of some'groups. It has ?een

argued,.for example, that creating speclal regulatlons governing

. research thh the elderly would contrlbute%to an unfair characteri- .
M ) zat;gn of older people as generally senile and in need of speciar
‘protections; (47) heightened restrictions on the use of certain

"classes of subjects, such as the mentally ill, are also felt to de-
ﬁrive those, most in need of.advances in resear’ch of the possibiiity

)
{

- J )
of progress. (48) . ' oo S

T . Insofar as undesirable effects are likely to accrue dlspropor-

3

tlonately | A} vulnerable groups only to the extent that thelr ultimate.
. € . =~
.- choices about partlclpatlon in' research differ from those of the N

.
Ve *

g population at large, the argument -may also be made that one‘must
ev‘ examine the nature of the decisions of‘presumptively incompetent
o wr ~ . ) s f N \
s ‘sub]ects as a group before, one can legltlmately requlre that they

- ¥
recelve speclal protectlon. Eﬁ?e ﬁtudy kas shown that the dlstrlbu-

o

¢ . tion of declslons‘abogt par icipation in hypothetlcal res&arch e
' T

‘ prowects was the same in a oup of medlcal patlents as in a group

of_psychiatric pat;ents,’(49) ssuming this finding can’ be vali-
. e N 4 v 9 : - 4.

v

° dated, it may well bring. into guestion\the usefulness of excluding

ﬁy@ subfécts on the basis of incompetency in protectdng autonomy,
(¥ ik v

{-
! assuring beneflcence and respect for persons, and achlevmng justice

' .. for Hhe mentally i11. S _ . .

Encouragement of research - Certaiply 'some researchers feel

. ’ - i )

strongly - that the requlrement for 1nformed consent can serve to

deter the pursult of 1mportant areas of knowledqe. (50) - It seems

L




apparent that varying the level of competency requlred from sub-

jects can affect their-absolute aqallablllty, the ease w1th whlcﬁ

4 1Y

they ‘can be recruited; and the expense that their recruitment entails.

As self-evident as that proposition appears, it {; unclear, pending
M . A

\empirical investigation, in which-direction - the standard of ‘compe-~-
v . )
'tency should be moved to encourage research.. A low standard of

)
Competency is adv0cated both by researchers, who belleve~that most
subjects given a choice will consent to their procedures,and by
lawyers, who are more interested in autonomy‘than in research and
believe that most subjects will refuse. A favored solution of many
researcﬁers is to abolish the requirement for competency to;give
informed consent altogether, replacing it instead with a‘rigorcus,
‘ocsective ekgbination of the risks and benefits‘entailed by the
project. Oncé some outside, kndwledgeahle committee hds -concluded

that the benefits of the study outweigh the risks, it is advocated

that suﬁjects be permitted to consent regardless of théir level of

P

competency (51) .

3

It may furthermore be that décisions made about research parti-

° g .

cipation, even if uninformed, or‘pressured, or made by people of -

dubious competence, may notﬁdiffer from the decisions that all of
usimake in ever&day‘life, stch as:when‘buying a used‘'car or choosing
a;brand of shampoo. If it is degirable to treat research«nd.dif~.
.ferently fron?those other situations (this may relate to the desire

)

wto encourage research or. to some sense of fairness); then the level

-~
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’ Subject, satisfaction ‘- If, in the same sense that we wish-to

////formulatlons of standards and procedures, the ease ofwadministration

93 |

~ . ———
- . , \ '
. .

. consequences without the ability to manipulate in a rational

manner the-information that is provided, and probably without full “
knowledge of the relevant detaiis. ‘Such an argument would militate N
towards a low~standard of competency for cons/n% to research

(although it does not affect the de51rab111tb of prpv1d1ng 1nforma-

tion’ to the subjectsy, ‘perhaps merely "evidencing a ch01ce. J

T3
maximize autonomy, we‘are also concerned with the level of satis-

<

faction that subjects display concerning their oart1c1patlon or

failure to participate in research, an attempt,might be ‘-made to vary
- ' woo )

the level of COmpetencv equlred to -take that ‘into account. Those

. A

who are’excluded by too high a standard (or included by means of a

proxy consent rather than their: own ch01ce)kand those who were in-

‘cluded by too low a*standard and later feel trapped by the decision

‘ that they were permltted to make mlght both desire the' level at £ .

Whlch the llng is drawn to fe adjusted ace/Ldlnqu Only empirical T

data on the»numbers of subjects who fall into each group will allow

-

th1§ end to be accomplished. ~ ) L o .

e

L]

> t_st Admlnlstratlon - A.prlme con51de;atlon in many judicial ‘ >

g
J v

o

may also be an important factor in selecting a standard for subjects’

s i ’

.competency. Ease of admlnlstratlon refers not only #¥o the-time and
s, ‘, ~ Y
effort requlred to perform the assessment, but also to its rella-

<

bility, that 1s, 1ts reproduclblllty\and the p0551b111t1es for

’

manlpulatlon and corruptlon. Along these llnes, some authors have

-

objected to standards for competency carr1ed out at any level hlgher

than "factual understandlng“ because of “the 1nherent difficulties

" in determlnlng the rationality, of thought processes and the subject's

¢ 8
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. ~
. . -

appreciation‘of the nature of his situation. (23) Following a
»
similar line of reasoning, objectlons ‘have been ralsed to the use

/
¥ Oof any standard higher than \ev1denc1ng a ¢h01ce.” (18) Nonetheless,

the data needed for <he selection’of an approprlate standard by

means’ of the reliability criterion' do not yet exist; they await
N N : ' Co

empirical testing of a variety of definitions of competency in-a

controlled setting .

s * v ¢

The choice of a st?ndard may also be affected” by the sensr€1v1tz

and speclflcltz,of the procedures that must be used to establish

)

whether .the requirements of a partacular‘stahdard havekbeen met. R
& highly sensitive.test yields & low number of false ne§atives; a

-\ . - . ’ ) -~
highly specific test yields few false positive findings. (52) ,

Depending on one's tolerance for incompetént subjects_to be, included

-in research or for competent omes to be excluded (yhich may relate '
to how highly valued are the ‘factors of autonomy, beneficence, and

encouragement of research), one mlght want to choose a standard

wh1ch when llnked to the procedures used to“test for competency,

exhibited one or another of these characterlstlcs.. Such a character—

o

ization of any of the standards-or the procedures used to test for

v

t them, however, also awgits qxperlmental definition. ‘ —’X

Temporal.Con51deratlons

R : . ; M
Rather than getting & unitary level of competency for all

subjects at the time of their entry into a research project’ one

.

RIS
¥
b8

.mlght assume that they will become more understandlng, better ablem

g .
* 1

- %o manlpulate the information, and more.appreclatlve of’the nature of
the situgtion as they go along. Reflecting this expected‘chan§e¢/y'
one might require a relatively iow‘standard for coﬁpetency at -the

« time of entry into the project (forfexample:.the "ability tor.under--.

& - -,

9L

.

&

’
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. . v
stand”);but also require reconsent as the project proceeds, with a
L. : - \

>

- higher standard utilized at that time¢. This approach, which

.

x
.

4

L. hasizes "experiential,” as much as informed, consent represents -
- . 4 A ]

a means of reconcilinﬁﬁautonomy,‘beneficence, and encouragement of

resgaf;h: ’ - ' '
) R \ . ‘ < .
¢ g . Conclusion

-
0 -~ ~ -~

)

, - It is apparent ‘that before the appropriate standafd for compe=-

- <

> . -

, tency to participate in research-can be selected ihtelligqntlj, a
. c ‘ e )

good deal of additienal ghﬁirical data, .as well as further clari--

¢

s H

fication of the requisite moral imgeri%ivés, is required. At this

point in time, it is difficult to .say With assurance that we know
. . '\. »
insure the attainment of any of

A4 \

. /”‘ A
+

where #*o draw'ghe“line in order to.

) the pelicy goals outlined above. What is needed is empirical testing
. o ) ) .

a

' R T z . .
, . of the reliability and validity of the various. ways:of characterizing

/ .. .
N 'coyﬁétency, a characterigﬁtion.of ﬁpe generél populdtion -and of-
g ' y '

7 , .
;7 and a cqpparison of the decisions made by those who meet or ‘fail to

)

';;éh'a parfidular standard. Only then will we be ableito prbtect
L « n .," /

) . -
v . . . . . . . .
~ the. variety of interests involved in human experimertation in a ~
'/‘ ’ . - 3 \‘ _ . . - ‘{ . e
;ffff .. meaningful wdy. . _ | S '
- i new I ) e T
A ° e \ - ~ Y .
. ' ‘ ) ~ 7 .ot
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élscr te populations of particular concern acgordinyg to‘tﬁéée standards,
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Evidencing a Choice.. - .
A . .

LY N ¢

- Communicates decision about participation

a. manifests consent :
b. expresses positive interest in
taking part
, c. cooperates approprlately in early
- , procedures involved in study-
d. gives, responses ‘(any-none) to -
pertinent questlons .
S . .
i .
[l > i ° s .
- . ] + ¥
. ° . ° LY
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"y ) Rbd ) : (S
. v ‘ . ' ‘
s Relevant Psychiatric Aspects . .
’ % . . - ‘
Mutism. ‘ - '
(18) a. + catatonic stupor > .. \
b.” severe depression g - b
(17) Catatonic excitement ~ '
' Mania ) ’
(17) - *~ = Profound psychotic thought. ‘disorder’” :
(e.g., word salad) . »
(18) Marked ambivalence . + - ‘ ]
] " a. schizopfirenia Ve ' :
“ b, 'severéqobsessive states ' .
/ - .
- . ‘ . ’ @i
!
- . < . .
AP ™ Y
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. Factual Understandlng
-~ (Encompa581ng ability to understand and/or
.actual understandlng)

. . A
.

aﬂas cognltlve capacity to consider the
releyvant issues ~
Understands the nature of ‘the procedyre,
b its risks, and other relevant dnformation
Understands ‘the nfture and likelihood of

its risks and.side'effects °
Knows the, .available options, their
Hvantages and disadvantages .
Knows that she has'a choice to make’ s
Knows who he is, where he 'is, what
he is ceadlng, and what he is
.doing- in 51gn1ng the form s ’
Knows the consequences of participatlon
or nop-participation *°
»  Knows up to fourteen separate rtems *
which must bé éon51de§9d, e.g.r
avaxlablllty of comgensatlon for
1n3ur1es .

f g L

success of the proposed treatment and

TABLE

4

(8)

(19)
(20)
121)

(22)

(13)

3

(15)

II. ' -
4
Relevant Psychiatric Aspects
Intelligence '
a. IQ - )
(1) mental retarBation .
. (2) some .organic states
b. adaptive capacity to tasks of
. everyday life .
. (1) chronlc psychiatric illness
. (2) e¥fects of institutionali-
zation .
Language Skills . ™ ;
Attention
a. acute psychotic episodes
Orientation
a, acute psychotic episodes .
Recall and recent memory ’
a.. acute psychotic episodes
b. chronic schizophrenia
All above factors impaired by .
a. long-standing brain damage
b. acute toxic states
. hS Y
4 . d,,rs: ! N \
= v
> | g
. A\ ©

(24) &
(25)

(17)

(25:17)n«\

(26)

3

‘q

®
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Relevant Psychiatric Aspects

. k . Table III
. . - , . . . ° _7‘
..‘;;?' s .
.Ratjonal nanlpulatlon of Information _ ’
3 - 1 . a * ¥
How information is used in dec131on- pelusions S
making process Hallucinations

©

;', . a. good judgment : e 125)

Loosening of associations or other
b. is rational o (24) severe thought disorder
insane delusions absent (7) Extreme phobia or panic
c. tests reality ° . £25) Anxiety
d. has decisionmaking capacity ) _Buphoria
i . . » oo T Depression
A . . s Anger “
‘o ' ot ‘ : Agitation '
* . S , Obséssive preoccupation
v o LT Excessive dependency
. N\ . N B . Passivity »
) < ‘ ‘ : ’ Unwarranted trust
¢ » « !
3 . .
& ' . { o . .

