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Account'ng Gifice except on the basis of
by the Cfiice of Longressional Relations,
The Honorable James G. Abourezk
United States Senate

Dear Senator Abourezk:

In our March 15, 1976, letter report ¢
responded to your April 30, 1975, and subse

to be released outsrde the

speciiic approvsl

HRD-76-108) we
quent reguests

for information concerning activities of the Indian Health

Service.

After our March letter report, we obtained a copy of

the draft Urban Associates report and sent
discussed with your office, an analysis of

it to you. As
the Urban Asso-

ciates report and a review-of the Indian Health Service's
research, development, and traxnzng programs will be in- -

cluded in our continuing reviews of the Indi

ian Health Serv~

ice. As Chairman of the Subcommittee on Indian Affairs,
Senate Committee ~n Interior and Insular Affairs, you will

be provided copie~ of cur future repcrts.

This letter presents our findings on the remaining

topics on which you requested informations
~-Medical research involving American
--Research on the control of trachoma.

--Permanent sterilization of Indians a
Service facilities a2nd contract faci

Indian subjects.

t Indian Health
lities.

We discussed the results of our review with officials

of the Indian Health Service, Department of
tion, and Welfare (HEW). Their comments ha
in preparing this report.  Th:y did not rev
provide written comments on its contents.
briefing on August 3, 1976, with Indian Bea
cials and also in their letter of August 11
with our observations and recommendaticns.
are summarized below; more detailed informa
in the enclosure.

Health, Educa-

ve been recognized
iew the report nor
HBowever, during a
1th Service offi-

» 1976, they agreed
Our cbservations
tion is contained

BRD-77-3
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MEDICAL RESEARCH INVOLVING
INDIAN SUBJECTS -

We obtained information on (1)} selected medical research

projects involving Indians for fiscal years 1972-75, (2) the .

adequacy of informed consent on certain projects involving
Indians in fiscal years 1974 and 1975, and (3) the extent
drug companies funded research projects involving Indians.

Intormed consent, according to HEW regulations which the
Indian Bealtb Service follows, is required whenever an in-
dividual is considered to be "at risk." HEW's basic elements
of informed consent are:

-~A fair explanation of the procedures to be followed,
including an identification of those which are ex-
perimental.

--A description of the attendant discomforts and risks.
--3 description of expected benefits.

--A disclosure of appropr;ate alternative procedures
that would be advantageous for the subject.

-=An offer to answer any inguiries concerning the
procedures.

--An instruction that the subject is free to w1thdraw
consent and discontinue participation in the project
or activity at any time.

We reviewed 56 proposals for research projects and, of
the 36 projects wr*tailing a service or treatment to Indians,
we concluded that none appeared to expose participants to
serious risks. However, Indian Health Service procedures for
approving and monitoring research projects need strengthen-
ing. Officials said that they are revising research require-
ments and procedures to deal with the weaknesses we found.
OQur review of patient consent-forms at selected projects did
not indicate any significant inadeguacies. Drug company in-
volvement in Indian health research was minimal. (See
pp. 1-10p enc. Io)
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TRACHOMA RESEARCH
INVOLVING INDIAN SUBJECTS

Based on information furnished by your office, including
a March 28, 1975, letter from the Children's Defense Fund, we
concentrated on the following three areas:

--Whether Indian children are belng used as subjects in
trachoma experiments. ,

--If Indian children are being used in such experiments,
whether 1nformed parental consent has beern obtained.

--Whether Indzan patients with trachoma are subject to
unnecessary risks because of the drugs used to treat
the disease.

The Proctor Foundation for Research in Ophthalmology,
University of California, conducted trachoma researcn. The o

research involved Indian children in three. boarding schools

and was conducted during school years 1967-68 through

1972-73. Proctor terminated its participation in the Indian

Health Service's trachoma control and surveillance program .

in September 1974. The Children's Defense Fund allegation -
that for most of the redearch period there was no informed

parental consent appears correct.

Parental consent forms were obtained during the last
year of the research. However, parental consent was not ob-
tained earlier because Proctor believed it was not necessary
"since the Indian Health Service acts as legal guardian for
the children while they attend the boarding schools * * *=
and because "* * * only accepted freely available drugs in
standard doses are enployed.”

We believe that the drugs used by the Indian Health
Service to treat trachoma did not subject the Indians to any .
unnecessary risk. (See pp. 10-16, enc. I.)

STERILIZATION OF INDIANS —

Indian Healthk Service records show that 3,406 steriliza-
tion procedures were performed on female Indians in the
Abe:deen, Albuquerque, Oklahoma City, and Phoenix areas dur-
ing fiscal years 1973-76. Data for fiscal year 1976 is for
a l2-month period ending June 30, 1976.
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Of thé 3,406 procedures performed, 3,001 involved women
of child-bearing age {(ages 15-44) and 1,024 were performed at
Indian Health Service contract facilities. (See enc. II.)

BEW responded to an order of the U.S. district court for
the District of Columbia by issuing regulations on April 18,
1974, which (1) continued a July 1973 moratorinm on steriliz-
ing persons who were under 21 years of age or mentally in-
competent, (2) specified tne informed consent procedurzs for
persons legally capable of consenting to sterilization, and
(3) omitted the requirement "that individuals seeking sterili-
zation be oralliy informed at the outset that no Federal bene-
fits can be withdrawn because of failure to accept steriliza-
tion." :

Even though the number of persons under 21 years of age
sterilized has decreased considerably since the regulations
were issued, the Indian Health Service identified 13 mora-
torium violations between April 30, 1974, and March 30, 1976.
The violations occurred apparently because (1) some Indian
Health Service physicians did not completely understand the
regulations and (2) contract physicians were not reguired to
adhere to the regulations. (See pp. 18-20, enc. I.)

For the sterilization procedures we reviewed in detail,
we found consent forms in the medical files. EHowever, as of
September 1975, the Aberdeen, Albuguergue, Oklahoma City, and
Phoenix areas were generally not in compliance with the Indian
Health Service regulations. Several different consent forms
were used. The most widely used form did not (1) indicate
that the basic elements of informed consent had been presented
orally to the patient, (2) contain written summaries of the
oral presentation, and (3) contain a statement at the tup of
the form notifying subjects of their right to withdraw con-
sent. One consent form document did meet the Indian Eealth
Service requirements, but when used was filled out incorrectly.

As agreed with your office, we did not interview patients
to determine if they were adequately informed before consent-
ing to sterilization procedures. —We believe such an effort
would not be productive because recently published research
noted a high level of inaccuracy in the recollection of pa-
tients 4 to 6 months after giving informed consent. (See
p. 8, enc. I.)
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RECOMMENDATIONS

We recommend that the Secretary of BEW direct the Indian
Health Service to

-~expedite its efforts to hava a standard consent form
which provides for full disclosure of the information
required by the regulations (enc. IV shows a form that
could serve as a guide to counsel patients and which
details all the basic elements of informed consent),

--provide training to their physicians and administrators
so that they fully understand the requirements concern-
ing (a) sterilization of persons under 21 and persons

who are mentally incompetent and (b) obtaining informed
consent,

--~include in the contracts with non-Indian Health Service
physicians and facilities, provisions to insure that
contractors comply with HEW sterilization regulations,

--continue to monitor compliance with the moratorium on
sterilization of persons under 21 years of age, and

--develcp monitoring procedures to assure complianrce

with the regulations by contract physicians and fa-
cilities.

We also recommend that the Secretary of HEW direct that
BEW sterilization regulations be amended to (1) conform with
the ruling of the U.S. district court order that a patient,
regardless of the consent form document used, be informed
orally that no Federal tenefits can be withdrawn or withheld
if they decide not to be sterilized and (2) require that the

signature of the person obtaining a patient's consent appear
on the consent form.

- As agreed during a December 1, 1975, meeting with your

office, we are sending a copy of this report to Senator
Edward Kennedy.

