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"informed consent' has

Within the past few years the notion of
been a f{requently discussed topic whenever physicians and lawyers meet.
Some discussion of informed consent has appeared in most every leading
medical and legal journal and no combincd wedico-legal forum has been
complete without some discussion of the topic. One would hope that
with all of the attention given to the subject, any problems would be
readily resolved. But to my mind, thé more the subject is discussed,
the deeper and more painfu; the wound is becoming. The problem has
recached the point where certain types of medical rescarch are in danger
of coming to a grinding halt.

The law relating to clinical investigalion is just mow beginning
to develop., The courts have yet to consider the problems of informed
conscent to rescearch procedures, Statutes arc presently being cousidered
by at least {wo states, partly because of the uncertainty of the case law,
To date all that the rescarcher has bto guide him are analogies drawn
from cascs invelving consent to medical and surgical procedures, a feow
administrative regulations which do not deal with liability and the
various medical codes of ethics.

OQur thinlking today as cspoused in the various codes of wmedical cthics,
still reflects the horror of the criminal medical experiments carried out
in Germany during World Wax II, The first principle of permissiblc medical
experiments, outlined in the Furcwbeyz Code states that:

"The voluntary consenlL of a human subject is absolutely
essential. This weans that the persen involved should have legal

capacity to giverconscent; should be so situated as to be able to
excrcisce free power of choice, without the intervention of any element



of force, fraud, deceit, duress, overveaching, or ulterior forwm of

constrainl or cocrcion; and should have sufficient knowledge and com-
prchension of the clewents of the subject matter involved as to cnable
him to male an understanding and an enlightened decisien. This latter
element regquires that belore the acceptance of an affirwmative decigion
by the experimental subject there should be made known Lo him the nature,
duration, and purpose of the cxperiment; the method and the means by '
which it is to be conducted; all inconveniences and hazards reasonably to
be expected; and the cifects upon his health or person which may possibly
come from his participation in the experiment. The duty and responsi-
bility for ascertaining the quality of the consent rests upon each indi-
vidual who initiates, directs, or engages in the experiment. It is a

personal duty and respousibility which may not be delegated to anolher
. v . Ll
with impunity." 1

As carly as 1946, the Heuse of Delegates of the American Medical
Associalion agreed thal experiments on humau beings, in order to conform
to the principle of medical cthics of the American Medical Association,
must satisfy three requircments: (1) the voluntary consent must be
ebtained from the person on whom the experiment is to be porférmed; (2)
the danper of each experiwent muct have been investigated previously by
means of animal experimentation; and (3) the experiment must be performed
under proper medical proteclion and maragement,

This set of guidelines was breoad cnough to allow medical research
to proceed as it had been in the United States and was scemingly acceptable
to everyone at the time. 1t vory notably required consent of the subject
but did not demanlwritten consent.

Twenty years later, on Nevewber 30, 1966, Lhc House of Delegates of

the Amcrican Medical Association expanded their set of ethical guidelines,

1 - The Nuremberg Code, United States v Karl Brandt et al, as printed in
Law for the Pliysician by Carl Erwin Waswuth, M,D., LLB, Lea and
Febiger, Philadelphia, 1966, p 304,
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The new guidelines contained the following provis.ions:

In clinical investigation primarily for treabwment -

A,

The physician must recognize that the physician-patient
relationship exists and that he is expected to excrcise
his professional judgement and skill in the best intercst
of the patient.

Voluntary consent must be obtained frow the patient, or
{rom his legally authorized representative if the patient
lacks the capacity tocconsent, following:

(a} disclosure that the physician plans to use an investi-
gational drug or experimental procedurc,

{b) a reasonable cxplanation of the nature ol the drug or
procedure to be used, risks to be expected, and possible

therapeutic benefits, .

(c) an offexr to answer any inquiries concerning the drug
or procedure, and,

{(d) a disclosurc of alternalive drugs or proccdures that
may be avilable.

1. In cxceptional circumstancces and to the extent

that disclosure of information concerning the nature of the

drug or experimental procedurc or risks would be
expected to materially affect the health of the
patient and would be detrimental to his best interests,
such information may be withheld from the patient. In
such circumstances such information shall be disclosed
to a responsible relative or friend of the patient
where possible,

2. Ordinarily, a consent should be in writing, except
vhere the physician deems it necessary to rely upon
consent in other than written form because of the
phiysical or emctional state of rthe patient.

3. Where ecmergency treatment is necessary and the
patient is incapable of giving consent and no one is
available who has authority to act on his behalf, con-
scnt is assumed,
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In clinical iavestigation primarily [or the accumulation of

scicentific knowledee -

A,

D.

Adequale safeguards must be provided for the welfare,
safety and comfort ol the subject.