(28,15)

(20) * . |

(25). -

" (20)

(20)

(20,25))
(25) )volun-

{25) Jtariness? l

2%

-

HOT
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. Has. awareness, of

¢
Appreciation of the Naturé of the Situation

Appreciates the nature of the situatiog
(affectively as well as cognitively)
Appreciates the consequengces of giving or
withholding consent® -

Senses who he is and why he is agreeing

Recognizes "in a mature fashion," the
implications of hlternative causes of
action and appre&iates both cognitively °
and affectively ‘the nature of the -
thing to be decided

Appreciates what is relevant to forming a
judgment of the issue in question -

- i.e., . considers relevant evidence
For gll of the dbove,, "appreciates" ‘
a. that he has a problem.or psychiatric

consition appropriate for study

b. that the proposed procedures are
intended to achieve research ends
and not only (if at all) therapeutic
ends [

" that there may be both treatment

and research staff members involved
An his care and that’ their roles
may differ:
that the treatment that is offered
may have been selected on_ a .
randomized basis “ (33,34)
that both he and his caretakers may :
be blind to the nature of the

, treatment )

f. that he may .receive placebos

how others view' the

4

1(28)
(21)

(29)
(10)

(17)

(32)

deeision" .

- Table {v

(17)

Nt N St Nt Nt Nt Nt Vopg it A et st Vo N i ot ot ot

as
relevant
for

a

given . -
research,

project

N Ll L

‘Relevant Psychiatrié Aspects

Denial (lack of insight) about: (25)
a. fact .and severity of
illness or condition
fact that research and
not merely treatment is

being proposed
the posaibility of imprave-.
ment with and'without .
research procedures
d. the scientific methodology
of the study (e.g., placebo,
- double blind, randomization)
' Capacity for abstract thinking,
' affected by
a. IQ .
b. education \
c. psychosis
d. organic brain damage
e. experience, (e.g., age, . - )
. "maturity") " (19)
* Psychotic level
“a. distortion
b. projection
‘c. ~-nihilism .
X hopelesgness-helplessness

(41)
b, .
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Informed Consent ‘and Competence:

"A Review of Ehﬁiriq%l Research . .
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. . Over the past"%wenty years, interest-.in infgfmedgconsent .
. v ‘ . . - . - .
I . o ' e . = e .
¢ . in med1ca1 treatment and research has burgeoned. EV1dence of -
s ’ it
.this grow1ng concefn 1s the large number of pub11shed art1cles .
o -

on consent in this twentx_year»span. Woodward (197QJ reports
. - . . . ) .
- that the number of articles about Human experlmEntatlon aRd
P ' vt B . : h
informed consent increased six-fold in the period follow1ng

Te >

1960 as contrasfed with‘the twenty year perlod pr1or to 1960.

<
LY

This growth can be attr1buted to twolx lated causes, the first’
te P .

of ‘which is a heightened "consumerlsm" on the part of pa%1ents.

~ £ ES

/. Previous abuses have been documented as the reason for,this -

.,
<. P ‘,/;' bd

.-

e . k) - A} . . ,. ‘e. .
' - movement (Stuart 1978). Federal regulatlons were enacted to : L

\.5

L

- provide some measure of protectlon to reseaxch part1c1pants ‘ .

CFederal Reglstef__I97t7‘and';h Tnfﬁ““?d‘abnsent doctTane X
o b . .

. v

became more 1ncorporated 1nto elements*of nédlcalvpractlce o

o (DEVeaugh Geiss, 1979 Morrls et al., 1977 S11berste1n, 974}

Y 7 wd !‘

e The second cause of thlS 1ncreased ;nterest 1n ;ssues«shrroundlng ‘

-
”

Yo
A

“human exper1mentat10n is the appearance of #rnﬁermed cpnsentn , .

Ay -

or “lack of it as an issue in iawsults against meﬁ1ca1 praCtltloners

- ¥ 3 T o :
‘(Meisel, 1977) SR - ¢ oot
’ - In rev1ew1ng the pub11shed art1c1es on the'consent
LA .
process, the maJorlty of . them” have been op1n10n or position '

. \ ~ >
£ *

papers (Burra et al., 1980& Culver,.1980 Loftus and Fr1es,

v

v

,"79 Vaccarlno, 1978) . vThey serve to clarlfx the 1ssues
(G , 1978)_tnvolved ’n~obtaan;ng consent and aid.in the ' .

- development: of a uniform doctrine. ~The " op1n1ons expressed in
. 3 *
these'artrcles Jun the gamut from the view that 1nformed consent

- L] Y . * .

L i v - ) L ’ ’ Z . . . ’ - ™
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4

i
‘is the "absolute'tight".of a ﬁatient and is in no way QD :
detrlmental to the goals of research (McLean, '1980; Park et-al.,

*1967) to the op1n10n that 1nform1ng the patient serves only to
terrify him and cause undue anxiety, destroy the nature of
th@ doctor- pat1ent relatlonshlp, and may severely impede the
progress of research (Coleman, 1974 Park et al., 1966).
Further, op1n10n also suggests on the one ‘hand that truly
1nrormed consent is a myth (Leeb et al. 1976) a f1ct10n or
111u51on (601n et al. 1976 H1rsch 1977'-Laforet 1976). .
Wh11e on thedpther hand it is believed that a "reasonable"

consent can be obta1ned (Alfidl 1971). -

.

¥ 4 ’ R
. * .7
wThis diversity of opinion is also expressed with respect .,

' to dbtaining consent from patients whbse cbmpetence'is suspect

as in the " case of severely dlsturbed psych1atr1c patiénts.

-

Soﬁe view the presenge of mental illness as 11mit1ng the |

.
- R

possibility of obtalnlng informed cconsent: (Pryce 1978) . Others

ﬂ be11eve consent can be meanlngfully obta1ned from many of these

-

patients. ' i Co , o .

. e Wh11e opinion plays an impoftant role of 1gent1fy1ng
. 1
and clarifying the 1ssues, it is rather surprlslng that many

opinion papers wh1ch address ab111ty to give consent, do so

? 4

without an empirical base for their positions. #The questions

4

’

surrounding informed»consent are sorely in need 6? solid empirical
1nvest1gat10n (Stanley\and Stanley* 1981) and some%Tesearch
efforts have recently been made in this d1rect10n It is this

.., empirical work which serves as the ba51s for thlS review,
P ol \

. L

{
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. This paper will.h;ghlight the majer empirical_findings
-/'; ! on informed censent. Instead of detailing precise results from
- each empirical, study, ft will focus on unanswered questions which
emanate from the empiricai work conducted to date. -

. -
-~ N

+ The ;eSearch en consent falls into four majog areas: =~
; 1. discleosure and comprehens%on\of censent informationg#. 2. patient
o subjective reactions to consent information 3. nethods of{
decls;on making in the consent process, and 4. competence of
the pat1ent or research part1c1pant to give consert. 'Iﬁis,last
topic, compeétence, could be-sdbsumed under reSearch on cofipre-
hension but'for purposes of this review,’those~studies which
addregs populatbons of questlonable competence will hngv.ewed

£ v

separately% Further, those stud1es wh1ch 1nVest1gate consent \§

’—\‘%' g * ~ s
. to- standard treatment w111 be reviewed along with those *which
s “ - ¢ — . A
i - examine consent‘to‘;esearch. The results of thesé studies s T
! ' ) N L et ’ <« ' <
. . can be applied to consent to research”as well as to patients
| whose competence is suspect. . ) : T A .-
j T ¢ i S < : . . o - & ¢ a:d”
' R o Comprehension and Disclosure‘ﬁ . )

; S B . ~ R e : .o
b The fjirst group of empirical data to be reviewed: are,

those stydies which investigate comprehension of consent informa- .
P = * SN

5\;. tion bybpatients._ The largest body of empirical research on the’

»

‘consent process fall.into this category. " Medical patients are the
. , : /.

most frequently investigated., More than twenty studies have

- assessed understanding of consent information -by patients (e.g. -

Bergler et al., 1980, Cassileth et al. 1980' Hassar and Weiptraub,

1976 Kennedy and Lillehaugen, 1979 Mar1n1 et al., 1976; -
' — s .
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Penmdn et al., 1980;'Robinson_and Merav, 1576; Schultz et al.,

1975; Singer, 1978). The prototype of these studies is asc R L

follows. Patients are given a consent form'for either a '
R ‘research pro}ocol or stQHHE?: treatment, the form is usualiy' ) ‘ -
read to them by a physician or investigator. .Patients are- '
thed asked questions regarding their knowledge'of the consent * ,
information. The point 1n time that they are asked these .

questions varies from 1nmed1ate1y afterward to several mbnths'

b

- .later. . In, the latter case, the study becomes omre of testing ‘ ) -
‘recall instead of comprehension. . - ix, i
~. ~~ >

While it is difficult'to make comparisons across studies
as a reSult of different methodSiogies it is genEralfyucon-
c1uded that comprehension of consent 1nformation, 1rrespect1ve
of a§sessment time, is ‘poor. 0vera11 comprehension ranges'}rom "o
approxipately 35% to~8b%fof the uotalginformation conveyed._ ’
" Patients tend to be Qest informed about'their diagnosis and \
‘the ,proposed treatment (for example, the name of the ‘drug they

* ’ % Q . r
. were to take) and 1east knowledgeable about -alternate treatments- )

|
\
\
'available and risks 1nc1uding side effects of drugs and possible ] “
£ : complications of surgical orocedqres. In addition some - studies
of research, patients:demonstrate that many were not aware or'
e d1d nat acknowledgé that they were," 1n fact participagting in ' .

a, re'search study - (Mc@ullum and Schwartz, 1969; Park et al.b 1966).