Hgra g
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This report contains recommendations to the Secretary of
Bealth, Education, and Welfare. As you know, section 236 of
the Legislative Reorganization Act 0of 1970 requires the head
of a Federal agency to submit a written statement on actions
taken on our recommendations to the House and Senate Commit-
tees on Government Operations not later than €0 days after the
date cf the report and to the Bouse and Senate Committees on
Appropriations with the agency's first request for appropria-
tions made more than 50 days after the date of the report. We
will be in touch with your office in the near future to arrange
for release of the report so the requirements of section 236

can be set in motion.
si y yo:a;?
./m

ol lth L

Comptroller General
of the United States

Enclosures - 4 .
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FL

SUMMARY OF INFORMATION OBTAINELD

MEDICAL RESEARCH INVOLVING
INDIAN SUBJECTS

The Indian Health Service (IHS) has a policy of promot-
ing, whenever feasible, research projects ard activities
concerning American Indian health, provided that:

--The projects are directed toward improving the health
of Indians.

--Projects have the approval of, and are understood by,
the tribal groups involved.

IHS identified 56 projects, excluding trachoma experi-
ments, involving Indian participation during fiscal years
1972-75. Most projects were conducted in the Phoenix and
Navajo areas, where committees have been established to re-
view proposed research projects and professional papers sub-
mitted for publication. T

After reviewing each of the protocols and contacting
the Phoenix and Navajo area research and publications com-
mittees and; in most instances, the project researchar, we
categorized the 56 projects as follows:

Number 4
of projects Category
7 Project was approved but never started.

13 Project did not entail a service to or
treatment of Indian subjects. (Usually
involved research of medical records.)

12 Project involved a medical practice, pro-
cedure, or drug dosage considered usual
and customary.

- 24 T Project involved a medical p:aézzﬁe. pro~

cedure, or drug dosage, which was not con-
sidered usual or customary.

We reviewed and compared the 24 projects involving a
.medical practice, procedure, and/or drug dosage, which was
not considered usual or customary. We selected five prcjects
“involving Indians in fiscal years 1974 and 1975, based on one
or more of the following criteria:
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-——~The risk to the patient appeared higher. None of the
projects, however, was considered to involve serious
risk to the patient.
--The - potential benefit appeared more significant.

~The reason for selecting Indian subjects was not ap-
parent.

Description of the five projects

Information obtained from the five project protocols and
the principal researchers, and our comments concerning the
significance of the project and potential hazards, are pre-
sented below.

Evaluation of prediabetics
in the Pima Indians

The project was conducted in 1974, by the National In-
stitute of Arthritis, Metabolism and Digestive Disease at the
Phoenix Indian Medical Center and funded by the National In-
stitutes of Health. Seventy-one Indians were paid to par-
ticipate in the project.

The project attempted to determine the state of certain
small blood vessels or Pima Indians who are considered po-
tential diabetics. Previous evidence .indicates that changes
occur in certain blood vessels before a perscn becomes a
diabetic. 1Identification of such changes could detect pre-
diabetics.

The Pima Indians are a logical group for the study be-
cause of the high prevalence of the disease among members.
They are a relatively stable population, a factor advanta-
geous for long~-term followup.

The study involved (1) taking several blood samples
using an intravenous catheter, (2) administering two doses of
cortisone, and (3) performing a needle muscle biopsy.

Discomfort to the patient may result from the indwelling
venous catheter (2-5 hours each day) and the muscle biopsy.
In either procedure, hematoma (a tumor or swelling contain-
ing blood) could cccur. The National Institute of Arthritis,
Metabolism and Digestive Digsease reports that in another study
over 1,500 muscle biopsies were perforined by the same methed
and hematomas occurred in 3 cases. One case healed in
several days, two required a week to resolve, and none

—
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required further therapy. Infections may also result from
the above procedures. There is also potential danger re-
sulting from too large a dosage of cortisone.

The principal researcher said that there were no cases
of hematomas, infections, or identified errors in adminis-
tering cortisone during the project.

Low density lipoprotein
metabollsm in southwestern Indians

This project, conducted in 1975, was also funded by the
National Institutes of Health and performed by the National
Institute of Arthritis, Metabolism and Digestive Disease at
the Phoenix Indian Medical Centz2r. Twenty-two individuals
were paid to participate in the project--~12 were Indians and
10 were Caucasians.

This study deals with cardiovascular diseases. South-
western Indians are logical choices for such a project be-

‘cause they are less prone to atherosclerotic cardiovascular

disease than non-Indians.. Positive results could lead to a
reexamination of current diets and drug therapy designed to
lower serum cholestrol values to prevent coronary artery dis-
ease. The study aiso proposes to explore mere fully the
cause for the increased incidence of choclesterol gallstones
in the American Indian.

The project involves removing 150cc of blood from the
patient. The blood is then centrifuged. The patient is
later given blood proteins and a radioactive element in-
travenously. Blood and urine samples are collected and
tested daily for 2 weeks.

Reinjecting the patient's blood could produce an aller-
gic reaction. The patient also receives potassium iodide
which sometimes causes gastro-intestinal upset and a skin
rash. The principal researcher said that these reactions
are rare and were not experienced by the participants in
this project. ) -
The pharmacist as a provider
of primary medical care--IHS hospitals

This project was funded by the National Center for Health

Services Research and Development and conducted by I3S at the
Phoenix Indian Medical Center and Sacaton Indian Bospital.

"There were 504 Indian participants in the project; none

were paid.
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The project is utausual because the pharmacist is not
generally thought of as a primary previder of direct patient
care. The program intends to evaluate the pharmacist's
ability to help a physician manage certain specified acute
and chronic conditions.

There is no apparent reason for using Indians as sub-
jects because the project objectives cotld be achieved just
as well outside of IHS. The chairman of the Phoenix area
research and publication committee said, this project was
more of a training program than a research project. We did
note in the project's proposal that the stated objectives
included continuing and expanding the pharmacist‘'s ongoing
role at the Phoenix Indian Mediczl Center.

The following safeguards against potential risks were

approved by the Phoenix area research and publications com-
mittee:

--fach individual will be given a choice of being seen
by a pharmacist-practitioner or a physician., '

--Every patient must give informed consent.

--Each éharmacist-pzactitioner will wear a name tag in-
dicating his profession. BHe will also identify him-
self verbally to each patient.

~-The pharmacistepractitioners will all be given 50 hours
of didactic training by a physician, followed by 3 to
4 months on-the-job training until proficiency is
assured in specific, defined tasks.

--Prompt (within 24 hours) physician review c¢f each
patient consultation performed by the pharmaciste
practitioner. ' The physician will determine whether
the consultation and remedial actions were apprapriate.

The acting chief pharmacist of the Phoenix IHS area, who
is also a pharmacist-practitioner, said that *the safequards
were met. However, informed consent was not documented, as
required by HEW research guidelines. The acting chief phar-
macist said that he was unaware of the nzed to document
patient consent. He said that patient consent was received
orally by either the hospital's nurse receptionist or the
pharmacist-practitioner.

The chairman of the research committee said informed
consent was not documented because of the committee's lack
of specific_instructions on how the project was to comply _

4
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with HEW standards. (See p. 6.) The chairman thought

that the research committee unofficially relied on assurances
of the director of a similar physician extender program be-
ing conducted by IHS that oral consent without documentation
was acceptable.

The acting chief pharmacist also said that during tie
proyram's training phase, a qualified physician did rcview
the pharmacist-practiticner‘s work concurrently with ras
patient's visit. EHowever, since the completicn 2f the train~
ing phase in April 1975, there has not been a continui.g re-
view of the pharmacist-practitioner's work at the Phourix
Indian Medical Center by a qualified physician. We br.uq.t
this to the Phoenix Indian Medical Center director's =z ‘%« .-
tion in May 1976. He said that immediate 3teps are e ng
taken to ascsign the four pharmacist-practitioners at »i.oeonix
Indian Medical Center to a gqualified physician. The phys.cian
will be responsible for periodically monitoring the -hacsmacist-
practitioner's work.

White Mountain Apache pediatric
pulmonary disease stzudy

The project which was funded by IBS, was conducted at
Whiteriver Indian Hospital by Project Agpache, a macezan2® and
child health program conducted by the Samaritan EBealth Serv-
ices,; Inc. Ninety-four Indian children participat=d i; the
project; ncne were paid.

The purpose of this study is to determine the uincerly-
ing factors contributing to the high incidence of resi.ratory
disease in Apache Indian children. This illness is t-e lead-
ing cause of death among infants and the second most common
diagnosis of children admitted to the IHS Hospital, white-
river Arizona. Death caused by respiratory disease is more
cor - among Apache Indians than non-Indians.