Consent, in writing, should be obtaimed from the subject,
or from his legally authorized representative if the sul-
jeet lacks the capacity Lo consent, following:

(a) a disclosure of the [act that an investigational drug

or procedure is to be uscd,
§

(b) a rcasonable explanation of the nature of the procedure
to be used and risks to be expected, and

(c) an offer to answer any inquiries concerning the drug
or procedure,

Minoxs or mentally incompetent persons may be used as sub-
jects only if:

(a) the nature of the investigation is such that mentally
competent adults would nol be suitable subjects.

(b) comsent, in writing,is given by a legally authorized
representative of the subject under circumstances in which
an informed and prudent adult would reasonably be expected
te volunteer himself or his child as a subjecl.

No person may be used as a subject against his will.

This new code endarscd the ethical principles set forth in the 1904

Deelaration of Helsinki of the World Medical Association, concerning

human experimentation. The latest code recognized the difference botween

paticents as the objects of ¢linical rescarch, primarily for treatment or

benefit, and subjects as the objects of c¢linical investigation, primarily

for the accumulation of scientific knowledge. Written consent is re-

quired of the latter group in all cases.

4
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The Fedcral ¥ood, Drug, and Coswmetic Act, as well as the Kefauver-
Harris amenduwents of 1962 dealing with drug testing, had not required
written consent. On August 24, 1966, Dr. James L. Goddard, Commissioncr
of the Food and Drug Adwinistration, issued a now statement of policy
regarding consent for the use of investigational new drugs on huwans.
The FDA'a statement of policy declared:

Pursuant to the provisiods of the Federal Food, Drug and Cosmetic
Act (secs. 505(i), 701(a), 52 Stat., 1053, as amended, 1055; 21
U.5.C., 355(i), 371(a), and under the authority delegated to the
Commissioner of Food and Drugs by the Sccretary of Health, Edu-
cation, and Welfare (21 CFR 2.120; 31 F.R, 3008), Part 130 is
amended by adding therelto a now statement of policy, as follows:

130.37 Consent for use of investigational new drugs on humans;
statement of policy.

. (a} Secction 505(i) of the act provides that regulations

i on use of investigation new drugs on human beings shall impose
the condition that investigators "obtain the consent of such
human beings or their roprescntatives, except where they deem
it not feasible or, in their proefessional judgement, contrary
to the best intercst of such human beings."

(b} 7This means that the consent of such human beings

(or the consent of their representabtives) to whom investiga-
tional drugs arc administered primazily for the accumulation
of scientific knowledge, for such purpose as studying drug
behavior, body processes, or the coursc of a discase, must
be obtained in all cases and, in all but exccpticnal cases,
the consent of paticuntg under treatment with investigational
drugs must be obtained.

(c} "Undexr txeatuent" applies when the administration of
the investipational drug for either diagnestic ov therapeutic
purposcs constitutes responsible medical judgement, taking
into account the availability of other remedies or drugs and
the individual circumstances periaining to the person to whom
the investigational drug is te be administered,



(d) "Exceptional cases," as used in paragraph (b) of

this scction, which exceoptions are to be strictly applied,

are cages wherc it is not feasible to obiain the patient's
congent or the consent of his veprescntative, or where, as

a matter of prefessional judgement excreised in the best
interest of a particular paticnt under the investigator's
care, it would be contrary La that patient's welfare to obtain
his consent.

(e) "Patient" means a person under treatment,

(f) "Not feasible"” is limited to cascs where the investi-
gator is not capable of obtaining consent because of inability
to communicnte with the paticont or his representative; for
example, where the patient is in a coma or is otherwise in-
capable of giving informed consent, his representative cannot
be reached, and it is iwpervative to administer the drug without
delay,

(g) '"Contrary to the best intervests ol such human beings"
applics when the communication of information to cobtain consent
would seriously affcct the patient's diseasc status and the
physician has excrcised & professicnal judgement that under the
particular civcumstances of this patient's case, the patient's
best intcrests would suffer if comsent were sought.