) .. While results of /these studies are, at first glance, -
’ ‘ h) .
s discouraging about the prospects of obtaining consent most of -

1Y -

the studies have 11m1tations which make it difficult to consider

«




111

.

, : ) T
v -

[

tbé@ conclusive "(Meisel and Roth, 1980). Eirg}, in seﬁera1_~~

P

( ’ . ’ .
studies we do not know exactly what information was’ conveyed
to the patients (Cassileth et al., 1980; Goin et al:, 1976;

< ' - £
Prituek et al., 1979). Further? some studies gave patiengs * ., )

g,

the cgﬁseng‘form o read and then tested knowledge of' this h -
S ’ T . : . T
form. We do not know if, in fact, all patients read the form -
(0lin.and 0lin, 1975). -In fhis(same vein, the amount of o |

instruction given to patients varigﬂ from study to study. - In

fsome, instruction was minimal with no particular effort made to

\\ L ; . .
convey the consent information (Bensgn et al., 1977). In_other
¢ . - « . ®
studies, investigators went &hrough-a good deal of'instruction
v ‘ - ) . o
, with patients (Faden and Beauchamp, 1980). Across studiegg

:sin general, greater instruction appears to be associdted, with

O,

] < [

- [ LA

greafef undérstanding. This conclusion must be tentative,
however, since most studies investigate only one level of

: - (
instruction (i.e. copsent form, videotape aids, etc.) and differences
’ -

amgng -sajiple characteristics and medical procedures for which | y

consent ‘was to be obtained vary greatly (Arluke, 1§§0; Muss .

et al., 1979; Stuart, 1978). ‘ iy

. LY

Aﬂdpher_factor.which makes it difficult'to draw general- ' —

izable conclusions is that ‘in many of the studies we do not Know
- b M . ¥ “

‘the level of complexity of the language of the consent form that’
was rélatedf%ﬂ&the consent session. Q%undner (1980) and Mowgrow ‘.

.~£1980) suggest that most consent forms are written in higﬁly
. AN r “ . .
technical language. This may account for some of the poor
) . ‘ i .
comprehension att§ined in the empirical studies< However ~ this

.
M . . 0
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)
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is a speculation since most studies do not report the read-
% b

ahility of their consent material: Epstein and lLasagna (1969).
cond@cte& one of the only studiee wﬁich systematieally varied
comp1£x1ty of?éonsent mater1a1 Th;y presented thr;e different
consent fcrms df rarylng length to normal volunteers. ‘They
found bhat comprehen51on was 1nverse1y related to the length

of the consent form. Thereﬁere, ‘greater comprehen51on may be

a

. ach1eved by, ingreasing instruction and decrea51hg the complex1ty
RO

of material. A 51mp1e tgchnique:r such as g1v1pg'mne pat1ent

a consent form to take home, with him prior to- 51gﬁang it in-
~Cr ases knowledge (Morrow et al., 1978). Also suggested are
lf two -part-or three -part consent forms, obJectlve tests video-

tape aids (Barbour and Blumenkrantz, 1978; Grabowsk1 and Mintz,

1979; Schwartz, 1978; Sllbersteln, 1974; St?art, 1978, Williams
* ~ e - .,

g ‘et al., 1977). Other studies have investigated the modality
of disbrosnre --. i,e. how the information is conveyed to the

patient -- to deﬁ%rmine if comprehension éystematifally varies

according to(t?pe‘oflpresentation -- Written information, video-
tape, dlscus51on .groups (Faden, 1977; Faden and Beauchamp, 1980).

' These 1n1t1a1 studies show that modality does not seem to make a
e

dlfferenqe in level of comprehen51on. However comparlng

»-,4» ‘5 £s

L
innovative moda11t1es of dlsclosure w1th the . trad1t10na1 one- to]
1

v ""o-

‘one doctor- pat1ent model 15, as yet; untested. There is some

1

y . suggestlon (Muss et al., 1979) ‘that instruction glven by health
;S >
profe551onals in- addltion to that g1ven by the phy51c1an lmproves

&

.

. compreheh51on of consenttlnformatlon. But it is unclear whe er

. .
. ’
- ™ L "4, . “‘ﬂ‘“’) i
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\that tests of recognition, é.g. multiple choice tests, are

declines over time. The

U3,

- . N *
this improvement is 51mp1y ue to repeated exposure to the

consent material or as aresult of a-qualitative dlggerence
‘

in explanatlons given by doctors and other health profe551onals.
Comparing studies of comprehension of consent information
is further complicated when the methods for assessing comprehen-

sion-are examined. Some invéstigators use multiple choice

or true-false tests as a means of assessment while others

{
utilize opentended questions with coded responses. Relevant

literature on learning and psychological testing has shown

easier than tests of recall, ‘i.e. open-ended questions. There-

fore, comparing results of ‘studies which use open ended questlons

with obJectlﬂb questlons isTproblematic.

A further difficulty in comparing these studies lies, et

in the fact that immediate understanding and recall at some

«

later point in time are often treated interchangeably. However,

results show, not surprisingly, that retention of information
. - } W“‘ .
utility of assessing retention of

all consent information must be questioned. Certainly it is -

e

impertant thet a research subject remember that he has the
freedom‘to withdraw ftom,an experiment but it may not be necessary
that he keep all the consent information in,mind several weeks.

or months.after the initial dec151on. Further; thehfact that ) ,Z

an individual forgets 1nformat10n does not mean that it wasn't

Vused at the time of the decision and then forgotten as part .

of the normal forgetting process.’

Py
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: It must be noted that in the studles reV1ewed here, '

there has been an assumption made hy most of the 1nvest1gators

_ that Knowledge of-the consent 1nfofmat10n as measured by some

? N
form of dbjective.test is equated with comprehension of that

Ed

¢ information. TKis is a questionable assumption.‘ If an

indiyidhal is able to repeat what he has been told, it does not

necessarily mean he understands that information. ‘In other

?

t . i . . s
words, knowledge is a necessary but not suff1c1ent condition

for understanding. A novel approach such as that ‘taken by

‘ Meflinger et al. (1980) seems to be called f They developed
: =

‘a thfée-par; assessment of comprehen51on which includes an
objective test which reeuires subjects to make judgments'
» .

°

about a series of statements. - I1logical- judgﬁents indicate a.

. lack of comprehens1on T ‘ °

a
S

"

S !

NS
~,
'ﬁ‘,

f " Lastly, the sample character15t1cs of the pat1enta;gust
" be taken into account when we examine comprehen51on ‘ Many of
the studles have examlned understandlng of consent information
by med1ca1 patlents who have serious 111nesses Others have

looked at the less»serlously 111 eand,some have researched the

e

"normal" volgntéer (1 e., those w1thout med1ca1 111ness) . .

Hpspltallzed ard non hospitalized pat1ents have been studled.
Cémparability,df,these-suhject groups cannot be assumed.j‘The
i1} pat?tnt is. under mqre*emotipnal stress than the healthy g
.volunteer. This stress may interfere‘with comptehepsion of

consent information. Eprthe;i~differences‘may be found between- s

7 A

Eh -
. ) ) . . SUUINR 5 VPR

v

1 . .. . .
the hospitalized and non-hospitalized patient. There is soife | =
. . . i ’ N ‘ 2 .- /( * .
oA ' v \"% - .
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research which suggests that hospitalization itself makes

an individual feel more vulnerable and this in turn may .

influence comprehension of consent infoxmatioﬁl Cassileth et al.,
(1980) found that ambulatory patients demonstrated greater - .
‘comprehension of consent information for cancer treatment

than those who were bedridden. Perhaps bédridden patients were

-

preoccupied with more serious .illness. Further, educational

t

level and' intelligence have shown some relationship with com- :

4

>
Q

although this. is not a consistent finding. ' .

prehensioﬁ{of consent informafion (Cassileth et al., 1980)

Overall, the comprehension level of consent information

‘

is not very high. Howevé¢r, instructional aids seem to increase’

limitations. N

Patient Reactions j
/ B

In addition to studying”the amount of consent information

that patients understand, some 1nvest1gators have\sonducted
stud1es on how patients feel about belng 1nformed (A1f1d1, 1971
Denney et’al., 1975; Gordqn and.Johnston, 1976, Lankton- et al.,

1977). This area of investigation was popular a.few years ééo

-

when the mer1ts of informed consent wére being 'hotly debated.

-

ThlS reseatrch typlcally was designed to assess wheéher in
the patlent was harmful. To a large degree, this p01nt 1s.moot .
.

since consent is now requ1red for most resea

informing the
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‘are beiné madeyﬁo redirect this research toward determining
the 1east-anxiéty-produc1ng manner for informing the patient
(Faden, 1977 Eaden and Beauchamp,. 1980).
5 ' Patient reaction to consent 1nformation is typically ’\

o
~
So,
~

assessed by asking patients whether the 1nformatioﬁﬁﬁisclosed

vy
.
|

-4 in the consent session made them upset or anxious. While there
are anecdotal repQrts- that the disclosure made patients anxious =
or fearful, statist ical sﬂudies find no differences in anxiety .
levels, either self-reported or ‘by phy51c1an observers, be-
tween informed and uninformed patients (Denney et al., 1975; ’
' Lahkton et al., 1977; Houts and Leaman, 1980). While two . S :
studies without uninformed controls (A1fidi, 1971; Houts and
it Leaman, 1980) found that consent information disturbed about
40% of the patients, only 1% decided not to go ahead with the
recommended prpcedure and 97% of the people regarded the
b information as,useful. It islinteresting to note that one
; study (Denney‘et ad., 1975) found that anxiety- levels post-
peratively were 1ower in 1nformed rather than uninformed pdtients. )

. This finding suggests ‘that knowledge of expected results make
\
the _ actual.results more emotionally tolerable and 1ess frightening: -

In fact, this notion serves as the bas1s for pre-surgical, . .
s

. counseling which prepares patients through support and information. .
N .
\ - In a study of famlly p1ann1ng clinic pat1ents, different

methods of disc1051ng information to the patxents did not bave . .
an impact of patients' level of~anxiety (Faden, 1977). ‘About B

twenty;five percent of the -patients reported feeling more anxious 7 ‘

log : L
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than usua1 foIIOW1ng the d1sclosure of information. However

the same percentage of patients who were faced with making the

.decision about contraceptlon also reported more anxiety than

[

usuai despite the fact that they had not received the .detailed

’
.

Thus, when conductigg studies in this area it is important
to attempt to separate out normal anxiety induced by making a
décision about a medical problem from anxiety induced by detailed
1nformatlon about the procedure. Further, it would be useful

to conduct slm11ar studies w1th medlcally ill -patients to K

. determine whether they f%spond differently than patients who are

‘heglthy (Golden and Johnston, 1970). ' A study which did examine

chronically ill patients .found that physicians who sounded

angry and anxious but whose speech content was sympathetic -had

patients who were more content. This suggests that-a very

e -
*complicated. set” of factors are involved in patients' reactions

in a medical setting (Hall et al., "1980).