.«tong the tests to be performed on some children were
(1) a laryngoscopy (a procedure using an instrument for ex-
aming the interior of the larynx) which might be hazardous
and (2) aspiration of stomach-contents. The latter requires
intupation (swallowing a tube), a difficult and uncomfortabhle
procedure for a child. All children were given blood tests,
which can be painful. The principal researcher told us
theie were no unusual problems during this study.
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Epldemlologlc surveillance and
vaccine trlal of pneumococcal
pneumonia in Navajo lndians

This projec:- -was performed at Gallup Indian Medical
Center by IHS anéd the University of New Mexico frem fiscal
years 1972-75. Funding was provided by IHS, the National
Institutes ¢f Health, and Eli Lilly Company. None oi the
participants were paid.

The project protocol identifies pneumococcal pneumonia
as a major cause of death on the Navajo reservation. To
determine if this mortality rate could be reduced, IHS had
planned to test a vaccine on at least 3,000 persons. The
possible reactions to the vaccine are redness, swelling,
tenderness, and pain at site of injection. A local infection
could also develop, as well as a ceneral reaction, including
fever and a general malaise.

The vaccine was first tested on 27 individuals, inclazd-
ing 6 Indians. The principal researcher said that, except
for local infections, the above reactions occurred in most
subjects an” caused some loss of time from their jobs. The
principal researcher said that the reaction rate among the
pilot group was too high to risk any more immunizaticns. The
vaccine trial was discontinued. ) -

Receipt of informed
consent on selected projects

According to BEW criteria, informed consent is required
whenever an individual is considered to be "at risk.™ The
determination of when an Indian subject is “"at risk” is de-
termined by the IBS research and publzcatlon committee during
review of the research protocol.

HEW's basic elements of informed consent are:

--A fair explanation of the procedures to be followed,
———including an identification of those which are experi-
mental.

--3 description of the attendent discomforts and risks.

--A description of the benefits to be expected.

--A disclosure of apprépriate alternative procedures
that would be advantageous for the subject.
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—An offer to answer any inguiries concerning the
procedures.

--An instruc:ion that the subject is free to withdraw
his consent and discontinue participation in the
project or activity at any time.

Informed consent, which must be documented, can be ob-
tained by any of the following methods:

—The written consent which includes an explanation of
the basic elements of informed consent. The form is
to be signed by the subject or his authorized repre-
sentative.

--The written consent which indicates that the tasic
elements of informed consent were orally presented
to the subject or his authorized representative. If
this approach is used, written summaries of what the
patient would be told are to be approved in advance
by the research committee. The consent form is to be
signed by the patient or his authorized representative,
and by -a witness to the oral presentation and to the
subject's signature. The written summary is to be
signed by the person obtaining consent and by the
witness,

—--Informed consent can be a modification of the above
two procedures. Modifications are to be approved by
the research committee and recorded in the meeting's
minutes. The minutes must be signed by the committee
chairman.

For three of the five projects we selected, we examined
the medical files of the Indians involved for written informed
consent. We did not verify the receipt of informed consent
for the other two projects because one involved only six
Indian hospital employees and the other project, concerning
pharmacist-practitioners, obtained oral, not written, consent.
The results of our verification follow.
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Number
Number of of consent
partic- °~  forms Differ-
Project name ipaits verified ence
Evaluation of Prediabetics .
in the Pima Indians 71 - 65 a/’/é

Low Density Lipoprotein

Metabolism in South-

western Indians 12 11 a/l
white Mountain Apache

Pediatric Pulmonary

Disease Study 94 . 90 b/4

a/At the- time of our verification, the medical file was
either missing from the files or the participant's file
number was incorrect. The project's rasearcher later
said that the discrepancies had been corrected and all
consent fcrms had been located.

b/Consent forms were missing from patient medical files and
could not be located.

Of the three projects, the consent form used on the
White Mountain Apache study was the conlv one that generally
lacked full written disclosure of each of the basic elements
of informed consent. However, the principal investigator
said that the child's parent or legal guardian was fully in-
formed when they signed tha2 consent form.

"A review of the research committee files failed to dis-
close the receipt and approval of written summaries, as
required by BHEW guidelines, of what the patient (in this case
the child's parent or legal guardian) would be told.

We did not interview patients to Ac%ermine if they were
adeguately informed of the risks, discomforts, and benefits
of the project. We beliave that suzh an effort would not
be productive because (1) no serious hazard existed for the’
patients and (2) tecently published research noted a high
level of inaccuracy in the recollection of patients 4 to 6
months after giving mfarmed consent.

- The Medical Tzlbune and Medical News issue dated Feb-

- ruary 25, 1976, reported that several New York docters tape
recorded all informed consent conversations held with cardiac
“surgical patients at Montefiore Hospital and Medical Center
during 1975. The team then randomly interviewed 20 patients
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4 to 6 months postoperatively to determine how much the
patients remembered. The interview included a discussion
of the risks and benefits. On the average, the patients
recalled less thai one-third of the surgeon's discussion.
Even with prompting, the average overall recall was cnly
about 42 percent.

Extent of drug company participation
in research projects involving
Indian subjects

From e 56 projects identified by IHS, we identified
4 projects in which various drug companies provided free drugs
for- testlng Indian subjects. The drugs were pneumococcal
vaccine, vitamin C, iron tablets, tylenol, and darvon. Two
of the projects a.so were funded, in part, by drug companies.
In our opinion, the fuur projects did not demonstrate exten-
sive involvement by drug companies in IHS-approved research
nor did they involve significant risk to Indian participants.

Epldemlo;ogxc ‘surveillance and
vaccine trial of pneumococcal
pheumonia 1in Navajo Indians

IHS' prlncxpal_lnvestxgato: said that Eli Lilly Company
had developed a pneumococcal vaccine in conjunction with the
National Institutes of Health., In 1974 when the vaccine was
ready for testing on Indian subjects, Eli Lilly paid IHS
$26,688 and the University of New Mexico $51,582. The vaccine
and placebo were provided free. As discussed on page 6, a
major reason for termin#eing the pro:ect was the adverse re-
actzons experxenced by the individuals in the pilot study
group.-

According to IHS' principal investigator, Eli Lilly has
decided to discontinue manufacturing all vaccines. As a
result, all funding and other forms ¢f participation by the
drug company in this vaccine research project were discon-
tinued.

Evaluatzon of ascotblc
acid prophvylaxis

IHS and the University of Pittsburgh conducted a project
at the Navajo resesrvation Toyei and Greasewood boarding
schools to test whether daily doses of vitamin C can prevent
respiratory and certain nonrespiratery diseases. Over 1,300
students were involved in the 1973-74 project.
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IHS' principal investigator said that the Hoffman LaRoche
Company supplied the vitamin C and granted the University of
Pittsburgh about §10,000 to participate™in the” study.

The published results from the 1973 study indicated that
those students receiving vitamin C had fewer days of morbidity
from respiratory illness than those not receiving vitamin C.
The principal investigator, no longer with IBS, said that the
1974 results have not been published.

Hemotologic standards and .
extent of iron deficiency in
Navajo children ages 6-12

This project, conducted by IBS in 1972, entailed giving
iron tablets to about 300 children at the Crystal, Hunters
Point, and Lower Greasewood boarding schools on the Navajo
reservation. Baun Laboratories donated the tablets.

The project’'s purpose was to determine the optimum ratio
of red blocd cells to the volume of whole blood (hematocrits)
and iron in red blood cells (hemoglobins) for the high alti~
tude present on the Navajo reservation. Iron deficiency in
children of the 6 to 12 age group was also determined.

The principal researcher, no longer with IHS, said that
the data still needs to be analyzed. He saii, however, about
2 percent of the children had iron deficiency anemia and were
treated immediately.

A comparison of the analygesic

effectiveness and safety of tylenol

The purpose of this project, performed by IBS in fiscal
years 1974 and 1975 on 225 patients at the Gallup Indian
#edical Center, was to compare the effectiveness and safety

of acetaminphen (tylenol) versus propoxphene hydrochloride-
APC combination (darvon).