(h) "Conscnt" or "informed consent" means that the person
involved has legal capacity to give consent, is so situated
as Lo be able to exercise free power of choice, and is provided
with a fair cxplanation of all waterial information concerning
the administration of the investigational drug or his possible
use as a control, as to enable him te make an understandiag
decision as Lo his willingness to receive said investigational
drug. This latter clement requires that before the acceptance
of an aff{irmative decision by such person the investigator should
make known to him the nature, duration, and purpose of the ad-
ministration of said investigational drug; the method and means
by which it is to be administered; all incouvenicnces and
hazards rcasonably to be expected, including the fact, wherc
applicable, that the pexson may be used as a control; the
existence of alternative forms of therapy, Lf any; and the
effects upon his health or person that may possibly come Irom
the administration of the investigatiomal drug. Said patjent's
conscent shall be obtained in writing by the investigator,

2 Tederal Registet Doc 66-9407; Filed, August 29, 1966, 8:46 a.m,
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The August 1966 ruling stirvred up a {lurry of opposition which
ultimetely led to the FDA's easing the requirewsnt that investigators
must ohtain the written consent of patients who aie being given experi-
mental drugs.,

Under the newest regulation, in Phase 3 investigations, the last
step prior to general marketing of a drug, subject to FDA approval,
physicians are given sowe latitude insdetermining whether written con-
sent 1s obtained or whether oral conscnt will be all that is sought.
The investigator is given the responsibility to determine when it is
necessary or preferable teo obtain consent in other than written form,

¢+

The investigator cawn unow take inte consideration the physical and mental

state of the patient, but a minimum of oral consent is required at all times.

Written consent is still demanded in Phase 1 and Phase 2 investigations
except in those few exceptional cases wherg written conseat is not
feasible or is contrary to thc patient's best intercsts.

This is where the researcher stands today. He is at least morally

bound by the FDA recgulations and medical ethics.3 Obviously, neither

3 There is no statutory sanction against the rescarcher who violates

the Food and Drug Administration Regulations on drug testing. This, of
course, does not mean that the researcher is immune from civil suit for
the consequences of his acts, It merely means that the regulations arc
aimed at the improper use of the drugs and could result in the drug not

being marketable and the researcher being precluded from further clinical

trials.
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the FDA regulations nor the medical codes of cthics vecognize these

instances where any kind of consent would invalidale the study. The

regulation was not meant to cover vaccine trials, although I den't

mean to imply that vaccines arc the only drugs which are hurt by such

a regulation when it is applied inappropriately. Thosc exceptions where

writlen conscent need not be obtained under the FDA regulation apply only

to instances where the patient is in a coma and cannot respond or where

his well-being may be jeepardized by insisting on written conscnt. There ‘
is at present no cxception which would allow use of a drug without con-
sent in those cases vhere the subjectg lnowledge would invalidate the
study.

Having considered the present status of inforwmed consent in the .
United States, we wight glance at the evelution of the concept in our
law.

It is a basic principle in our society that every man has the funda-
mental vight to the physical sccurity and integrity of his body and that
this right is inviolate, This is well known law and we necd not labor
the point nor build up an appearance of eruditign in this paper with
encyclopedic citations upoa points which no onc disputes.

The source of much of ocur law, the coumon law, has long recognized
that one of the basic rights of all persons is the right to be frxee from
the intentional touching of ones own body.

The 1905 case of lMohr v Williams4 is oft quoted as the leading Unitcd

States case in the” arca of informed conscnt. This casc serves to point

4 Mohr v Williams, 95 Minn 263, 104 N.W. 17 (1905)
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out some of the reasovos for today's critical problem. In the Mehr
casc the Supreme Court of Minnescota stuted:

"Under a frec government, at least, the frece citizen's [irst

and greatest right, which underlies all others - the right to
the inviolability of his peyson; in other words, the right to
himsel{ - is the subject of universal acquicscence, and this
right nccessarily forbids a physician or surgeon, however,
skillful or eminent, who has been asked to examine, diagnose,
advisc, and prescribe Lo violate, without permission, the

bodily integrity of his patient by a major or capital cperation,
placing him under the anesthetic for that purpose, and eperating
upon him without his consent and knowledge. The patient must be
the final arbiter as to whether he will take his chance with the
operation, or take his chances of living without it, Such is the
natural right of the individual, which the law recognizes as a
legal one. Counsent, therefore, of an individu2l, must be cither
expressly or impliedly given before a surgeon may hove the right
to operate.”

Mohr v Williaws involved the preblem of consent to a surgical
procedure, Most of the early cases considering consent probleuws were
cases involving surgery. Our law, however, provides that consent to
any medical treatment, surgical or nonsurgical, is required.5 There
are marked differences between informed consent for surgery, informed
consent for medical treatment and informed consent for medical rescarnch.