J‘OveraI\I\ this area of investiéation would seem to be; . ‘
most fru1tfu1 if efforts were placed, not in look1ng at whether
consent 1nformatlon mgkes people upset or anx1ous, but 1nstead '
toward finding the least anx1ety;provok1ng manner in which to -
disclose information. "

. ‘ Decision-making”

.

A small number of ‘studies have investigated factors
. ‘ ; Al
which influence patieht decision-making in the consent process. )

Some studies have shown tbat*people f%%} that they have no choice




_ ¢

.
<

. and must participate (McCullum and Schwartz, ]r69). Other

i _ - ,

, * )
studies do not find'this and the primary focug of them has

been to determrne whether disclosure‘of. rlsks dlsgourage
patiefits or research subJects from giving consent (Alf1d1, 1971;
Lankton et al., 1977) ITa study of risk dlsclosure for
anesthesia, pat1ents d1d not refuse the procedure following
detalled 1nformatlon about the risks (Lankton et al , 1977).
Slmllarly“ in two studies only a few pa;lealts refused angio-
graphy following a detalled risk dlsclosure (A1fidi, 1971) Per-
_haps the best known- study in this area was conducted on k1dney
donors (Fellner and Marshall, 1970). This study was de51gned

to- determlne whether kidney donors utilized risk information 1n

their decision_to donate a kidney. It was found that declslons"

were made long before any detailed risk ‘disclosure was made and
further that drsclosure had 11ttle 1moact onthe.donors. However,
more recent research (Stanley et al., 1980, Stanley et al., 1981)
. has shown that partlclpatlon in hypothetical research projects
varies according to the risk of the prOJect Q
A few studies have attempted to relate comprehension of

consent information to decision-making .(Epstein and Lasagna,

1969; Stuart, 1978). Tentatively, findings seem to indicate

that higher'leyels-of comprehension are assdciated’with higher
]

.- rate of agreement However, 1nterpretatlon of these findings

«

are problematlc becauSe the rlsk{beneflt ratlos 6f the procedures

must be known in, order to determine whether the patlents‘

-

L]

afflrmatlve decisions were sensible.

v B




- | . As an outgrowth of the studies which showed that ri%k .
_ddsclosuré does not seem to influence decision-making with

¢ s regard to medical procednres,‘some investigators have begun
- to. identify factors which do fnflpence decij}dns. In a study ‘;
of participation in psychology experinente‘(Geller.and Faden,_

1979), the relat1ve 1nfluence of standard consent 1nformat1on

and personal test1mony of one 1nd1v1dual was examined, ¢ While

o N recall of consent information was affected by test1mony which

\  contradicted it the decision-to participate was not affected.
In another study, subjects reported that dlsclosed information
was not the pr1mary determ1nant in dec1s1ons regard1ng contra-.-
,cept1on. Instead, personal feel1ngs were reported‘to~have ¥

R - greater influenCe on the decision (Faden and Beauchamp, 19809r

As an extens1on of*this work, it seems worthwh1le to utilize

and adapt some of the ‘techniques developed by investigators who
- Y
research decision®making and 1nformatmon-proce&s;ng (Janjis

: and *Mann, 1977; Jungerman, 1980). For example, it\seems}worth-

~thle to try to~adapt1the-technique of "policy capturing

research on 1nformed consent. In addition to. ask1ng subJects :

'
- -~

what 1nfluenced them, they could be' placed in a var1ety of -

hypothetical situations and asked to make a decison about

?

. ‘partlcipation., In'th{! way, the?pat ent's ability to réport
influences an ability which 1s not completely reliable, would
not. be S0 heav1ly depended upon. This hypothetical approach. -
with 1ts p1tfalls can'be balanced w1fh the pat1ent self- reports

"3

- ' for a fuller p1cture of the decision- mak1ng proce@s.

.
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: - .- 'Cémpetency 1" . L R
. Competency .to .€hgage in the consent process'has heen)
_ the Teast researched area in the informed consent literature. °
N A maJor d1ff1cu1ty w1th conducting research on competency lleS ‘1*

" in ‘the fact that' there is no standard_deflnitlon of c0mpetence,
. tMeiséluet al.; 1977; Roth etual., 1977), no accepted test
" of competency (Appelbaum et a1.,1981§, Appelbaum et al., 1981b
. Dabrowski-et al., 1978) and no clear agreement on the appropr1ate
d1v1d1ng line between competence and incompetencd. JIn studles

of ,‘comprehension, what one investigator belie;xes ‘ds signifyir“
' . Q »
competence (Woodward, 1979) another believes indicates in-

~

competence (Bergier et al., 1980). Fufther,'agreement is lacking

on which groups of pat1ents should be suspect as haV1ng "unceitain C
- competence." Mentaily ill pat1ents have been identified as ;t;s
. one such group and the few empirical stud1es on compexency have "

focused on the mentally ill. However, other populatlons may- o

1

also fa11 into -this category of "questlonable competence." These

—
groups are the elderly, ch11dren, the mentally retarded and

@ |'\,
those patients sufferlng from organchbraln syndrome. Empirical

v,

investigation of these indivdduals is 1acking. )

a

The. emp1r1ca1 ev1dence that is avallable with respect to-

w\‘ the mentally i11 presents a somewhat mixed. p1cture. Under the

-

rubric of "mentally ill," are primarily schlzophrenlc and
psychot1ca11y deressed patlents. One conclusion _which can be - .

safely drawn with rg&pect to the mentally ill is that they

certa‘“Ty do no better than, med1ca1 patients in the‘consent process
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. The evidence that they are less able to give consent is
3, . . . . “ e i - .

- somewhat equivqcal and to a certain extent depends upcn the
“ definition of ‘competency which is utilized. With respect

to tomprehension of cdnsent information, a»fgy studies have. -

. . s ° A ~

assessed-psychi ig¢ patients' ability to understand consent
»

X ' 1nformation (Appelbaum et al. 1981a, Grossman and Summers, -

. . 1980; Soskis and Jaffe, 1979; Roth etaal 1980) In general,
| pdcients do’ not have a‘very high level of understanding'ef consent’

- . . q ’

information. However, whern comparing studie%:%f medical patients'
e comprehension(zith studies/of psychiatric patients, understanding

in both groups seem to be fairly equal (Grossman and Summers //j

1980 SOSkLS and Jaffe,‘1979) * Aii example ;% this is seen in

! ,one study which found th;; schizophrenic patients understood

% ‘

LR . - .
' \\(\ \\ about 50% of the materia Lon awconsent form which was.gead to
them (Grossman and Summers, 1980). #'In a direct comparison
v . ) -

of psychiatfic and medical. patients,.it was found that

-

P , .

[ ' - - moan

: - schizophrenéc patiepts were more aware® of the risks a ide

' v ..

L o effects of their medication than were medical pati s (Soskis, .
'*YZ ) 1978) " On the’ other. hand medical .patients were =tte§ informed —

.-

about the name and dbse of'their‘med1Cation as well as thein

‘diagnosis. The'poor knowledge/gf’diagnns&s by psychiatric pat1ents

'
: N
¢+ 0 TS may be partly a result of a general reluctance by hospital staff

v " to tell patiemts that they have schizophrenia. Related to the
ccmprehensicn level of psychiatric patients are studies which

havefﬁxamined the literacy skills of these patients. Despite ’
1 .-v
. #ﬂr “the fact. that psychiasric patients' comprehen51on of consent

- . '

0 , < .
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1nformat10n seems to be equal to med1cak p&tlents, research

Y

indicates that’ the1r readlng comprehenslon scores were only

at the foth grade level (Berg and Hammltt, 1980; Coles et al.,

\ 1978) As a result, a suggestion 1s made that hospital.
. A

documents be simplified for psychiatric pat1ents (Berg and
Hammltt, 1978) as some have suggested for medical patlents.

’ “In stud1es of psych1atr1c pat1ent s ab111ty “to consent
to hosp1ta11za1ton, the results indicate that level of knowlédge
of patient rights is relatively poor “(Appelbaum et al., 1981a;

"Palmer and Wohl, 1972). However, as the authors mention ﬁt

'

' is 1mportant to know whether med1ca1 pat1ents would score higher

i 1

than psych1atr1c patlents and also it is important to separdte

out what was the result of patients' 1nab111t1es and def1c1ent

information- g1v1ng on tHe ‘part of the hospital_ adm1551ons serv1ce. _f‘ g'fm

.

e In contrast to the studies which conclude that psychiatric . :
: .o 1Y . }

patients maf not be competent=~t@ give consent, one study

concludes that 93% of the patients give a valid consent

(Dabrowskl et al., 1978). Howevey/ the standard for competency

g,

was set much lower than the other stud1es descr1bed here.
- ‘ In a study of consent o ECT (Roth et al/’ 1980) it was

‘found that about 25% of the pat1ents were found to be incompetent -

. A

(\ based on the1r understandlng of consent 1nformat1on and independent

' Judges' oplnlons about the1r compreh;nslon. This _study is the

A\

- first wh1ch has taken-a comprehen51ve approach by coordinating'

’ - t
. ebjectlve 1n£oi§atro”(1 e., pat1ent comprehen51on) with, 1ega1

Judgments and psfchlatrlc op1n10ns and seems to be a fru1tfu1

<
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‘ direction for further research.

-
»

- A few studies of psychiatric patients have examined
. h the, relatlonship between understanding and the decision to
consent or refuse tgg proposed procedure (Grossman and Summers,\
E 1980; Roth etwal., 1980). They found that, like medical patients,
psychiatric patients who understood more of the consent'informa-
tion tended to agree to the procedure more often. d
With respect to patients',rationale for deciding to agree
.%E to a treatment or research prbtocoli results are not c1ear-cut..
| One study found that‘thearisks of psychotropic medication did
not play a role .in patients' decisions to refuse medication
(Applebaup and Gutheil, 1980). Psychological factors were
.cated as primary reasons. It is dlffltult to compare these - .
results with those from medical patients betause no‘nedical'
K o study to date has attemptéd to delineate the psychological
factors examlnednin the psych1atr$f’study. In a study (Stanley ¥
;o ‘et'al., 1980; Stanley et al., 1981) which examlned psych1atr1c

i,

and medical patients' willingness -to participate in a series

RS . .of hypothetical studies, no differences were found between

4 * \
the two patient groups. Both psychiatric and medical patfents

\4

e

~agreed to part1c1pate in the studies in a manner which was

cons1stent with the level of risk attendant to the study -

protocol. It is impartant to conduct a parallel study which
: L investigates participation rate in aciual projects.

- - Overall, the empirical researc

- . »

on competency shows that -

psychiatric patients do have some impairment in their abilities.

v . . - }_
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[N = - N
3
‘@ . -

L,




.

However, some of the research also shows that in some réspects

they do not differ from med1cal pat1ents -As"a result, further .
3
studies wh1ch ‘utilize comparison groups, part1culér1y medical

patients,. are vital if conclusions’ are to Sg’a;own about any . .
one group~o{ patients. In'aadition, it is also important to -
<’ . state precisely. the: standarés used- for detg£n1n1ng competengy. . .