Patients suffering from moderate-to-severe pain related
to surgery were randomly given either tylenol, darvon, or a
placebo. The drugs and the placebo were donated by McNeil
Laboratories, Inc.

The published results showed that tylenol was safer and
more effective than darvon.

TRACHOMA

Based. on _information furnished by your office, including

10
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R

a March 28, 1975, letter from the Children's Defense Fund,
we concentrated on .the following areas:

—Whether Indian .children are being used as subjects
in trachoma experiments.

-=-If Indian children are being used in such experiments,
whether informed parental consent has been obtained.

--Whether Indian patients with trachoma are subject to
unnecessary risks because of the drugs used to treat
the disease.

Trachoma has been a problem of the American Indians since
the early explorers. It is a viral disease that causes a
chronic contagious inflammation of the membrane surrounding
the inside of the eyelids and the eyes.

According to IHS, the maximum incidence c¢f active tra-
choma usually occurs among Indian children about 8 years old.
The disease generally results from poor personal hygiene,
attributable mostly te the lack of an adequate water supply.
The disease is most common in desert populations where the
economic level is low, and health, education; and perscnal
hygiene are deficient.

In the 19303, follcwing the discovery of sulfonamide

i therapy for trachoma, a massive effort was undertaken to
treat the disease among American Indians. Based on the

number of Indians examined and the positive cases identified,
the incidence rate subsequently dropped from 20 to 5 percent.

However, the trachoma program was stopped during World
War II because of the physician and nurse shortage, and it
was not reestablished. Trachoma disease rates subsequently
increased. This resulted in congressional appropriatisns,
starting in fiscal year 1967, for another trachoma program.
From fiscal year 1967-75, IHS' reported yearly funding for
trachoma control ranged from $283,000 to $340,900.

The IHS Phoenix Area Trachoma Control Office reported
that a comprehensive trachoma control program was instituted
in August 1966. 1In this area the trachoma rate decreased
from 13.8 percent to 3.1 percent between fiscal years 1967
and 1975, respectively. The reduction was attributed to the
trachoma treatment program and to improved conditions in
sanitation and home environment. The contribution of each
factor is not known.

11



ENCLOSURE 1 ) ' ENCLOSURE I

Involvement of Indian children

The Proctor Foundation for Research in Opthalmology,
University of California, San Francisco, performed trachoma
research using Indian children from school years 1%67-68
through 1972-73. The purpose was to determine the best
method of treating active trachoma, including a comparison
of oral triple sulfa, tetracycline, and a placebo on Indian
children with active trachoma. The IHS senior clinician in
opthalmology said that the studies usually lasted 4 to 5
months and the children who received the placebo were given
standard treatment by the end of the study. Because the dis-
ease was mild, the delay in treatment was not considered
harmful. The table below identifies the Indian school, period
of testing, and drugs tested by Proctor.

School year
School 1967-08 1968-69 1969=70 1970-7L 1971-72 1972-73

Stewart:
(Carson City, Nev.)
oral triple sulfa
placebo
tetracycline ' X

be e

Intermountain:
(Brigham City, OUtah)
tetracycline X
doxycy<line (notz a)
placebes X

M
N

Tuba City, Ariz.:
doxycycline . X X
placebo b 4 X

a/Doxycycline, a derivative of tetracycline is administered only once daily.
Tetracycline must be given several times a day.

Since school year 1972-73, Proctor has done some followup
on earlier research studies. The followup, according to the
IHS senior clinician in opthamology, was limited to examining
some patients involved in the earlier studies.

On July 14, 1975, Proctor reported that it had abandoned
research on American Indians _as of September 1974. Following
a meeting with the Children's Defense Fund, Proctor prepared -
the following statement which states why it abandoned the
research.

*I brought out clearly that we were aware
how easily a case could be construed that

we were using 'defenseless minority children’
to study an immunological problem, without
direct and immediate therapeutic impact, and
not presenting a major health problez among

12
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American Indians in 1974-75. This was a
political issue, not a scientific or medical
one. -We were not willing to invite ‘'trial

by publicity' (which has been common in
recent years), and, therefore, we had
abandoned experimentation on Amerir:an Indian
children as of September 1974. We realized
frlly that such withdrawal on our part would
mean a possible reduction in ophthalmological
surveillance and care for these children.”

A 1975 report by the Phoenix IHS area attributes the
phasing out of research to the small number of active trachoma
cases at any given location. The report states that there
are not enough cases to draw a valid conclusion. The report
also indicates that “previous drug studies have given us the
tools to comfortably treat trachoma to the point where mass
research is no longer possible.” The IHS senior clinician
in opthamoclogy said, however, that additional research is
needed to determine why certain individuals are being rein-
fected with the disease. Proctor, before discontinuing
trachoma research using Indian subjects, was planning to do
research on the causes of the reinfection. This would have
involved a relatively small number of individuals.

Receipt of informed parental consent -

Since Proctor has discontinued trachoma research, the
matter of obtaining informed parental consent is no longer
a current issue. Informed conserit problems that may have
existed were highlighted in the Children's Defense Fund
materials supplied to us by your office. The Defense Fund's
allegation that, for most of the research period, there was
no informed parental consent appears correct. The school
year 1972-73 was the first time that Proctor Foundation re-
ceived informed consent forms from parents of children in-
volved in trachoma research. During school year 1971-72,
Proctor and IHS decided to obtain individual informed con-
sent. Since the school year was already underway, they
‘believed that it would confuse the parents if they began
seeking informed consent at that time. Research approvals,
hovever, were received from the area research and publication

committee, tribal advisory board, school board, school prin- . .

cipal, and service unit director. Some appravals appear to
-be in response to an October 8, 1971, letter from the Direc-
tor, IHS, to Proctor which stated

“It is the policy of the Indian Health Serv-

ice that written consent of the tribal group
.Anvolved must be obtain prior to. approval of

13
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a research project. 1In addition, as you
know, research proposals must be reviewed
by both the Area and Headquarters Research
Committees.” .

Correspondence between Proctor's principal investigator
and the University of California committee on research in-
dicates the lack of receipt of individual informed consent
was based upon the premise that the work they were perform-
ing was on behalf of IBS. Further, Proctor believed that
because IHS was acting as legal guardian for the children
while they attended the boarding schools, and only ccmmonly pre-
scribed drugs in standard doses were used, specific consent
was not required.

Safety of drugs used
to treat trachoma

One principal allegation of the Children's Defense Fund
centered around the safety of the drugs used to treat trachoma.
The Fund alleged ®"The natural course of trachoma in this
country usually ends with complete recovery." Our. review
showed that IHS was not subjectlng Indlans to unnecessary
risks by treatzng trachoma.

IHS reports that the present-day trachoma among American
Indians is mild compared to the classical form found in the
North African countries. Even though the remission rate is
high and visual complications are rare, IHS' senior clinician
in opthalmolegy said that untreated trachoma could, in
some cases, result in blindness or other serious eye prokiems.
Hence, he believes, and we agree, that if treatment was ended,
blindness or serious vision problems could result. In his
opinion, continued treatment of trachoma has reduced the in-
cidence of the disease as well as its chances of spreading.
Based on the results of reexaminations 3 to 4 months after
the initial treatment, IHS reported a success rate from 70
to 80 percent. Subsequent treatments usually result in a
continuing higher overall success rate.

The Proctor drug research which showed that tetracyc-
line was safer than, and as effective as, triple sulfa, caused
IHS, beginning in 1972, to use oral tetracycline to treat
trachoma for individuals 8 years and older.

According to the IHS senior clinician in ophthalmology,
triple sulfa is still used on children under 8 years of age,
because tetracycline, if used in this age group, could result
in stained teeth and affect the development and fusion of bone
joints. .

14



P »mum“»\‘mmﬁrmwm“ﬂw‘?-w‘\"'ﬂmﬁmm 1:"':"3“'“ g

" ENCLOSURE I ENCLOSURE I

Tetracycline is approved by the Federal Drug
Administration and is considered the drug of choice for
treating trachoma by “The Medical Letter on Drugs and
Therapeutics,"” a nonprofit publication. “The Physicians'

Desk Reference” also identifies tetracycline as a treatment
for trachoma as well as other disorders.