But we have no case law to daite which recognizes that differcnces do

exist.6

5 Mims v Boland, 110 GA App 477, 138 S.E. 2d 902 (19564)
6 To further complicate the picture there is a difference between con-
sent to a tested, proven and accepted procedure to cure a defect and
consenl to an experimental procedure to curc a defect. But the biggest
problem lies in conscnt to being a human guinca pig where cither no
benefit or questionable bencfit is expected. An cxample of the former
would be injecting cancer cells into a healthy volunteer. An example of
the latter would be giving an expevimental vaccine to a volunteer,
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Some of the differences exist because the legal obligation of the
physician researchey varies with the status of the subjcet of the re-
search. If the subject of the procedure is a patient, whe conscents to
the procedure for his own expected bencfit, it is probable that his
informed conscnt would foreclose any liability based om lack of consent.
But if the procedurc is designed solely to increase mudical knowledge,
without the expectation of any benefit to the subject, his own informed
consent may not be sufficient te bar any claims of his dependents if the
subject igs injured in the procedure and the injury interferes with the
subject's duties te his dependents. In such a gasc the researcher may
nead thg informed couscnt ¢l cveryone concerncd.

Where the object of the experimental procedure is a patient who
expects benefit from the procedure, it is not necessary to increase the
danger of the procedure by unnccessarily alarming the patient. In this
sitvation a lesser degree of information wauld be compatible with in-
formed consent. @Qn the other hand, where the object, of the experimental
procedure is a voluntary subject, expecting no bencfit from the procedure,
cther than perhaps financial, complete disclosure of all known risks must
be made in order to obtain an informed consent.

The cases were litipated and the ethical guidelines were composed
with a mind toward clarjifying the problem of informed comsent for surgery.
As a result they are wore than inadequate, They are hampering cother arcas
of wedical progycss! “heir presence on the books, coupled with the

ahsence of similar cases dealing with conscent to research procedures, has

10
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led lawyers to interpret the existing laws across the board to all forus
of medicine and surgery. Thysicians siwmilarly have viewoed the existing
regulations aund applied them to arcas they were not meant to cover.

This is not to eriticize physicians or their lawyer advisors. They
have had good rcason to '"play it safe' in the light of today's suit prone
socicty., This is espccially truc since a suit for assault and battery
based on a failure to obtain informed ‘conscnt is alwost indefensible cow-
pared to the negligence suit where the defendant at least has a fighting
chance.’

At the AMA National Medicolegal Symposium in Miami, Florida, in 1963,
it was predicted that medical progress would suffer if our ideas ol in-

formed consent did not change., In my limited expericrce in elinical

rescarcl, I have found the 15963 prediction to be very correct, If Lhe

b
ol "

problem were not' bad cnough to merely wmisapply the law covering surgical
consent to areas of medical rescarch, it is compounded by the fact that
there is no clear, uniform concept of informed consent even for surgery.

The cases should have promoted a uniform rule in at least this onc ayea!l

7 A suit for assault and battery is less dcfensible because damages neced
not be proven by the plaintiff. Damages arc presumed in assault and
battery cases, but not in negligence actions, Even if a patient benefits
from treatment he may be able to collect punitive damages.

Another differcnce between a negligence action and an assault and
battery action is that different proof may be required. Furthermore,
the physicians professional liability insurance contract usually excludes
assault and battery. Also, the applicable statute of limitations may be
longer for assault and battery actions than for negligence actions. The
confusion between purc assault and battery and some medical malpractice
cases is beyond the scope of this paper.

11



It bas been suggested that informed consenl is adequate when the
patient understands (1) the nature of Lis condition, (2} the naturc of
the proposed treatment or procedurce, (3) the alternatives to such course
of action, (4) the risks involved in both the proposed and the alternative
procedures, and (5) the relative chances of success or f[ailure of the
proposed and alternative procedurces.

The cxiteria of some courts is not as reasonablc as that of the above
suggestion. It is impossible to adequately pre-inform by some courts
standards and may not even be possible by the above suggested criteria,
Very recent studices carried out by investigators in the Department of
Psychiatry at the Unlversity of Wisconsin Mcdical School and by others
at the University of Missouri School of Medicine indicate that our ideas
of obgaiuing truly inforwmod consent, by any criteria, are groundless,
Thesc studiecs indicate thal neo matter how intensc the cfforls arce to
make the nature of the procedurcs c¢lear and comprehensible to the sub-
jects, those who volunteer and sign the "informed consent" document have
no moxre understanding of the threat to human life of the procedurces than
those who refuse to participate.s

Seme courts have stated that the physicians obligation to obtain
informed consent would be satisfied by thc.type of disclosure that a

. . . 9 P
reasonable physician would make under like circumstances. The decision

8 TFellner, C. N. and Marshall, J.R., Twclve Kidney Donors, JAMA 206:

2703-7, 16 Dee 68,

.. Martin, D. C., Arnoid, J.D., Zimmcrmin, T.F. and Rickart, R.H. Human
Subjects in Clinical Reseavch - A Report of Three Stwlics, New England

Journal of Medicine, 279:1426-31, 26 Dec 68,

9 NWatonson v Kline, 350 I' 24 1093, Affirwed on rehearing, 354 P 2d 670

(Kansas 1950)