- 'so thnt comparisons can be more read11y made\from study to §;udy. .

¥
Conclusions, such ’as ‘only a "quarterfof the patients could give .

true consent" (Pryce,w1978), are'nelpful onlf if the crite;ia'
DA : " ~

for true consent are disclosed.
’ . ¢ . - ) ¢ N . y

Conclusions ‘

A

~

This review has attempted to highlight major findings‘on
o, . p
- . informed consent in four areas: 1. disclosure and comprehension;

2. patient reactions to the consent .iprocesos', 3. the decié’i@n-

ak1n§_process ‘and 4. competency to gﬁye consent.
Areas for further 1nvest1gat10n were part1cular1y emphas1zed

and can be summarlzed_as follows._ ~

1. Further study of comprehension of consent information

should include careful documentation of what was disclosed to

o

the patient in order to make assessment of comprehension meaning- EE

ful. Also, a more c>Eative'§pproach than straigh4forward -

.
-

knowledge tests, to the assessment of comprehension‘is S e

» - -~

< called for. S . k o,

2, 'Comparison groups are of utmost 1mportance if Sur ;
~L i
f1nd1ngs are to be- 1nterpreted meaningfully. It is .not poss1b1e . '

~to conclude that one group of R?t1ents is not competent/rf we

. . +

N ) = * ‘ - B4 ° .

’ I

° / R . |
. : » ~ '
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‘ * K ol ' . . ) ° * * E
- ) ; . _ . .
i do not have a standard of comparison.' ' : v e
Fo ! s L7 .
- : C 3. In this regard, clearer- criteria for competency . =
g e . to qgnsent to research should be developed " Those criteria -

. “lo

shouid be explicitly stated in each study so that comparisods

-

v

can be more readily made. The dividing line between competency’

- b Y

' and 1ncompetency should be systematically formulated

. 4. Multivariate studies which examine the 1nter-

°

relationships among relevant variables 'should be undertaken.

-

For example, the relationships amomng methods of disclosure,

' rationality of'decision—making, comprehension of consent informa-

B \ ‘

B tion, and final~nconsent decision has been 1nvest1gated only to

a 1m1ted extent, ~The multivariate approach offers ‘the . )

advantage of comparing different means of assessment and methods

on the same,population. As a result,,findings can be stated mote
. . . . .. o
' ) conclusively. a > ‘.

- « Jl‘ - 5.. In'the same vein,=comparisons of 'patient
N , characteristics across patients groups seems to be‘important.
| ' S Factors, such as the effects ofehospitalization on. the ability . C
. ' ?to give consent, haveﬁhot'been investigated. Relevant research
| is of practical value with respect . to timing ‘of consent.;thher 7
i -
" ' . factors whichsmay influence , consent such as whether or not the
~pdtient is medicated%\educational leveI and whether the ~

U o« 'hospitalization is voluntary or 1nVo1untary,amay be important

- ——

- ~

: ' nfluences on abilrty to\consent and they require further study.
. ,->,~_3 . {

< At would ‘be fru1tfu1 to approach research on
L consent by more fully meshing experimental methodology with clinical
. N . , i , " e
R - ) \ SR <




e

‘ . “research. - Techniques can be borrowed' from decision-makiilg
By

)

. research and from sociai 5sychology's research methods.

¢ td

14 . .
internal validity of our

utlllzlng more refined methodology,

research will be enhanced. Thls in turn, should be ‘balanced

e,

by the more traditional clinical st

. -
&

externalvvalidity.

udies which‘have greater

Some attempts have been made to study

. consent to psychologlcal research ‘in this way (Bercheld et a1.,

1973 Parr and ,Seaver, 1975; Mlchaels and Oetting, 1979).

o _ In conclusiop, with regard to the, consent process, more

"questions are Un swered than answered at thlS time. Much

.additionaI-empiriqal work is required to answer these questions.
' . * i 2y
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< At the_NIﬁH Workshop on cdﬁpegency and the capacity ,to consei.t

the partic1pants all endorsed a céll for,more empiricai resear§h

-

it is, of course, easy to, dlsmiss a plea for more research by
f Ly .

researchers. I am often cynical of such pogitions m?self. But

-~ . - " ¢
-~

.in this case, more emﬁiricai research is not onlx in the best
. :

. )
interests of resédrchers in the field.. If properly conducted, such

research could contribute significantly to fmportant eéthical and

.
-

public policy gpestions. At the momeﬁt, our empirical understanding _

-~ T . - : o ) . .
- 4 ‘.
of the relationship between competency and consent provides a grossly

inadequate base for medical decision making and for the deQelopment
s N .’ Pl - ‘

of reasonable public policies. - ' .

1}

'y

° b

For'.about -four hours, bur group tackled the charge of developing

an agenda for empirical résearch on competency to consent. *We

were asked to identify those areas where empirical regg;rch was most

v .
e '

needed, both from 4 theoretical and an applied perspective. What

follows'is a distillation of that morning's discussion,'organ%zed
around the, five major areasfor.ﬁopdcs'whicﬁlemerged“dpring our ¢

conversation. These areas were:- comparative studies; studies of

- . . -
voluntarlness and d:sclosnre"studles to'develop émpirical tests

. s . hd " v -

of competency,vstudles to improve the consent process' and stud;es
of proxy consent. o
- . ' R
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Comparative Studies —

.o

Ral

'A partiéular psychiatric population's (e.g., schizophrenics)
capacity to consent cannot be properly evaluated without reference

to the capacities of other populatioﬂs, psychiatrically impaired
- ° P
and otherwise. More research is needed which directly compares . ’

different groups on a series of factors ‘including dqcision-making

> » ¢

processes, decision outcomes, cognitive "capacities, and compre-
. ’ , N
hension of disclosed information., Examples of such studies include
< research which would compare (1) patients with diffeging psychiatric

diagnosis, (2) psychiatric patients with medicalnpétients whose
* illnesses involve losses of cognitive functioning (é.g., neurological
and neurosurgical patients, dialysis patients), (3) psychiatric . "

. * *
> ¢ -

pafients with chronic pain patients and otherwise seriously physically -

i1l patients, (4) psychiatric patients with normal volunteers and
‘ §

- (5) psychiatric:pati%pts wifb researchers. In;addition to determining

vhether' these groups differ in their cgpacities to consent, these C

-~

. “studies should exdmine whether the groups differ in their pérsonal,

« moral. or cultural values.

Studies of Voluntariness and Disclosure-

. . In many instances, it is difficult to distinguish issues of

' psychological competen&e from questions of voluntarines$ and the

. effecgsﬁgf Extérnal constraints on.autoﬁohous choice. TFor example; -
it is possible that‘;sychiatric paﬁéents and me@ical.patients do nét
.differ as much in their capacity to cbmprehend information as in

their‘perceptioﬁs'of the conseqé;ﬂceq of refusing consent. Thésg s

aiffering percéptions may - relate fo~ths system’ of involuntary civil

‘commi tment which exists for psychiatric patients, but not for medical
L~ ’ . A
- patients. »In addition, research is needed to examine the effects

- ]

O  of iﬁq&itutionaiizag}gn on the consent proéess,jboth for psychiatric |
ERIC. ™ MR P |
e . . e

o
oy
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populations and for other groups,

!

\
_Issues about competency are also related to questions about.
disclosure. Studies are needed to determine whether “psychiatric

‘patients differ from other peoplé in their information preferences

(how much and what kinds of infé;ﬁation they want to be told), as

well as in their cognitive reactions. to information. In this .
: . N
research, it would be particularly Tnteresting to identify whether &
g g
. ;“J_ s - o

psychiatric patients who are being\zédruited as research subjects
différ from investigators in théir perceptions of the kinds of
Pl = g © "t ' - [}

information that should be exchanged. .,

Studies to Develop Empirical Tésts of Competency to Consent

There was 'substantial difference of opinion as to whether the

field/would be better ser&édﬁbf-simultaneoué exploration of multiple "

- -~ -

(often éonflictjng) tests of competency, or by a more theoretically N

<

. 7
guided research progran in which emphasis is placed on developing an

]

acceptable definition of Cﬁﬁ;ZEency to consent. Practical\cpn§jderations .
. ¢ : . - Vs
~ "argue for validity ?Pd reliability tegting of alternative coppéiency ’ .
sg;Ies. In this context, the issue of prédiqtive.validity was ;uch %
discussed. Screening instruments éesignedvto assess pétients' capacity-

, to understand could be validated agajdst a criterion of actual under- .

standing of disclosed information. . Also discussed was the [question

, . \

of how understanding could best be operationally defined,

»

fhe'capacity to make logicalldeductions froﬁ informatio

A .
.central Ed understanding of the information. - ¢ .
a | v S . -

Studies to Improve the Consent Process .- - . . .
_* In addition to studies to develop tests of/bompetencj'to consent,

- L d
o

. researchers%ieed to evaluate interventions designed to make "incompetent"




-

&

~

\j’ ' “ . ! "r

‘role that family members‘play'in the consent process, whether or not

- individqalsﬁ besides the

abqut the caEaciéiés of p ients may be less central than judgments

patients competent. Education and communication-are cen

capacity to comprehend. More research is needed to delimit the

8

extent to which educational techniques could improve psychiatric

1

abilities to copprehend, and therefore to consent.

\ .

patients' Research

- . .

1so needed to idéntify the coésts associated with such techﬁiques.

TN .
While 1c553y\pg possible with intensive enough instruction to make

~ .
" many or eveh‘moég\pQEients "competent," the;questiggﬂfemains whetﬁfr RPN
the result is w%rzh théxéiggrts. Coéts to the héa}tH care syétem
as well as ;he'diveréion of respurces from the therapeutic enterprise
must be ‘considered. . . i ‘ .
Stuéies of P;oxy Consg££ } Lo ' ' v ,
o b . , V.
AlEhough there has ‘been relatively little research on competéncy

and the capacity to give consent, there has been even less research

on the relgted practice of prdky consent.
A}

identify who best approximates the patient as decision maker under

Research is needed to

differing ci;cumstancés. Research is also needed to determine the

-

kin <

ds of people patients prefer as prcxies and whether or under
4 K -
what circumstances proxies reach different decisions than patients.

=

Relsted to issues about,proxy consent are questions about the

-
. 4 R4

patients ags viewed as competent to consent. Little'is known about

who actually Darticipates in the, dﬁfis1on to consent to research or

H
therapy. To the extent at the decision maklng unit includes other

ient (family and/or-ph§31cian) judgments

o«

about the competency and autonomy of the expanded decision making unit.