The use of tetracycline and triple sulfa for treating
trachoma usually results in temporary clinical improvement,
but may not eliminate the infectious disease.

IHS Phoenix area guidelines identify several specific
sitvations, depending on an individual's health, when neither
drug would be used. For example, some individuals would not

receive either drug it they were pregnant or had a liver or
kidney impairment.

The guidelines zlso identify the following reactions

and side effects that can occur when tetracycline or triple
sulfa is used to treat trachoma.

Tetracycline

Triple sulfa

anorexia (loss of appetite) fever of unknown origin
vomiting :

vomiting
pruriticani (itching in. .

anal region) . headache
photosensitivity (light

hurts eyes) abdominal distress
nausea

nausea
diarrhea (many watery

bowel movements) urticaria (hives)
rash rash

hematuria (blood in urine)
mucous membrance
ulceration (a sore/blister

on lips or inside mouth)
swelling of lips

If there is to be a reaction or a side effect, the above
symptoms generally occur 7-14 days after the administration
of tetracycline and 7-10 days after the administration of
triple sulfa. The guidelines provide for followup by the
treatment nurse. In the case of sulfa treatment, the patient
is to be seen twice a week. Tetracycline patients are to

be seen twice the first week and once a week for the following
2 weeks.
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The Phoenix area annual reports for trachoma and eye
care identified the following number of drug reactions for
The reported number of treatment cases
are those where the records were sufficiently complete to
make the following drug sensitivity assessment.

fiscal years 1967-75.

Mild Specific
reactions reactions
from from Percent of
Fiscal Total treatment  treatment specific
year treated (note a) (note b) reactions
1967 6,594 144 69 1.05
1968 6,531 150 99 _ 1.52
1949 3,847 141 48 1.25
1970 4,294 160 52 l1.21
1971 3,602 114 75 2.08
1972 2,092 (unknown) c/19 .91
1973 1,485 17 8 .54
1974 1,779 42 20 1.12
1975 1,012 44 . 10 .99

a/Nonspecific reactions--fever, headache, nausea.

b/Specific reactions were skin reactions, skin reactions and
temperature, Stevens Johnscn reaction, mucous membrane
blister, swollen 1195, or treatment discontinued because
of topical irritation. .

c/The drop is primarily attributed to the substltutLOn of
oral tetracycline for triple sulfa.

AREA RESEARCHE AND
PUBLICATIONS COMMITTEES

We reviewed the procedures followed by the Phoenix and
Navajo area research and publication committees in their re-
view of proposed research projects. We believe these proced-
ures need strengthening.

A prime function of both committeées is to review all
proposed research projects involving Indian subjects within
their respective areas and to approve or reject each project.
Once a project is approved, however, the committee's involve-
ment appears limited. For example, neither the Phoenix nor
Navajo research committees have a formal process for follow-
ing up on approved research projects. As a result, there is
no assurance that researchers are conducting the project

by the protocol approved by the research committee.

16
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I8S guidelines provide that the researchers submit
annual progress reports. However, the files for 38 researcin
reports in the Phoenix and Navajo areas showed that for 16
of these projects periodic reports were not on file. Also,
the formats used by various researchers varied greatly.

We believe IHS guidelines should be strengthened to
provide for better overall monitoring of all research activi-
ties. Specific improvements should include (1) periodic
monitoring of each researcher's activities to insure full
compliance with the approved protocol and (2) identifying the
type of information the committee desires on progress reports.
We also believe IHS should assure itself that the researchers
submit progress reports in a timely manner.

We also noted that the Phoenix area research committee,
in many cases, is approving research projects contingent upon
the researcher obtaining tribal and/or other approvals. How-
ever, no documentation was contained in the research committee
files showing that tribal approvals were obtained. We believe
the committee should withhold finzl approval until the re-
searcher provides evidence of tribal and other necessary ap~
provals. ’

Agency commants

During a briefing on August 3, 1976, with IHS officials
and also in an IBES letter of August 11, 1976, IHS agreed with
our observations and recommendations and said it has been
aware of deficiencies in such procedures for several years.

In 1969 and again in the early 1970s IHS draftecd new guide-
lines to deal with these deficiencies. However, as the
issuances neared completion, more controversy and discussion
on human experimentation and protection of human subjects
surfaced at the national level, with the promise of definitive
HEW guidelines and regulations.

Most of the HEW guidelines and regulations were finalized
by late 1975. At that time IBS revised its research manual
and sent the revisions to its field personnel and Indian -
groups for review and comment. Several comments and recom-
mendations have been received and will be incorporated.

Also, recently the Public Health Service and the Health
Services Administration have prepared separate draft policy
and procedural guidelines dealing with this subject. Before
issuing a final manual chapter, IHS wishes to make certain

‘the chapter will be consistent with such guidelines. Hope-

fully this process will be completed in the near future
and the IHS research policy_and procedures will _be issued.

17
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IHS believes the draft manual addresses the major
deficiencies we noted. Specifically, it believes that the
propocsed policy and procedures will:

“(1l) Provide specific guidelines for the authorities,
responsibilities and functions of Area and Head-
guarters Research Review Committees, including
membership, ongoing monitoring requirements,
formal review procedures, cataloging, reporting,
etc.

(2) Provide specific guidelines for information required
and reporting frequency for nngoing projects.

(3) Provide for a central repository of all proposed,
ongoing and recently ccmpleted projects along with
appropriate required reports and activity status.

‘(4) Mandate that Tribal approval be obtained before
favorable action by any IHS research committee.

(5) Provide a management structure that will assure
proper review, monitoring and evaluation of all
research activities.*

PERMANENT STERILIZATION .
OF INDIANS - '

voluntary or nontherapeutic sterilizaton is defined in
the HEW regulations as “any procedure or operation, the pur-
pose of which is to render an individual permanently incap-
able of reproducing.“ Sterilizations to treat an existing
illness or injury are classified as therapeutic steriliza-
tions.

IBS records identify the number of surgical procedures
resulting in sterilization.. For fiscal years 1973-76 (number
of contract cases for fiscal year 1976 is only 10 months) the
records of the Aberdeen, Albuquerque, Oklahoma City, and
Phoenix IHS areas showed 3,406 female sterilization procedures.
This includes 3,001 women of child bearing age {(ages 15=44;.--
Of the 3,406, 30-percent (1,024) were performed by docters
and facilities under contract to IHS. (See enc. III.)} Por
the same period, 142 male sterilization procedures were
reported. IBS' information system does not classify these
sterilizations as voluntary and therapeutic.

To assess IHS compliance with IEW regulations concerning

voluntary sterilizations, we reques’ed its records and data
for female sterilizations in the Aberdeen, Albuquergque,

18
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Oklahoma City, and Phoenix areas rerformed between April 1
and September 30, 1975. As of August 1976, however, IHS
was unahble to supply us with complete and statistically
reliable data on (1) whether the sterilizations were vulun-
tary or therapeutic and (2) the ages of the patients.

We found no evidence of IHS sterilizing Indians without
a patient consent form on file, although we did find several
weaknesses in complying with HEW's sterilization regulations.
The primary weaknesses related to (1) sterilization of persons
under 21 years of age, (2) inadequately documenting what the
Indian subjects were told before signing the consent form
{largely attributable to the use of consent forms that failed
to meet HEW standards), (3) lack of widespread physician
understanding of the regulations, and (4) the lack of defini-
tive requirements for informed consent when sterilizations
are performed by contract doctors at contract facilities.

HEW sterilization
requlations

- In response to a March 15, 1974, order of the U.S. dis~
trict court for the District of Columbia, HEW published in
the Federal- Register on April 18, 1974, revised regulations
concerning human sterilizations (42 C.F.R 50.201-50.204).
The regulations prohibit using Federal funds for the wvoluntary
sterilization of anycne under the age of. 21 or legally incap-
able of consenting to the sterilization (declared mentally
incompetent under State laws). The regulations also state
that individuals wanting to be sterilized must first give
their consent after they have been provided the six basic
elements of informed consent. (See p. 6.) For steriliza-
tions, the explanation of these basic elements must also in-
clude other appropriate family planning methods and the effect
of the proposed sterilization including the irreversibility
of the procedure. Also, the individual has to be inforined
that he or she is free to withdraw consent at any time.