12



in the Nathanson casc has been duterpretoed to mean "yeasonable disclosure™
and not "reasonable physician" by other courts.,

What is a rcasonable disclosurce? In determining what to disclose
can the physician take into consideration the patient's heart; his mental
state; whether the risks are very great or merely remote possibilities;
and whether disclosure of all the risks might jecopardize the proposed
treatments' chance of success? A few cascs have held that where the de-
grec of risk is very minimal no warning nced be giveu.lo But it is a lay
decision whether "reasonable" disclosure was made and cxpert tcstimony from
physicians 15 not required according te the views of one court.ll I feel
this aspect of the decision in the previous casc 1s unsound. Certainly,
a lay person is not cowmpetent te describe the procedure ot discuss the
prebable consequences. In Aiken w Clary12 the court rejected the dicta
of the earlicr Missouni case of Mitchell v Robinson, The court in the
Aiken case distinguished the Mitchell ease as a situation where the con-
tention was held by the plaintiff that no disclosure was made. This was
a fact question which the jury could handle without the aid of expert

medical testimony, but the casc is still subject to controversy. The

language of the court was such that it could be interpreted to mean that

10 Yeates v Harms, 393 P 2d 982 (Kan 1964)
.. Valentine v Kaiser Foundation Hospitals, 15 Cal Rptr 26 (1961)
11 Mitchell v Robimgon, 334 S.,W. 2d 11, (¥Mo 1950)

12 Aiken v Clary, 396 S.W. 2d 668 (Mo 1965)

13



it is a jury question whelhey any disclosure was made aL all, but algo
that the jur; is povwilted Lo yesoive conflicte of lay testimony con-
cerning whether in a given case it is negligent not to disclose. In
Govin v Hunterl3 rthe custom of the medical profession to warn had to be
established by expert medical testimony. This seems to me to be the
better view.

The more .progressive couvts have taken the enlightened view that
the physician does not have to disclose every imaginative oxr speculative
element that might go into making up the risk. In the Patrick cese14,
the court said "A doctor docs not have to inform a patient of all the
risks involved in an operation but may as is frequently done, tailor

r
his warping to the particular patient." The requirewents of other
courts ére too vague to characterize, As was stated previously, there ’ L.
is no uniferm concept of how wuch disclosure is necessary to result in
a consent being "informed.”

Other courts have also recently rvecognized the therapeutic

limitation of disclosure. In Watson v Clutt‘.15 the court yecognized
. P
that the physician’s primary duty is to do(&?at what yis best for

the patient and any conflict between this duty and that of a fright-
ening disclosure ordinarily should be resolved in favor of the
primary duty. In the same year another court in an adjoining state
arrived at a similar conclusion. They rccognized that explaining every

conceivable risk could easily result in alarwing a paticnt who

is already unduly apprehensive and who may, as a result, refuse the

13 Govin v Hunter, 374 P2d 421 (Wyo 19(2)
14 Patrick v Sedwick, 351 P 2d 453 {(Alaska 1964)
15 Watson v Clutt, 136 S.E. 2d 617 (N.C. 1964)

14



treatment when there is in reality little risk., The couwrt alsa
recognized that the risk can actually be increased by reason of the
16

psychological result of increcascd fear,

In the Govin case, cited previously, the court recognized that
it is a matter of medical judgement how the physician discharges
his obligations. But the distressing concept which pervades allof the cases
to date, 1is tﬁat whatever discretion the physician uses, it must be
consistent wilh the full disclosure neéessary for an informed consent.

The crisis facing mcdical rescarchers today is that very often it is
not pessible to attempt toe obtain any scamblance of informc?&onsent without
jeopardizing the results of the study. This problem is more critical
in some arecas of medical research than in others. There is‘ccrtainly
more than one type of situation where obtaining informed comscnt is not
practicéblc but if I can adequatcly iilustrate one case my Point will
be made.

For purposes of illustration let us counsidexr the hypothetical
vaccine we will call Preparation . The developors of Preparation
K feel that it will wipe out the dreaded discase we will call the
Singapore Krud. Preparation K has been exhaustivcly tested in
laboratory animals and in the human developers of the drug and is
believed to be free of untoward side effects. The Singapove Krud
is characterized by headacthe, malaise, anorexia, low grade fever,

loss of appetitec and sometimes a mild, unproductive cough. The

16 Ball v Mallinkrodt Chemical Works et al, 381 S.W. 2d 563 (Tenn 1964)

Salpo v Leland étanford, Jr University, BPoard of Truslecs,
317 P 24 170, 154 Cal App 2D 560 (1957)

..