- . N
. -

-

Dx. Ruth Faden
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‘New federal regulations to-govern research with human subjeécts supported
- or conducféd by the Department of Health and Human Services were published .

in the Federafl Reglsfer ‘on January 26, 1981 (1) and will go into effecf.on

’

July 27, 1981. -This paper wlll discuss those porfLons of - the reguJaflons
\

Which relate most djrecfly to the critical Issue of Informed consenf.
o ’ - 54 ke ]

Concern about thls process has created one of the maJor.pracflcaI problems

faolno researphglnvesflgafors work!ng with persons&whose ablilty to make

declisions on thelr-own behalf Is nof ascerfained at fhe time of entry Into

consent ‘negotiations. We have developed the phrase "persons of.uncerfaln‘ .

competence" to describe this population. .

i ~

The Department has Intended the regulations to be flexlble enough to

-

meet the need for any safeguards requiréd to accomplish adequate protections

-

for vulnerable human research subjects. WIith respect to the reqilirements

for Informed consent procedures, the .new regulations allow substantial
\

d!screflonary powers to IRBs and encourage adapfaf!on of profecflve measures

>

to suit the needs of lndlvldual protocols.

The~cafegorles_of subjects Identifled as posslb[y "vurneraple" have
been expanded. 'These now fnclude persons with acute or eevere phys!pa{"or.
mental lllness; and persons who are economlcally or educaflonally ‘
d.fsad'vanfaged. (1, at 46.111 (b). |ns+1+uﬂona|§<evrew Boards (IRBs) are

e

‘ aIso caufloned to pay speclal 'attentlon to reseacsh Invofvlng hosplfallzed

‘

- patjents, ofher lnsflfuflonallzed persons or disproprortlionate numbers of

ks
" .- [

‘raclaf’o{ ethnic minorities or persons of jow'éoo!oeponom!c status. (1, p.

‘83782 C,ol-' '“2, Par. 1) O \ . /
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~ elther fr fhe subgecf or ﬁrom fhe subJecf‘ legally authorized.

v« -’ -
S . ' 1687
B -
. , i )

> .
. N AT

Inves?Igefors are requlred to seek consgnt only. under cIrcumsfances .

lfham\mlnlque fhe possIbIIIfy of coercIon or undue Influence and that

prov de prospec?lve subJecfs sufficient oppor unIfy to consider whofher or

& >

not fo parfIpra+e. The Informaron gIven must” be in Ianguage

-

P

A 4

v unders‘randaple %o the subJecI"s (I at 46.116). Consenf must bevobfalned&'

kv
wt

S»

s ?.

Ine when the | nesenfgflve steps In or who th l§;ydlvldual ‘must (or

' repre +aflve.’)No;!fecIaI Insfruchons are glven concernlng:how to
defer p

-~ even mIgth be. Sub\ngs who are adJudIcafed as Ieéa incompetent wili

have an appolnfed legal guardlan. For persons FUNCTIONALLY bufanof legali
g y

4

Incompe‘I‘en:I',h 1. Is usually\jhe mosng' ava’able nex® of kIn.

W

In cases of doubt as hg funcflonal compefency, a common prachce among

researcher Investgafors Is “to defe:mlne fﬁaf the subJega undersfands the .

[
N £

- confenf of fhe cohsen+ form‘ A %reaf Qeal of time ghd effort Is spenf

’desIgnIng and modIfyIng qpnsenf forms to ensure fhatsfhey con+aIn at least ﬁ.’

3

T
the mInImum Informaflon thch subJecfs shouId hé‘% to undersfand\lg order - +o

we fgh for themselves the .pros and .cons, rIsks and beneflfs, of thelr own -
~ o [

parf[elpaflon In the research. ., ( ) - — _

! ‘The new reguIarons requlire ehghf separafe eIemenfs of Inforharom +o

.

( “be- reveaIed and suggest an addIronaI\‘&g eIemenfs "when approprIa+e" (I;

4 :

.a+ 46. 116. "See Appendix)+ ”The "standarfd" for funcflonal competency becomes
h J 'w

- " more A1fficult to meet as the number "5f el ements consIde d necessary for -

nva|]dn|consen+\iic:e3§?s. For thls reason, I%, Is exfremer Imporfanf fhaf

~ fhe new regulafions aIIow IRBs to approve consen+ forms which .do no+

| | ) 2.
dncludg, or whlch aIfer, some or aII of fhe elemenfs offﬁhformgg*co enf/’or -

N %

£ - b

, to approve walver of fhe requremenf to obtaln Informed consenf aIfogefher.;
Se —— ‘ ‘ . . v ~ . -
. -~ - - _ N -
- L M & . d : - ' : i - »
“ » \ [ EN R Y
,'\ -
o, : X /‘7’ ”~ 3

K
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" This will be al lowed only whep: e L. v

. . 1) +he research involves‘no.more fhe minimal risk -

H A . )

S . 2) +he‘waiver or alferafion will not adversely..affect thel
L i R e ) .
IR R righfs and welfare.of the subgecfs. : Coe T

-
- .
[ 4 L

N S fhe research could nof pracftcably be carried ouf wifhoy#

- .- . fhe waﬁver or alteration; Pt , T

AND. " 4) when appropria+e, fhe subJecfs will be provided wifh

LY

addifional, perflnen? information "after parficipa+lon. (1,

-a+46116 (d). , \ : . L0
With respecf fo persons of "uacertaln competence", e. gep persons w!fh

£ '
chronrc or acute menfal dlsabillfles, vlcffms of. 'acéldents, persons being

.+rea+ed with drugs wﬁlch impalr menfal fungtioning, aged %ersons with '

L Y

diminished capacify, or persons of Iimifed intelllgence, fhe DHHS

- L3
.

J..recognizes that individuals possess varyling degrees of Gapaclfy to

: undersfand and +haf a parflcular lndlvldual‘s capaclfy can varx from time to

(. ’

+Ime. Altowance- for alferaflon‘or walver of +he eIements of informeq
) ¢onsenf can serve as a Jusfi#ﬁca?ldn for falloring fhe Smount and complexify,

;.of informaflon to be provlded In fhﬁ consent. process “where pofenflal S

 subJec¢s are 1ike|y to have somewhaf Impalred*or limifed capaciiy tor - o

understahd. Under these. c1rcumsfances, alferafrons .or waivers should '
)

A

7 ",

ou’c "

xfheiﬁpah #easonably be expecféd to underst;nd In order fo maken a

he T

=
P

L LN, . .. JO _..':‘ . v . - e

“only be approved" <o RN T LT g
Y for use With subJecfs who are func*jonaily aNd-#egallyfcompefenf T

e fo glve con&en+ aﬁd 3° f .-*L, S e - ,:

Efﬁb g G T . S
2 gL Tf. fHe purpose I's #o lnsure Thaf fhese‘subJecfs recelve informa+!on Al
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! h ‘
- .
-
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In suchvcases, the |IRB shall Insure that procedures are deve!opec Lo

Y O

sseek consenf from subjects at a time when they can make a reasonable -

o .

Judgmenf, and to deferm!ne that each subject has suf?!c!enf capac!fy‘+o glve

consent." (i, at pgage 8383, col. 2, Par: 1). S .

N

\

° -

NOTE: These lnsfrug*lons are no+ incorporated Into #he body of the

~

regulafions, fhey appear .In the preamble. However, they' can and shouId be

Ry »

adop+ed by IRBs. as;{standard procedure. o “

“

The Impiications of fh!s new po!!cy for psychlatriic research may. be* to
»enable parficfpaflon by subjects who ‘might o#heer%e be cons}dered unl. . to

g!ve a. "valld" consent, If obI!ged to absorb 'each and ‘every one of the

.t Lo
°

‘requlred "elemenfs" The opf!on to taltor- the content and-presenfaf!on of ,
- %v: -
lnforma*lon In oner w0 opf!m!ze the poss!b!lify for persons fo make thelr

own decls!ons shouId enhance the self- respec+ and autonomy of the so- calleq

. - -
.

"menfally d sabled" 4t should also .encourage much needed research b
f Y

avoldlng a reflance upon adversarlial and)"legal!sflc"_procedures In

= ’ R
fhe cQensent process. n B . L

Two questlions lmmedfafely arlse. WaTvers or alteratlons are onIy

| 4 . T «
'aIIowabIe ln‘"mlnimal risk" research with subJec&s who are "funcf!onally
\ —-—
compefenf" whaf quallfles as "m!n!mal risk¥ research? How, by whom, and
Rpe o .
with what criterla shaII defermlnaflons ‘of "funcf!onal compefency" be made?

The flrst® qﬁesf!on ds more easlry addressed, The new regu4a+10ns’

3

defline m!ntmal r!sk research as research In wh!ch..”"fhe n/sks of harm °

‘5Aan+fc1pa+ed are.no* greafer, consider!ng probab!l!fy and/magnlfude, than

those ord!narlly encounfered in dally I!fe or durlng fhe performance §f e
. s / .
rouf!ne phys!cal or psxcholog!cql exam!na*!ens or - fesfs." \(1, a+.46.102) K

. Lo . .
i . - ’ ’ .
. . Aol
- ! ane - . .
e i ) . ’ o ’—" . . ‘r‘ » ‘ ~ N
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or cllent/;(&kzractl+loner wkll promote the therapeutic partnership which

NOTE: "“THE DHHS HAS REWORDED THE FINAL REGULATION T0 REFLECT ITS INTENTTO“ .

TH%T THE RISKS OF HARM ORDINARILY. ENCOUNTERED: IN DAILY -LIFE MEANS TJHOSE - -

-‘RISKS ENCOUNTERED IN THE DAILY LIVES OF THE SUBJECTS OF THE, RESEARCH\"

at P 8373, col. 3, Par 1)}. Thus, an IRB might conslder cerfaln procedures

s -

to ‘be "less tpan minikmal risk" If they do not. Increase the risks to which
the subJec+~ls otherwise exposed ln the course of his or her dally rou+lne.».
s The second quéstion can only be %2§;ered "We don‘+ know" Research
invesflgafors .working with. populafloné fitting the descrlpflve term of

"uncerfa!n compefence" must )egln to quesflon and study thlg problem. The

’,

pracflcal appllcaflons of the knowledge to be generated from sfudles of the

declalon making and consen+ processes extend beyond the, xesearch se++lng.