Informed consent must be evidenced by a document which
is either (1) a written consent document detailing all the
basic elements of informed consent or (2) a short form
written consent document indicating that the basic elements
of informed consent have been presented orally to the patient,
and a summary of the oral presentation. Both forms must con-
tain the following statement at the top: “Your decision at
any time not to be sterilized will not result in the with-
drawal or withholding of any benefits provided. by programs
or projects.” The short form document must be signed by
the patient and an auditor-witness to the oral presentation, -
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and the written summary must be signed by the person obtaining
the consent and the auitor-witness.

For voluntary sterilizations, HEW regulations also provide
for a waiting period of at least 72 hours after the patient's
consent.

With one exception, BEW's regulations complied with the
court order. The exception was the court's regquirement “that
individuc_= seekiuc sterilization be orally informed at the
outset thar no Federal benefits can be withdrawn because of
failure to accept sterilization.” The BEW regulations allow
this informztion to be presented in writing when the detailed
written comsert document is used. To comply with the court
order, the regulations should specifically provide that the
required printed statement be rerd to the patient. The state-
ment should also be signed by a witness as evidence that it
was presented orally.

Sterilization of mentally incompetent
persons and persons under the age of 21

The BEW policy and guidelines prohibiting Federal finan-
cial participation in sterilizing the mentally incompetent or
persons under 21 years of age was initially announced on
July 23, 1973, by the Secretary of HEW. On August 2,- 1973,
the IES Director -sent the follow11g telegram to all area
directors:: ‘

“* * * there is, effective immediately, a
temporary halt in the IHS sterilization pro-
cedures performed on an individual who is
under the age ~f 21 or who is legally incap-
able of consenting to sterilization. This
policy does not apply when the operation

is performed for the surgical treatment of
specific pathology of the reproductive
organs * * * =

The moratorium was reconfirmed by an October 16, 1973,
" memorandum to the area directors and in an April 29, 1974,
telegram in which the area directors were informed they would
be provided a copy of April 18, 1974, BEW sterilization reg-
ulations. On August 12, 1974, IHS headquarters sent another
memorandum to its physicians, with a copy to all area direc-
tors emphasizing the importance of the HEW's sterilization
regulations. A copy of the BEW requlations and a copy of the
Director's telegram was attached to the memorandum.

20
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To further clarify the HEW sterilization policy, the
Director notified area and service unit personnel, in a
memorandum dated December 15, 1975, that a sterilization
of individuals under 21 years of age or mentally incompetent
is permissible only when "the procedure is carried out for
‘medical reasons' unrelated to the primary intent to sterilize
the individual. Examples could include cancer of the pelvic
organs and uncontvolled uterine hemorrhage.”

IHS began monitoring the HEW sterilization regulations
in September 1974 by preparing a special periodic computer
printout identifying selected information on all sterilization
cases, including the patient's age. Beginning in November
1974 area directors were requested to furnish headgquarters
pertinent information on each sterilization performed on per-
sons under 21 years of age. In subsequent requests, the area
directors were specifically requested to provide information
on (1) the medical reason for performing the sterilization,
(2) if not for medical reasons, the reascn for performing the
procedure and the reason why HEW sterilization regulations
were not followed, and (3) the action taken to insure the;r
compliance with the HEW sterilization regulations.

I8S identified and categorized 36 moratorium violations
occuring hQetween July 1,°1%73, and March 30, 1975. Twenty-
three of the 36 violations occurred after the moratorium but
before April 29, 1574, when area directors were informed of
the HEW regulations. As shown in the following table, 13
violations occurred between April 30, 1974, and March 30, 1976.

Justification Befoce After *
provided by IHS April 30, 1974 April 30, 1574 Total

Thought peraissible prioc
to 4~29-74 cossunication 15 - 15

Confusion in interpreting
policy - 1 i

Pectormed for legitismats
secious medical reasons
but with the intest to
sverilize 5 7 12

___Mainistrative error . - - -
authorizing peyssat
to coatract facility

(pote a) b 4 5 .
dithin few weeks of
21st birthday 1 : 1 2
Unknows B § = L
Total 2 13 26

a/Does not include two cases in which an administrative error was made

but cases ware performed for medical reagons with the intent to
sterilise.
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Of the 36 vioclations, 16 were performed at contract
facilities and 20 at IHS direct care facilities.

) The Deputy Director of Program Operations reports that
before the HEW regulations were issued on April 18, 1974, and
the IHS directive on April 29, 1974, most IHS areas

"were under the impression that they 'could
either perform sterilization on minors or
mental incompetents with proper (72 hour)
informed consent and/or that they could
employ the age of majority of the respec-
tive state in which the procedure was per-
formed (18 years in most cases).”

He further states that, except for one case, all patients
were 18 or older.

Twelve of the 36 violations were cateqorized by IHS
2s being performed for legitimate medical reasons, but with
the intent to sterilize. The IHS Deputy Director of Program
Operations told us the violations were primarily caused by
physicians who did not understand that there were unacceptable’
medical reasons for performing sterilizations or physicians
who were unaware of the prohibition of sterilizing persons
under 21 years of age. He believed that th¢ December.l$,
1975, memorandum from the IBS Director, clarifying steriliza-~
tion procedures on persons under 21 years of age, should help
to reduce the number of sterilizations that should not have
been performed.

IHS administrative clerks inadvertently authorized pay-
ment for five cases at contract facilities.

The Deputy Director of Program Operations could not &x-
plain the two vioclations which occurred on individuals within
a few weeks of their 21st birthday.

In the four IBS area we reviewed, three persons under
21 years of age were sterilized from April 1 to September
30, 1975. One case involved a l19~-year old woman in the
Albuquerque area on May 20, 1975. Area officials advised
IBS headquarters that the procedure was inadvertently author-
ized. The other two cases involved women, both age 20, in
the Oklahoma City area. The procedures were performed on
August 26 and September 11, 1975. 1In both cases it was re-=
ported that the physician did not understand how the BEW
sterilization policy was to be interpreted..

22



Y H RtedenY

PR

e e g o o BTN > 0 N 1

ENCLOSURE I ENCLOSURE I

The Deputy Director of Program Operations said tnat
IBS does not maintain a routine surveillance to assure
against sterilizing mentally incompetent persons. He said
this responsibility is left to the person obtaining the
guardian's consent. He added, and we agree, that steriliza~
tion of a mentally incompetent person generally occurs between
puberty and 21 years of age. Therefore, with headquarters
monitoring sterilization procedures for persons under 21 years
of age, surveillance over the sterilization of mentally in-
competent persons is also maintained. He alsc said it would
be impractical to establish a separate management reporting
of sterilizations involving mentally incompetent persons,
because it is highly unlikely a physician would ever report
such a case knowing there was a moratorium against this type
of sterilization.

Weaknesses in the informxed
consent procedures followed
by direct facilitiles

We reviewed the consent forms for 113 voluntary steriliza-
tions which were performed in the Aberdeen, Oklahoma City, and
phoenix IHS areas between April 1 and September 30, 1975. 1In
no case did the documented consents, which IHS provided us,
fully comply with HEW regulations,

In the'll3 cases, .3 different versions of the short con-
sent form were used. A combination of more than one of these
forms was occasionally used.

-~-HSA~83 Consent for Sterilization Procedures

--HSM-83 Consent for Sterilization Procedures

--Standard@ Form 522 Request for Administration of Anes-
thesia and for Performance of
Operations and Other Procedures

The most commonly used form was HSM-83 (91 of 113 cases);
@ form designated for medically required, rather than velun-
tary, sterilization. This form and the standard form 522,
which was designed for all types of surge y, did not comply
with HEW informed consent regulationg because they (1) failed
to indicate that the basic elements of informed consent had
been presented orally to the patient, (2) were not supple-
mented as short form documents by written summaries of what
the patient was orally presented, and (3) failed to contain

‘the required printed statement advising individuals of their

rights in case they decide not to be sterilized.
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Consent form HSA-83, used in 12 of the 113 cases, appears
to comply with the regulations as they pertain to a short-
form consent document. However, the written summary of the
oral presentation was either not prepared or contained in-
sufficient detail to determine whether all the elements of
informed consent were covered.