.. Roberts v Weed, 206 ¥ Supp 579 (Ala 1962}



symptom compleil in adults rescembles very closcly the common cold.
6

It is hoped that Preparation K will be an effective vaccinc
because the Krud is a major killer of young children. The state
hecalth commissioner in the state of Backward is anxious to add this
vaccine to the preschool immunizations becausc he cexpects the Krud to
have a peak epidemic yrar in 1971,

The path leading to the eventual marketing of Preparation K
has been an easy onc to date. It has mercly required many long years
of research in the medical laboratory and huge sums of money.

At this point the developers reach their first major stumbliné block.
Case law in the state of Backward demand that informed consent be
&+
given for all forms of medical treatment. Legal counsel for the state
adviscs £he researchers to closely adhere to the law because the citizens
17
of the state are very suit conscious.

The researchers decide to scrap the entire vaccine because they
know from their past experience in drug testing, that a statistically
valid study designed to test the effectiveness of Preparation K ceuld
never be carried out in the state of Backward. Experienced public
health workers are wvery much aware of the fact that diseasec reporting is

markedly influcnced by the subjects psychological f{rame of mind.

In order to perform their study the researchers would have Lo

17 In deciding whether to go ahecad with the project the researchers
were aware of the absolute lisbility placed on the vaccine
manufacturer in the vecent case of Timnmerholm v Parke-Devis and Co.,
decided by the United States District Court for the Southern District
of New York. A similar rccent case was Davis v Wyeth Laboratories,
Inc and American llome Products Corp, No 20, 995, United States Court
of Appeals for the Ninth Circuit., (Petition of rehearing denied)
it is doubtful that this liability can be waived by any form of

disciaimer.
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depend on the yeported inmcidence of the disease gince they don't
have enough dectors to go arcund and cxamine everyone who developes
a symptom which might be part of the ¥yud. If a sample population
is given Preparation K, and in order to obtain inforued consent
are told that it is a vaccine designed to protect against the
Singaporc Krud, the reported incidence of Singapore Krud in the
vaccinated population will be very low, tending to indicate that
the vaccine is indeced effective., It will be a falsely low inci-
dence simply because the vaccinces want the vaccine to be an effec-
tive one. Without conscicusly being aware of their wmotives they
will pass off any minor symptoms of the Krud as mercly being a
slipght cold, (Remcmber, many of the symptoms of the Krud and the
common cold are identical).

Similarly, the grouvp that is noi vaccinated or is given a shot
of sterile water (after being told that it is sterile water becausc of
the informed consent requircment) will categorize many symptoms of
the common cold as being the Krud and there will be a very high
apparent incidence of the Krud in the control group. This alse
would inaccurately characterize the vaccines effectiveness, TFor
these reasons the researchers decide to abandon the project.

But the Mayor of the city of Retarded in the state of Backward
wanls to save the project and have his citizens immunized. He feels
that the letter of the law can be complied with by sccking voluntecrs
who will agree to take either the vacclne or a placebo. He fecls

that many of his citizens would volwatecr for the project and would
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agree to take whatever is given them, without their knowing whether
they reci0vc& the vaccine or waterx.

The Mayor's suggestion is unacceptable to the researchers for
several reasons. In order to validly test the vaccine it is important
that the study population be evenly distributed in the total population
at risk, and that the natural spread of the diseasc not be interfered
with during the course of the study. The Mayer cannot guarantee that
the voluntecrs will be evenly distributed and equaliy at risk with the
rest of the population. Most of the volunteers might come frowm the
German section of the city. There may be none from the Chincse
scetion of town. If the discase has a high attack rate in the Chinese
sector and a low attack rate in the German scctor during the course of
the study all will have been wasted. There are many reasons why a
diseage might skip one segmwent of a population, and if that segment
is the study group the researchers may as well have spent their time
fishing.

Another reason why the mayor's suggestion is unacceptable is
duc to the very low incidence of the Krud in nonepidemic years. In
order to conduct a staltistically valid study, many thousands of subjects
need to be included in the study group. Fewer'subjects would be nccessﬁry
if a high risk group could be immunizcd.

Children are a high risk group but minors can not give informed
consent until they bhave reached their majority or some age closc to

their majority. The population of the city of Retarded is not large enough
to support the study if minors are excluded. This rcason alone is not
enough to abandon thc project, but it will take years instead of months to

evaluate the vaccine under these conditions. It certainly will not be
ready in time for the ecxpected 1971 peak cpidewic.
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Ordinarily a medical procedure should not be performed

on a minor without the consent of the winer's parent or legal guardian
except in an emergency where the patient's life is endangered by the
del 18 o . X - .

elay. Onc court has implied that legal cifect should be given to the
consent of minors where the minors are mature enough to comprehiend the

i3

nature of the procedure and the risks invelved, But the minors consent

is not wvalid unless the procedure is inteanded to be of therapeutic benefit
to him.20 5

Additional problewms arise with regard to whether or not valid con-
sent can be given by cwancipaied minors. Thesc problems exist because
there is no clear uniformity among the stalcs ag to who is deemed a
minor, or what constitutes cmancipation, or the legal effect of emanci-
pation on the giving of consent to medical treatment. It is possible
that the consent of an 18-ycar old wife way be necessary in order to
perform a medical procedure on her 20-ycar old husband in some statces.