- -v

Problems emerging From implemenfafionﬁof the rights of lnsflfuflonallzed
psychlafrlc pa+len+s +o refuse freafmenfs witl be addressed +hrough +hesg® \\

enquirLes'as witl problems concernling esfablﬁshmenf of thelt* "voluntary" or

"Involunfary" residency, The searth Jor cause, prevenflon'anw treatmént of

&

S ¢ '
henfal illnesses will be much furthered by attention tfo.these criflcal

: . L
jssues..oEnhancemenf of the communication between subject and Investigator = |

e . #

e 7 . _ . .
the . healing and, research arts require for optim

. L e et T . ®
_ . References . - o . . . .
Tt -fa'., T ~‘“J'Q . ) . - v \ ‘éﬂ
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1. Deparfmenf of Healfh and Human Services, pffice of fhe Secre+ary, Publlc
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‘#ealfh Servlce Human Research Sub}ecfs. ‘Final Regulaf!ons Amendlng Baslc ”'
LR . ‘. a4
+ HHS Pochy “for fhe Profecf!on of Human Research SubJecfs }ederal \ .
. \ ~f
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APPENDIX ~  DHES REGULATIONS 45 CFR 46 Subpart A \
i : e & . i .
g.. INFORMED CONSENT .& SR =
. - 3
A. List of Reqpired Elements: 46.116 (a) - ‘ /) .
> ’\ > — ' ) &'

é

.
L 3 ’ -

"Except asiprovided elsewhere...no jgvestigator may involve a human being

as a subject in research covered by these regulations unless the investigator °
-~ » . -«

-

has obtained the legally effective inform_ed consent of the subject or the
. -subject‘:s'legall¥ authoriz'ed représentative. \ . - ‘

No informed corisent, whether oral or writ'ten, may iﬂclude any exculpatory
language -throug}; whichlthe subject (or the'represc-;nt'ative) is made to waive or

.appear to waive ax;y of the subjectc;s legal rights, or releases or ‘appears to s
. release the investigator, the sponsor, the 'irlstit':ution or its agents from . .
f Y . . - B y : " -
1iabiiity for negligence.” , ' > ’ A e
. ' ’ ! " : .» . o * 4
o ‘ q

‘(". .
~ Except as provided in paragraph C, the following information s;hall be - .

’

J ' ' ‘ T, . . 4,
rovided to each subject: “-. ~ L ) . 2
2 o\ h subj . ‘ , , . .
= . (T " S A
1) A statement that the study involves reseaych ° ) . T,
. . S, . ;.‘ ' }w T T
< an explanation 'of/ the pufiposes of the research . =~ , °~ ‘
v o .. . Yo ' ‘.s \'fl v .
the expectgtf duration of the subje\cf‘:'s part,ic'iyation_ . ) - N
ai description of the “proceduresh to, be followe_d‘_ . . .
b _identification S any procedures which are experimental, ° .
IS ] . T 1 : L » ’ ) - B
. "',.2)‘QA descriptidniof any reasonably fofeséepﬁle risks or discomforts\o the ' -
.l . \ ) 1 .
dubject "\ . : e o
. « s e P ¢ .. .
t " 4 ' . - - * . . . .
U - S e e
S e . _ .
’ "\o;_/’ < | 1 ’ e ‘

< > ’ \ . ., ( ,

[ Xass s A ° 4 { ', ! 181 ’/ . ’ ‘
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3) A description of any benefits to the subjct or to,othezé which may g

s \

reasonably be expected from the research.

‘o

-
.

4) ﬁ disclosure of appropriate alteinétive procedures.or courses of

. \ K] -
’ treatment, if any, that might be advantageous to the subject, >
y - { . . ] ®
N \ o 0. ' .

[ 4

5) A statement aeséribing the extent, if’apy,otb which confidentiality of

~

records fdentifying the subjéct will be maintained.

S 3

.
~

-

- 6) FOR RESEARCH INVOLVINé l;lOliE THAN MINIMJ-\L RISK: An explanation as to
whether any compensation ané an ekéianation'a;_to wﬁethsr any Qeéié&l
» .
treatments are availakle if injﬁry occurs and, if so, .what they conéist
. of, or where further info;mation may be obféineq. X
.. \ .

~

14

-

7) -An explanation of whom to contact. for answers to pertinent questions‘

- . - ]

N e about the research and subjects' rigﬁtd, and whom- to cggtaét in the
S ',. .

event of a research-related iﬂ?uiy to the subject, .
‘ -

o -
L A N

Sl k .
. L,
L}

o

- 4 -8) A 'statement’that participation is voluntar.y, refusal ‘to participate
v Y. : [

0 -~

r

will involve no penalty, or loss of benefits to which the subjec

° * -

Y {s otherwise entitled, and the subject may discdﬁtinue participation ’ v, "
c, at any time without penaiix or-loss of benefits to which the’suh{?gt ,
.. : . nJZe \
is otherwise entitled. = =~ . .\\\ ‘ . . .
“ ) 1 4 T -T . s _ .
? . «
‘\ ‘ . . e 5 ! . 7 . -
- ! N ’ - % . Y] . -.. . ‘
: — N o ’ '




46 1ie6 (b)

v

v -
d

.
)
4

N When appropriate,’%&é;br more of the followidg‘elements of informaticn
. . N ~ a

shall also be provided to each subject:

Wvlfwi statement that the particu;arggreatment or procedure may involve

risks to the subject (or to the embryo or fetus, if the subject is or may @

Become(pregnant) which are currently unforeseeable.

.
A S

2) Anticipated circumstances under which the subject!s participation may

be terminated by the inveétigator without ‘regard to: the. subject's consent.

L \ 2 . +
. .
’ » o1 .

3) Any additional costs to the subject that may result from patticipation

\
3

. in the research.

S
Y

Q)‘%he consequences of a subject's decision to withdraw. from the ‘research
N ] \ N . B . )
° . .

°

and procedures for orderly termination of participation by the subject.
A , ' ‘ — , PR
- - ¢ ¢ e

5) A statement that significant new findings?developed during the course

-

of the research whlch may relate to ‘the subJect's willingnesa to continue

part1c1patlon will be provided to the subject. !

a

.
g, . : .
a ’ .
- -

' 6)-The approximate numberYof éubjégfé involgzd,in the studyL:

- .
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c. ﬁaj.vers and Alteration: 46.116 (c) : ' .
- . ) 7
pe An IRB may approve a consent prog¢edure which doeg not include oxr which

> . .
alters, some or all ofithe elements of informed consent set forth above, OR .,
< » . ¢

WAIVE THE REQUIREMENT TO OBTAIN INFORMED CONSENT prov%ged’the IRB finds and

?* documents that:

-

- v

¢ \ * e !

. ‘ 1) the research is to be conducted for the purpose of demonstrating ox

N @
. v

evaluating i) Federal, state, or local benefit or service programs which are
» el P

not themselves research programs,
- . : . * .

- ' " ii) procedures for obtaining benefits or services under these - ,

‘ - . + .

-
- - «

programs, .
OR iii) p’ssibfe chang'es in or alternatives to these programs ox ) .
< °  procedures; % : ; - R ‘

PRY

the/ reseaxch coul not‘practicably&e ca?Tied out without tl}e waiver /

. os alteration.) . ) ?,
¢ . . ‘ " '
fﬁ“ T . ve : N - * '
. glarge scale"™ behefit and 'services research. y
. N X = P g .
- "The: Department concluded that IRB review of studies of federal, state,
. pa : 5 -

5 "o
or local benefit or servioe programs is.appropriate and desirable, even w;xey :
N ) '\ . . ) . . ) .
°:L3:kmay be impracticable to obtain the informed consent of the subjects.
* o ! i .

-~
«

. . « - . . . )
Therefore, research of this kind will NOT be exempt from IRB reyview or -
7 2 4 ¢ N ! 4 ) . ' g
_approval requirements, BUY an IRB may apprové waiver of some or all of the
B ‘4.{1f'omed consent requirqmenté." ) (FR:46:8383, J.;u:t. {6, 1981) ' /
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OR WHEN: (46.116 (d)

‘ st ' . > .(

- L. -

2) the waiver or alteration
K—‘_-\\\welfare of the subjects;

&

A .

1) The research involves no morekthan minimal risk to subjects;

\

will not -adversely affect the rights and

N
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3) The research could not practicably be Carried out without' the waiver or

4

alterati%p; AND

.

»

'
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4) whengver appropriate, the subJects will be provided with additional
S

pertinent 1nformat1on after participation.

LY

_ D. Documentation of Informed Consent;
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46.117. ¢

- . -

2

A Except as provided 4h paragraph {c), 1nformed consent shall be documented
)
by the use‘ﬁf a written consent form approved by the IRB and signed by the

N sybject or.he subject‘s legally authorized representative. A copy shall be

given to tie person 51gning the form:
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consent’ fornﬁmay & either::
i. PR 4-'~
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consernt required by (the regulations).

-

)

1) a written consent document that .enBqdies the elements

g

of informed

This form may be read to the

-,

.
8

-
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%

subject or the ...legally authorized representative (and) either...
" (shall ‘be given) adequate opportunity to, read it’before (signing),
»’ . . B ’ [}
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2) a "SHORT FORM" written, consent document statiﬁg that the elements .
. " " b -
of informed consent required...have been presented orally to the 5 -~
subjec€ or thez...legally authorized representative. ) .-
" i v
' when this jSHdRT_?OBM) method is.used; there shall be a ) ' I
.Z&: witnéss to the oral‘presentation. ... o R
. ' o *s .. o . R *

»* The IRB shall approve a written summary of what' is to be said to
_._Q .

* A copy of the sunmary shall be

=
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s

che subject or the<;epresentative. v . . -
L)

. : Uega,
»
\
[y

Only the short form itseif is to be signed...However, the witness

shall sign botﬁ‘the short form and a cbpy of the summary. The person

aétually obtaining the consent-shall sign a copy of the summary. / ‘
(4 ; : ¢ a

- N 3

given to the subject or the ! -

representative in addition to'a copy of the short form.
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O E. Waiver of Requirements fox Documentation of Consent: 46.117 (c)’

. ’

An IRB may waive'the requirement for the investigator to obtair® a
! - TR
signed consent form for some or all subjects if it finds either:

1) that the only record linking the subject and s

2

O JEP P

- the research would be the consent documeht and .

the principal risk would be potential harm
resultlng from a breach of confidentiality. Each
®° ’ subject will be asked whether the subject wants-
documehtatation‘linking°tﬁe subject with the

‘ e _'s§::>— research, and the subject's wishes will goverﬁi.‘ ?
» , - . € . ’

:\\izj { 2) that the research presents no more than minimal

g risk of harm to subjects and involves no

. -

: : procedures for which written consent, is normally
- ,) MSE a requirqﬁ outside of the research context.
‘ $a ¢ 7
- ) ‘ .
In cases where the documentation requirement is waived, the IRB may requirae

the investigator tg provide sﬁbjects with a written statement regarding the .
¢ ’l . ) , 4 . \ -
F
. . $
1y . N . \ -~

research. . . .
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. AGENDA -’ WORKSHOP?- ' EMPIRICAL RESEARCH®ON INFORMED CONSENT
WITH SUBJECTS OF UNCERTAIN COMPETENCE ' 178

»

January 12-13, 1981 Conference Room C, Parklawn Building
8:30 AM. Self-Service Coffeer Parklawn Cafeteria

=

©9:00 AM. : : N\
. Welcome and‘introduction to the workshop Nata]ie Reatig, Convening Chair ’ .
) (15 minutes) = - #Jerome Levine, M.D., Chief,
- ‘ o 8 Pharmacologic and Somatic Treatmen;s
‘ . Research Branch, NIMH N
NIMH Reséarch Policy and the Status | | Lorraine TorreszsAssociate Director
of Federal Regulations: Informed . - for Extramural\grograms ‘

* Consent and the "Menta]]y Disabled" . 'NIMH o ..
(15 minutes) S ' S et ‘:;~~ﬂ"--~‘-—
Mental Hea]th Research and ProbTlems=*" ¥ - Louis Wienckowski, Ph.D."