On March 21, 1975, IHS Headquarters sent the HSA-83 form
to its area directors for comments on its content, clarity,
and suitability. The most frequent comment was directed at
omitting the written summary, because it was too time con-
suming to prepare. As of June 7, 1976, IBS reported that it
still had not given its area offices any specifc instructions
to use the form, because a new form was being considered.

We reviewed the proposed form and, in our opinicn, it
does not comply with BEW regulations. The form does nct
contain full written disclosure of all the basic elements of
informed consent nor, if used as a short-form document, does
it provide for a narrative summary of the oral presentation
given the patient.

We believe that using the narrative summary with the
shor t-form consent document allows too much latitude as to
what is an adequate written summary of the oral ptesentatlon.
This discretion .could foster the type of abuse the court in-
tended to prevent. We, therefore, believe that the short-
form consent document should not be used, and a written con-
sent form detailing all the basic elements of informed consent
should be developed and used. Consideration, however, should
be given to the effects that elimination of the short-form
document would have on those persons who are completely or
functionally illiterate. In those instances, we believe that
the individual obtaining the consent should read the document
to the patient in the presence of a witness, with the witness'
signature attesting to the reading.

We also found 13 cases where the time lapse between the
date the patient signed the consent form and date of the
ster111:at10n procedure was less than the required 72 hours.

We did not interview sterilized patients to determine
if they were adequately informed about the risks, discomforts,
and irreversibility of the procedure because, as noted on
page 8, we believe that such an effort would not have been
productive,

With the assistance of a.physician, we reviewed 54 ther-

apeutic sterilizations performed at Phoenix Indian Medical
Center from April 1 through September 30, 1975, to evaluate
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the medical justification for the sterilizations. 1In 19
cases, questions arose which could not be resolved from the
records. These questions were discussed with the Center's
chief of obstetrics and gynecology. Even though some ques-
tions remained after these discussions, we believe that the
number of cases gquestioned and the number of questions which
could not be resoclved would be similar to what one would ex-
pect to find in a non-Indian Bealth Service hospital of com-
parable size.

Also, as a result of our review at Phoenix Indian Medical
Center, the service unit director said that he and his
assistant chief will periodically review consent forms for
compliance with HEW regulations. If the review discloses con-
tinuing noncompliance, he plans to institute a policy involv-
ing a review of the completed consent forms before the surgical
procedure is performed.

The deficiencies we found appear to be attributable pri-
marily to (1) the failure of IBS area offices to adhere to
the HEW sterilization regulations provided by headquarters
and (2) the lack of specific direction by headquarters tc the
area offices. Since the issuance of the regulations on Aapril
18, 1974, IHS headgquarters has not (1) off;clally adopted a
consent form for its area offices to use in complying with
BEW standards, (2) revised:  its manual to reflect current EEW

© sterilization regulations, or (3) provided area offices with
specific quidance for implementing the regulations,

Headquarter officials attribute their delay in implement-
ing the April 18, 1974, regulations to HEW's inability to de-
velop specific sterilization guidelines and a standardized
consent form for all its agencies to use.

Weaknesses in the sterilization
consent form used by IHS
contract facilities

Because no IBS facilities in the Albuquerque area perform
sterilizations, we reviewed sample copzes of the consent forms _
used by six contract care facilities in this area. Three of
the gsix facilities used consent forms that did not meet HEW
standards.

The consent forms mainly failed to provide full dis-
--closure or spaca for additional comments on what the patient
was told about the basic elements of informed consent. The

- forms also failed to include the required statement “Your
decision at any time not to be sterilized will not result in
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the withdrawal or withholding of any benefits provided by
programs or projects.”

IBS officials in the Albuquergque and Aberdeen areas said
that they do not monitor the adequacy of informed consent re-
ceived by contract care doctors or facilities. They also
said that the contracts they have with doctors and facilities
. do not stipulate that HEW regulations for sterilization pro-
cedures are to be followed. We believe that IBS has a .
responsibility for assuring that contract doctors and facili-
ties adhere to the HEW sterilization regulations. In this
regard, we noted that section 50.201 of the regulations pro-
vide that: -

*The provisions of this subpart are applic-
able to programs or prsjects for health services
which are supported in whole or in part by Federal -
financial assistance, whether b rant or contract,
administered by the Public Health Service.”
(Emphasis added.)

" RECOMMENDATIONS

We recommend that the Secretary of HEW direct IHS to
(1) expedite its efforts to have a standard consent form -
which provides for full disclosure of the information required
by the regulatioas (enc. IV shows a form that could serve
as a guide to counsel patients and which details all the
basic elements of informed consent), (2) provide training
to their physicians and administrators so that they fully
understand the requirements concerning (a) sterilization
of persons under 21 and persons who are mentally incompetent
and (b) obtaining informed consent, (3) include in the contracts
with non-IHS physicians and facilities, provisions to insure
that contractors comply with HEW sterilization regulations,
(4) continue to monitor compliance with the moritorium en
sterilization of persons under 21 years of age, and (5) develop
monitoring procedures to assure compliance with the regulations
by contract physicians and facilities.

We also recommend that-the Secretary of HEW direct that
HEW sterilization regulations be amended to (1) conform with
the ruling of the U.S. district court order that a patient,
regardless of the consent form document used, be informed
crally that no PFederal benefits can be withdrawn or withheld
if they decide not to be sterilized and (2) require that the
* signature of the person obtaining a patient's consent appear
on the consent form.
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IHS REPORTED FEMALE STERILIZATION PROCEDURES

PERFORMED ON WOMEN OF CHILD~BEARING AGE FOR FOUR

AREAS DURING FISCAL YEARS 1973-76

1273 1974 U & 1 - I ___.1916 .

fiimbac "of 77 Nomber of Rumber of fHumber “of Humber of
women Number of women Number of . women Number of women procedures
{age 1%-44) procedures (age 15-44) procedures (age 15-44) procedures (age 15-44) (notes b

Ateas (note a) (note b) (note a)  (note b) (note a) (note b) . (note a) and c)
Abezrdeen ' '

{note 4) 12,608 193 12,784 162 13,529 151 13,690 132
Albuguesque 1.150 54 7,110 65 7.471 54 7,630 24
Oklahoma City 20,536 330 21,212 388 21,901 390 22,561 374
Phoenix . 10,398 199 10,606 176 10,800 186 11,007 123

Total 390,112 Jis 31,910 191 53,701 181 54,088 . 653

8/143 estimite of womgn 15 through 44 years of age.
b/ Includes hyltctoctoT!cl and tubal ligations.

¢/Rumbetes include ell of the direct cases but only 10 months of the contract cases.

d/Includes the Pemidgi Program Office.
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. ENCLOSURE IV ENCLOSURE IV
‘ . e — L SR SN,

e TiA w10 SOCIAL SERVICLS Uk FTMENT
OLURTARY STERILIZATION — *
PATIENT CONSENT FORM

HOTICE:  YUR DECISION AT AnY TINE HOT TO BE STERILIZED WILL NOT RESULT IN THE
WITHORAMAL OR WITIHULDING OF ANY RENEFITS FIOVIDED BY PROGRAHS OR PROJECTS.

A non-therapeutic sterilization may not be performed until at least 72 hours

”n

have elapsed after the exccution of the consent document.
I, . have been counseled by

, of

et mmmme s e . ..+ On the below mentioned items in regard to my request
for o voluntary sterilization:

1. PROCECURES FOR VASECTOMY

I understand that sterilization for men is the surgical procedure called the vasectomy.
In a vasectomy a doctor cuts and ties off the vas tube so thal the sperm, produced by
the testicle, cannot mix with the semen. What the doctor Jdoes is very simple. Usually
it i- done in his office and only Lakes about a half hour and he usually uses a local
anestnesia. The vasectomy is a permanent method of contraception. A doctor will not
usually perform a vasectumy unless he is sure that the man who wants it understands

that it is permanent.

There are some temporary inconveniences following vasectomy, normal routine may have
1o be limited in the following 2-3 days and an additional con*vaception is necessary
for the next 3 months, or until the physician is able to determine that there are no
sperm present in the ejaculate. Sexual relations are usually not hampered.