As mentioned previously , if there is no expected benefit to the subject
in a rescarch procedure, it may be necessary to obtain the conscnt of
even his dependent children.

In the case of medical experimentation rather than treatment it is
of questionable legality to use children; even if the parent ox guardian
consents. It would certaianly be advisable to obtain the counsent of the
minor as well asz the parent if a child of more than tender ycars is going

to be & clinical subject. By analogy, since a husband has no inhereunt

18 Zoski v Gaines, 217 Mich 1, 206 N.W. 99 (1935
Jackovach v Yocom, 212 Towa 914, 237 N.W. 444 (1931
Tabor v Scobee, 254 S.W. 2d 474 (KY 1951)

19 lacey v Laird, 160 Ohio 12, 139 N.E. 2a 25 (19506)
Bakker v Welsh, 144 Mich 632, 108 N.W. 94 (1906)

20 Bonner v Moran, 126 F 2d 121 (D.C. Cir., 1941)
Pratt v Davis, 224 I11 300, 79 N.E. 5062 {1900)




authority to consent to a dangerous cperation on his wife witheout hoer
conscnt, the same would probably hiold true in the case of a minor of
wmore than tendey yeays. Parents have always had the obligation to act
in the best interests of their children. Voluntcering a child for
participation in a rescarch study is hardly in thic best intercsts of
the child unless the child is a palient and can reascnably expect some
benefit from the procedure. . ;

If there is to be progress and advancement in the practice of
medicine, there must be controlled experimentation on humans. Experi-
mental trials on patients by competent clinical groups are always

neccessary before drugs may safely be entrusted to the profession at

—

large. Courts have never been blind Lo the fact that there is & necessary
transition period from laboratory experiment teo genceral human use of all
new drugs. Indeed, the courts have helped construct ;afegﬁards to pro-
tect patients from becoming unbeknowing guinca pigs. The safeguard has g
been the requirement of informed consent. However, thc courts responsi-
bility is te mot only be fair to the paticent but also to be fair to the
medical rescarcher. If not, the rescarcher is going to aveid the legal
problems by the ounly route left available to hiw. It would be catastrophic
if the betterrusearchers all lefl the fiecld.

Since there arce at present no legal guidelines on how onc may legally
test these "unique" drugs and since I find it easy to criticize, I ought

to end with my rccomncndations for improving the present situation.
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To Begin with it wmust be recognized that safeguarding the rights
of patients camnot be simply sccurcd by legislation requiring written
informed consent. The studies mentioned in references 6 and 7 illustrate
that our prescat concept of informod conseut is probably illusory. Since
our concept of written informed conscent is in all probability groundless,
there is no compelling recason to insist that written comsent is any
better than oial or implied comsent. The two studics noted above show

4
that written consent is anything but perfect, Certainly the mere signa-
ture on & standard consent ferm falls far short of the legal requirxement
of an informed conscut, if informed consent is possible at ali. If a
paticnl can prove that the nature and risks of rtrcatment were not fully
explained to him, he way collect a2 nice award despitc his signature on
a blanket consent form. And, as previously noted, the actval written consent
may increase the dauger to the paticent by reason of the increascd appre-
hension occasionced by the attention given to the consent.

So my first recommendation is that "written conmsent" be lowcred frowm
the pedestal it now occupies and be given less attention by those
individuals who draft the regulations which we all must live with. Their
mistakes remain with us for many years, long after the draftswen have

dcparted.21

21 The State of Maryland is presently considering the drafting of a
statute vhich will codify the requirements for informed consent within the
state. This statute, if adopted, will most likely not be directed towards

the problems of informed consert to rescarch procedures. The risk exists,
however, that the presence of such a statute will result in its being
misapplied unless very carefully worded. The code could create wore problems

than it solves. .
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The next thing we nced is some legal mechaniswm which would provide
the necessary consent for those individuals who lack the capacity to
consent (c.g. by minoiity or insanity) and in thosc cases where the
validity of the experiment would be destroyed if the subjects were aware
of all of the details of the study,

A step in the right direction would be to guaranlce to parents or
guardians, the legal authority to consent to their minor dependents
participating in research precedures., This would not solve all of the
problems of couscnt from minors becausc exigencies of the proccdure may
not always permit sufficient time to obtain consent. Or, it may be
impractical to attempt to obtain conscnt for other reasons alluded to
earlicr. Or, consent may cven be withheld Ly the pareats, contrary teo
the best interests of the child.