.of Consént and Competence - ° Director, Division of Extramural < /]
(10 minutes) . Research Programs; o, "
' ’ Acting Director, Office of : e i
° Questions (5 minutes) . Extramural PrOJects Review, NIMH Q”l

o

'Prepared papers: WHAT WOULD IT MEAN TG BE COMPETENT ENOUGH TO CONSENT TO .
. ) OR REFUSE PARTICIPATION IN RESEARCH? i

- e ——t— . — - - N o ————— e .

Phi]osdphicai Overview (20 mhnutes) . Bernard Gert," Ph.D.
=-Questjons for clarification (5 - 10 minutes)
Lega] Overview (20 minutes) Lo Alan'M§isel, J.D. -
Questions for ciarification (5 - 10 minutes) ' .
" Psychiatric OVerview . (20 _minutés) - .. Loren Roth, M.D., M.P.H. ..
S o , : Paul Appelbaum, M.D. ' ) -
Questions'?or-ciarification (5 - IO minutes) ‘
- Discussfon - (1 hour) - ° . Moderator Ruth Faden, Ph.D., M.P.H.: .
. < . _— ) » o
LUNCH  Parklawn Cafeteria ¢ ‘ ,
" Prepared paper: -REVIEW OF THE LITERATURE: EMPIRICAL STUDIES ON  ~— = ’
(20 minutesg ' COWPETENCE AND CONSENT. Barbara Stanley, Ph.D. ::>
- \) . o
. °anestigator reports on research in progress' Moderator: Natalie Reatig . S ¢
(1 1/2 hours) . . o - ‘
\ ’ * ' ’ " . « .
.Distussion (1‘hour) - . Moderator: Ruth Faden, Ph.D., M.P.H. / T
6:00 P.M. COCKTAILS AND DINNER Bethesda Marriott Hotel . ¢
a, - " ] * Bello Mondo Restaurant B '
© "ITuesday, January 13 . ] :
78:00 AM. . .
Deve]opingnan agenda for regearch Co-Chairs: Ruth Faden, Ph.D., M.P.H. N !
'8¢ -cussion by the group) ~ Natalie Reatig o, ' co
ERIC o , :
.. s URNMENT APPROXIMATELY 2pM. - . 188
. W ! /)




" WORKSHOP

January 12-13,

"

EMPIRICAL RESEARCH ON INFORMED CONSENT , -
WITH SUBJECTS OF UNCERTAIN COMPETENCE :

- L Phllllppe Cardop, M.D,

1981 Rockvilie, MD,

v}

List of Invited Guests

T T . " Mitcheli B, Balter, Ph.D.

® . Chief, Appliied Therapeutics
ahd Health Practices Program
9C-23 Parklawn Bullding -+

3z Na+lonal lns+l+u+e of Mental Heal+h

- ' Marle Bestul, M.A.
) Mental Health .Services
* S Development Branch ¢ .
11C-09 Parkiawn Bullding
¢ National 1 lns+l+u+e of Menfal Healfh

s

Liewellyn B Blgelow, M D%
Division Director
Wililam A, White Buifding

St. Ellzabeth®s Hospital' . , :

. Washlngfon, D.C. 20032 S

’ . e
.
L 4

v Lyle 8lvens, Ph.D. L
. Acting Director ~ g g
- Divlsior of ExXtramural
Rgsearch Programs
10-1Q05 Parkliawn Bul{dlng

’ ‘ .
~ R

Consu.ltant -~ _. '
Office for Pro+ec4!on from Rasearch
- 22Q9 Parker Avenue ' .
Wheaton, Maryland 20902
J ‘.
Be++y Cooke -
. .Speclal Assistant +o the Assocla+e

- - Direétor for Extramural Programs
17C-26 Papkiawn Bul'lding
National lnstitute .of Mental Heal+h

- ~
.

Rex W. Cowdry, M.D.

- Chie%, Outpatient Un'it

) Bulldlng 10, Room 45239 .
i fNa+lona! 4ns+l+u+e of Mental Heal+h

Coae 18y

Na+lonal lns+l+u+e of Men+al Health

————

Risks

Pl a

s

179 .




»

" Chief,

L.

" Los Angeles, Callfornla

Natlonal
v '

Mary Dewlre,'M.A.,

o

Howard Davis, Ph.D. ‘ "y

Mental Health Services
Developmeént Branch

"11C-17 Parkiawn Butidtng

National Institute -of -Mgptal Health

P
-
LI

J DI
2859 Sltichter Hafl KT <
Un!verslfy of Los Ange s |

at Callifornia :
'9Q024
. i) \" \la~
Fo WI am Dompell, Jr., J.D.

Assis t* Director, Office-for :
Prot§ction: from Research Risks .
Westwoad Bullding, Room 3A-17. RN
Natliona

o .
2 AR

- Joel Goldsteln, Ph:D,
Executlive Secretary .
Basic Soclocultural ReSearch
Revigw Committee , ., 6 ~ -~
9C-26 Parkiawn Bu!ld?ng . i
Institute of Mental Health

[4

b 4

) ’ J -
Robert Goidsteln, M.D. L
R§thlafry Servlce Oﬁ\paflenf 2
. Depdrfmen? ' et
Manhattan VA Medlcal Center -

24th Strieet and” First Ave,

Nev York, New York 10010 .

MD. ’a A

*Fred .Géodwin,
.Chief, Llinlcal Psychoblology Branch
‘Bulldlng 10, Roon 45239 .
Natlona}’ lnsfPfufe of Mental Healfh
%

o .

M!chelle Harvey

* Deputy. Assoc!ate Adm!nls+rafor for -

Extramurafl Programs Lt .
13-105 Parkhawn‘Bulldlng

Afcohol, -Drdg Abuse and Men@al Healfh
Admln;dfrafIOn .
' . - R )
Nancy Klng, *JaD.. . .

‘ Kennédynlosflfufe“of Ethlcs

" Georgetown Unlversity
' Washlngfon, D. C

20057 1y

Institutes of Health ° °

g

3

hd 5

o




. - ~ Andrew Lautin, M.,D/ . - oA
T . Department of Pdychlatry s A\ .
/~~ New York Unliversl ’ LA T .
S . Medical Center ar .
. 550..FIrst Avenue - . A '] _— .
. o New York, New York 10010 ' L

a LT P : T -

Jolyce Lazar, Ph.,D. ) ' C o _ . e
| N ' . Chief, Baslic and Applli®d Soclal C )
: Sclences Research Section . T “ L
T T 10€-17 Parkiawn Buliding - . T =
: .- - Natlonal Institute of Mental Health"

-~

fed
[
-

: . . Jerome Levine, M.,D, < . >

o s Chief, Pharmacologlic and Somatic ' )
. . . L . Trgatments Research Branch . . .
oo v ° 10-C-06 Parklawn Bullding e T
- Natlonal Institute _of Mental Heatfh R '

s @ \
@ o . L3 s
) . . o . \ »
. . i . N
’ . . L] ) -
)

SR hn Richard Marcus, Ph,D.
- | . "% + Executhve Secretary
o . ot Treatment Development and Assessmen+ S~ -

O \ Research Review Committee _ ; ~

L L 9C-24 Parklawn Bullding SN
e ;'\\K 'Naflonal institute "of Mental Health e =
. ' i g .o !

L W '

, T s Shl;lle Margolles, Ph.D. . L
. - s .  Executlve Secretary ' .
;. , : . ,”;Epldemﬁolpglc and Servlces Research .
C e "SRR Review Committ J .
- Ce T .+%C-18 Park|awn Bulldlng : :
‘w v Naflonal Ins*lfute ot Men+a| ealth

i - P ) » N v - \ . — "
. N b . “, - " . 4 . .

> S Chacles R. MacKay, PhoD, - o AR,

I © _Deputy Director . ' -,

. 0ffide for Protectlon from
. .Research Rlsks b

~

50

. -~ e . Westwood Bulltling, 3A-18 - .
A ‘ \ o Na*idnal lnsflfu*es of Health .

- . i
PN IO > 4 ) ° e . -
% b

. ) &
T : L " ‘Charles R.- McCarthy, Ph.D.
. . A T Director gﬁ N
PO o , Offlice for Pro#bcfloh ffom Research
e e .ot . Westwood Bullding, B3A-18

R A - Natlonal lInstitutes ef Health




rbara Mishkin, M.A.
epwty Director for Policy Studies
wPresident's Commission for the Study .
"of Ethical.Problems In Medicine and
Biomedical and Behavioral Research
2000 K Street, N.,W., Sulte 555
,Washington, D.C. 20006

+

Donna Parratt, J.D. 2
Law and Men+al Health Specliallist
0fflice of Program Development

and Assessment
5 17C-17 Parklawn Bullding
" 'Natlonal Institute of Mental Health

> ‘\ ;

Nancy PaSChatl, Ph.D. .

Assistant Chief

Patient Rights and
Advocacy Section

Men+a| Health Services
"Development Branch

11C-03 Parklawn Bullding

Natjonal Institute of Mental Health

-

John C. Petricclianl, Ph.D.’
Assistant Director For Clinlical
Research, Bureau of Riologics
Food gnd D;ug A ministration

8800 Rockville Plke ‘
Bethesda, MQ%ganﬁ' 20205

Geanb’Rhodés - ‘
Michlgan Department of Mental Health
" Lewls Cass BuwIding

Lansing, Michigan 48926

Leslie Scallett, J.DV.

Mental Health Law Project

Sulte 300

1220' 19th "Street; N.W. .°.. |

Washlington, D.C. 20036 ’
o . ~’

Saleem A. Shah, Ph.D. ‘

Chlef, Center for Studles of Crime

and Ded Inquency
.7-103 Parklawn Bullding V

o

" National Ins*l*u*e of Mental Hea|+h

]




Frank Sullivan, Ph.D. "
Executive Director
Research Advisory Group
17C-05 Parkiawn Bulliding
National iInstitute of MentaIﬁHea|+h

L Y

1y

i f
Lorraine Torres

Assoclate Director for
Extramurai Programs
17C~26 Parklawn Bullding
Natlional Institute of Mental Health

Lois Welthorn, Ph.D. ‘
Natlional Assocliation for Mental' Health
1800 N. Tenth Street

Ariington, Virginta 22209

‘
-

Louls A. Wienckowski, Ph.D.

Acting Director

. Ofifice of Extramural ProJec+ Review
9-103 Parklawn Bullding

Na+|ona| Lgs+1+u+e of Mental Health.

Wililam WInsIade, J.D., Ph,D.
. 10362 _Lorenzo Drive
Los Angelés, Callfornia . 90064