Also, with the male vasectomy, as with any other surgical procedure, there are poten-
tial-side effects. Any time one makes an incision in the huwman budy, there is a
possibility of immediate or delaved bleeding and/or infection., Hith vasectomy, these
side effecls ave very rave ond much less frequent than similar side effects of the
sterilization procedure for women. From the physiological point of view, there is
"no difference in the sexual relalionship of a wan and a woman before and afler
vasectomy has been perfarmed. Sexual excitement, sexual intercourse, and orgasm
remain totally unaffected. fhe nature of the ejaculate is thinner and less opaque.
The amount is fractionally reduced.

II. PRUCEDURE FUR TUBAL LIGATION

I understand this operation it performed to block the path of the reproductive cells
so they cannot reach the uterus where fertilization occurs.

This operatiun does not affect either menstrual
periods or the age at which change of life occurs
The ovaries and uterus are unchanged by the
oparation, the ovary continues L9 release an .
eqy each manth and tying the tubes werely prevent
the eqg frum being fertilized by the sperm.
Production of female hormones by the ovaries

that determine feminity is not interrupted by

Addressograph or 1.D.

ST-007 ¢ Pom )

29



ENCLOSURE..IV ENCLOSURE IV

II. PROCEDURE FOR TUBAL LIGATION (CONTD)

cutting and tying the tubes. As with male vasac!nmy, no reduction of sex drive or
functica occurs. "Also as with the male vasector; and with any other surgical
procedure, thers are potential side effects. Any time one makes an incision in
:h: lc'utu;an body, there is a possibility of imnediate or delayed bleeding and/ar
nfection,

A.  TUBAL LAPARGSCOPY

The physician makes two small incisions about a h2lf inch long in the abdomen.
Through one incision is insertsd a laparoscope, an instrument that combines a
high intensity light and magnifying lenses. Carbon dioxide gas is then pumped
in te distend the abdomen, thus allowing the physicijan to see the Fallopian
tubes more clearly. A second instrumant, comoining a tiav forcep and a cauter-
tzing device, is inserted into the other incision. Grasping the Falloofan tude
with tne Torceps. vas paysician fuses tne tube shut witn a prier purs? or
electricity. This procedure is done on botd tuhes. Laparoscopy is ersirzrily
performad under general anesthesia. In manv cases the woman is able tn leave
the hospital the sime day, altnough an Overnigat sTay may 0@ neces3ary. ~3
with any surgical procedure, tnece are scma sgtantial sica affeacts; how2rar,
with this arerstion, they are siefmal. Roo:-avy enly tases a Tea days With
some slight discomfort in the abdominal area.

B. ABUOMINAL TUBAL LIGATION

The phvsician makes an incision just above the pubfc hair 1ine about 4-3 inches
long. The pnysician will expose the Fallopian tubes ana cut a small pisce out
of both tubes, tying and cauterizing the ends of the tubes. The abdominal tubal
ligation is usually performed under general anesthesia and frequently in con-
Junction with other abdeminal surgery. The woman usualiy rerzins fn the hospizal
for 2-3 days. The abdominal muscles will feel sore, and it may take a few davs
to walk easiiy. liormal activity may be resuved aftar 10 cays, Or whenever the
physician advises.

€.  VAGINAL TUBAL LIGATION

This procedure is performed through an incision about one inch Iot;g in the
vaginai wall. The patient is in the same position as when having a pap smear,
and generally has nad a general or.spinal anesthetic.

The physician inserts an instrument called culdoscope through the incision to
locate the tubes. The culdoscope has a tiny forcep attachment and cauterizing
davice which cuts and cauterizes both Fallopian tubes. After he has cut and
cauterized the tubes, the physician closes the inciston with suture which dis-
solve in about 10 days. The procedure usually lasts about a half hour, but
the woman usually remins in the hospital overnight. This procedure has a
slightly higher risk of infection, and the patient may feel discomfort in tie
Tower abdomen for a few days. After 5 days she may resume normal dctivities,
but the physician should be consuited as to when she may resume intsrcourse.
Tampons should not be used for at least 4 weeks after surgery.
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ENCLOSURE IV ENCLQOSURE

TI1. T UNOCSSTAND THAT THE INTENT OF THIS PRGCED '€ is to make me sterile and urasie
t0 have additional children. 1 have been 1 formed that this procedure is non-
reversible and that it must be considered zs such prior :v my consent. I am
aware that on occasion some people have psvinolagical depression atter tubal
ligation or vasectomy. It was pointed cut that the intense counsaling performed
prior o surgery is an effort to minimize this depression. ! understand that
this procedure will in no way interfére with my normal sax habits aftar recovery
and may decrease sexual tensions caused by the fear of unplanned pregnancy.

IV. METHODS OF FAMILY PLANNING

During the counseling session{s) prior to my surgery I have been instructed in other
methods of Tamily planning:

1. P'LLS: I was tol? how the pill works and that the affective rata was
tne highest availesle among mon-surgical mathods. I was informed that
mnw pilfg wana piTable, 2omg 3ET2 30227tulle then Sinics o i

v - i W waewe & ——paiieriiy
ugon the needs of the ingividual.

2. I'D: The intrauterine device was exnlzinad and Zemonstrated inclucéiea
appropriate efrective rates and the fact that this method ra2auires ao
daily pilis or other function to be rememzerad daily. The discemfor—s
which scmetim2s accompany insertion were axplained as were the numerdus
types of IUD’s.

3. DIAPHRAGM: This method was explained to me starting with the methed of
awasurezant. [ was instructed oa how to insert the device properiy and
the absolule requirement to use propar lusricants. [ was inforzea that -
the diaphrags must be used each time intercourse accurs. -

4. CONDOM: Condoms were exglained as an effective methed, espacially when
used in conjunciion with spermacidal foam. [ was told that when used
ascording ta diractions, tnese two methias in"combination shouid b2
considered as sffective 3s the birth control pill with fewer sidz effects.
T was alsa informed that some pregnancies occur «hen onlv one of tnase
methods is used, and that an interruption in the lovermacing process i<
necessary to insure proper contraceptive protection whizh sore individuals
deem undesirable.

5. FO0AM: Foam and other chemical spermacides such as jellies and creams
were explained as an effective method, especiallv when used with a
condom. I was told that when used according to directions, these %wo
methods in combination should be considered as effictive as the birth
control pill with fewer side effects. [ was 1150 ctoid that pregnancies
sy result when foam, creza or jelly is used by itself. I understand
that to use foam there may be an intsrruption in the lovemaking process
which some people find undesirable.

6. NATURAL: Natural family plamning was explained as a method iavolving
selective abstinence. [ was told that only on cartain days could 1
pregnant and was to1d how to predict when these days were. I was
informad that this was a highly participatory method and cooperation
(from sex partner) was an absolute necessity before any contraceptive
protection was avaflable. .
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EN )
CLOSURE 1v ENCLOSURE 1V

Iv. METASDS OF FAMILY PLAMMING [CONT5Y

7.  STEZRILIZATION: This surgic:l procedurs . 2s explained to me as a methed
to make my body incapable cf becoming pr:gnant/er making a woman sregnant.
[ was informed that some individuals acsidentally become pregnant/impregrata
after this procedure because the canal which is cut during the operation
grows back. I was told that this is rare. [ was also informed that scme
individuals have periods of depression following this procedure. 1 am fully
aware that [ may, at any time pefore surgery, retract my consent to have
this procedure performed. I am also aware thit my decision will not in
any way affect any other benefits or privileges which are available tn me
or my family from this or any other organization.

1 have received counseling as described above and have been given an
opportunity to ask additional questicns about any and all methods, precegures,
risks, benefits, or other concerns which I may have.

I understand that there must pe 2 72 haur waiting jeriod hetween the
time‘z_receive counseling ana sign this consent form, ani the time my
stariiizaticn surgary is aciually performed.

I ~Cw hereSy voluntirily consent o2 . surgica!
sterilization procedure.

TTRT AT

S » was designated by

as her/his auditor-witness, ang was
prasent when she, he received her/mis counsgling and information on steriiizatiza
surgery and birth control! oSetho..s. Everything described by this consent form was
iiscussed and there were opportunities for adaitional questions.

(Signature of auditor-witness designated by

patient)

——— .- -

(Time} {Date)
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