Another legal wmechanism can be provided by giving the authority
to consent to a disinterested third party. This would nccessitate that
the third party be qualified to judge the relative merits of the rescarch
protocols. In cases where the scientific justification far outweighs the
risk to the subject, the consent should be supplied. Thi¢ third party
might be, but does not have to be, the same committee thalt passes on and
approves the protocol of an experiment and the qualifications of the rescarcher.
There are some good rcasons for having the committecs distinct, Some
hospitals already have medical staff committees for clinical rescarch.
This might be one of their additional functicns. Or the statc or local

medical socicly might appoint an appropriate committee of experts with
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the same legal authority. In federal goveinment hospitals, the appro-
priate government agency might appoint a similar committee.

Sclection of these committees ought to be delegated to responsible
members of the medical community, The committee's function would be to
evaluate the proposed rescarch protocol and weigh the benefits to be
gained by the proposed rescarch against the risks to the proposed subjects.

4
In cascs where the scientific juétification far outweipghs the risk to the
subjects, the committee should have the power to waive the necessity of
consent of the subjects. The committee should ouly have this power, however,
in these rarc instances wherce the necessity of obtaining informed consent
cannot be reasonably complied with, without adversely affecting the results
of the research preject. In those instances where informed comscnt is
practicable, it should still be required. Certainly, if litigation were
to arise, the researcher would be in a better position if his protocol
had been cvaluated and approved by a competent and impartial committee,

Ideally, the committee should be cowposed of physicians with broad
expericnce in clinical medicine and research. Howevex, the pessibility
of having lay mewbers should not be overlooked, A lay mewbcr or two
might temper the vested intercst of the physician members. The physician
members should have no interest in the specific research protocols being
considered by the committee, but one cannot deny their interest in the

advancement of medical knowledpe. The respouses of lay members would be

primarily a result of their past experience with physicians and thelir
L)
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philosophy of life. They may be advantagecous to some comuilteecs and
detrimental to others. Proper cvaluation of rescarch protocols could
result in being subjugated to personality struggles. Furthermore, the
lay pcrson may not be able to fully comprchend the significance of the
experiment and the subjects may not want a lay person to decide what is
best for theﬁ. On the other hand, they may prcfer an all lay committee.

To get a conmittce such as I pfoposo, to function properly without
fear of civil suit in today's society, would be quite a projecect. It
might be possible to protect such a comuittee by means of liability
insurance and this would help. But to convince lawmakers that such a
comnittee is needed, may well be a herculean task,

It may be easicr to get the Food and Drug Administrationm, as well
as responsible medical organizations, to recognize exaeptiéns to their
eithical requirements of informed conscent. TFollowing this, it might be
possible to convince the courts, when litigation ariscs, that there are
dif{erences between informed copsent to surgery and informed consent to
research procedures. The next step would be to convince the courts
that, in certain instances, consent ol ény kind is not practicable. We
could then hope that the resultant ncw case law would not cowmpletely tie

the hands of medical researchers,

Obviously, I recognize that guidclines are necessary to protect

the intercsts of persons who find themsclves the subjects of human experi-

mentation.

the acquisition of new knowledge while at the same time protecting the

patient's rights.

But I feel that the guidelines can be flexible and can promote
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Our courts, as well as the draftsmen of statutes, must recognize
that one cannot construct a rule that demands cqual disclosure of risks
to all patients, for all proccdures, without hampering safe medical
progress to some degree, Even I recognize that we need absolute, full
disclosure whecre the procedure is purely cxperimental and of absolutely
no possible value to the subject (e.g., injecting cancer cells into an
apparently healthy person). But, insothcx circumstanceé, the medical
rescarcher needs some leeway and a cortain amount of discretion ought
to be left with the recscarcher, subject to the approval of the third
party revicw committee.

So long as the rescarcher docs not use ceoercion or overstate the

o

scientific case in order to obtain consent and so long as he is motivated
only Ey the patient's best therapeutic interest, we ought not to stifle

his progress needlessly. In many casecs, the good {faith of the investigator
has been demonstrated by his subjecting himself to the new drug or procedure .-
early in its development. I fecl this is teo be encouraged but is under-

standably not always possible. At any rate, the physieian has always had

the ultimate responsibility of safcguarding the rights and interests of

the patients. I suggest we leave that responsibility where it is and now

see to it that our courts and legislators become equally concerned with

protecting the interests of medical rescarchers as well as mankind as a

whole.



