MARAL

\

|

/ 1D:202-978-4U%8 Fep lu v Lcidd ho.ugl r.us

o (Do
Qﬂ @,Dr‘?

DR. HENRY W. FOSTER JR. -- QUESTIONS AND ANSWERS
FEBRUARY 10, 199§

Q.  What did you mean when you said that you abhor abortion?

A. Whether or not to have an abortion is a complex and difficult decision. My goal as a
physician has always been to ensure that none of my patients ever has to face that decision.

That's why I've focused my efforts on preventing unplanned pregnancy. Our nation’s goal
mast be 10 meke abortion less necessary.

Rut when a woman feels she must choose abortion, it is my responsibility as her
physician to provide her access to safe medical procedures.

Q.  Why have you equivocated and changed your response to the number of abortions you
have performed? '

Al The number has no place in this debate. Most ob/gyns have performed abortions,
which is a legal medical procedure. But I have always worked to help my patients avoid
unplanned pregnancy and abortion. It was a mistake for me to have given an estimate in
response to that question, hut it was not an attempt to deceive, ;
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Q. Do you support restrictions on abortion like parental consem and notice?

A.  As Surgeon General, I will not be involved in these matters. I do believe that parents
should be involved when their teenage daughter faces a crisis pregnancy. In fact, most
young women do tell a parent. But family communication can’t be mandated by law.

- The American Medical Association concluded in a study that these laws increase the
risks associated with abortion because they delay the procedure. They also lead some teens
to resort to unsafe and illegal abortions.

Q. Do you favor mandatory waiting periods?

A. It's my experience as a physician that by the time a woman chnoses to have an
abortion, she has already reflected on the moral, ethical and religious questions involved in
that decision. Waiting periods only serve to delay the procedure. The American Medical
Association has said that delaying abortion increases the health risks to women.
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Q. Do you favor distribution of condoms?

A.  First and foremost, | believe in teaching our youngsters to abstain from sex. But
since many teens are sexually active, I believe that they should have access to condoms to
protect themselves from scxually transmitted discasxcs and lessen the Hkelihood they will of
unplanned pregnancy and abortion.

Q. Do you favor abortions for sex selection?

A. Although very few women ever make the abortion decicion for this reason, 1 am
strongly opposed to abortion for sex selection.

Q. Do you support making the abortion pill available to American women?

A. When a woman faces a crisis pregnancy, she must havc access to all medically safe
options, including medical abortion. RU-486 also holds promises for treating diseases like
breast and other cancers, Cushing’s Syndrome and endometriosis. 1f the FDA certifies its
safety and scientific merit, it should be available to American women.
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What is your position on the federal funding of abortions?

A: My understanding is that, under the Clinton Administraion, the Hyde
Amendment was changed to allow the Medicaid program to pay for
abortions for poor women in the case of rape or incest or danger to the

life of the mother. I support that [and would not want to see these
protections taken away.] [NEED TO PASSS BY N-A MIN / GALSTON]

Q: Do you support restrictions on abortion like parental consent
and notification?

A: As Surgeon General, I will not be involved in these matters. I do
believe that parents should be involved when their teenage daughter
faces a crisis pregnancy and will do everything I can to encourage that.
In fact, it has been my experience that most young women do tell a
parent. But family communications can't be mandated by law. I want
parents involved, not politicians. That's why the program I founded --
"I Have A Future" -- involves parents in the lives and aspirations of
their teenage children.

And as I've said, I believe abortion should be safe, legal, and rare. The
American Medical Association concluded in a study that these laws
increase the risks associated with abortion because they delay the
procedure. They also lead some teens to resort to unsafe and illegal
abortions.

ADMINISTRATION POSITION: [??] The President's position has
always been that this decision is best left to the states and
communities. He supported a parental notification law as Governor of
Arkansas that encouraged teenagers to talk with their parents but
allowed them to apply to the court in ___ [certain? abusive?] situations.

Q: Do you favor mandatory waiting periods?

It has been my experience from 38 years as a physician that by the
time a woman chooses to have an abortion, she has already reflected
on the moral, ethical, and religious questions involved in that decision.
Waiting periods only serve to delay the procedure, which the American
Medical Association says increases the health risks to women.



ADMINISTRATION POSITION: ??

Do you favor distribution of condoms?

First and foremost, I believe in teaching our young men and women to
abstain from sex. My "I Have A Future" program promotes abstinence
as the best way to prevent unwanted pregnancy. In fact, one of the
reasons [ established this program was because I saw that most efforts
to control teen pregnancy focused only on distributing condoms, rather
than empowering teenagers to take charge of their lives and
consciously make other choices.

At the same time, we have to recognize that we will never be
completely successful and that too many teenagers, despite our best
efforts, will choose to be sexually active. We should provide access to
condoms so that those teenagers can protect themselves from sexually
transmitted diseases and lessen the likelihood that they will have an
unplanned pregnancy -- and an abortion.

[Should we add?] As I've stressed, first and foremost, I want abortions
to be rare and am committed to ensuring that young people don't have
to face the choice of having abortions.

ADMINISTRATION POSITION: President Clinton said upon Dr.
Foster's nomination that this issue should be decided locally, in
consultation with families, schools, and communities. "There is no
national policy on that, and there will not be.”

Dr. Foster, what is your position on needle exchange programs?
I do not support federal funds being used for needle exchange
programs. I have see no compelling evidence that these programs both
stop the spread of the AIDS virus and curb the abuse of drugs.

ADMINISTRATION POSITION: Phil Lee position from story




uestions

Who are you?

Why do you want to be surgeon general?

Why did President Clinton nominate you?

Abortion numbers questions? Why should we trust you?
Mismanagement? Meharry accreditation?

If abhor abortion, why perform?

Parental consent & notification?

24 hour waiting period?

Tuskegee syphilis study

Were you at that meeting?

How many abortions at Tuskegee?

Accomplishments of Surgeon General?

Shouldn't the President just choose sbmeone uncontroversial?
Why should you be confirmed?

How do you define abortion?
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Child Care

QUESTION #1

In 1990, Congress passed the Child Care and Development Block
Grant which included funding of certificatez to low income
parents which could be used for a variety of child care,
including religious child care. Knowing how important you
believe tolerance to be, I trust that you have no intention of
altering federal regulations to prohibit parents from using child
care certificates in religious day care programs. Is that a safe
agsumption? Will your office continue to support use of child
care certificates for these programs? How will your office
encourage States to comply with the law and final regulations?

ANSWER

» Parents who wish to choose a sectarian (religious) provider
nay 4o 8o through a child care certificate. The availability
of certificates is mandated in the Block Grant statute and
reinforced in the regulations. Parents are informed of the
option to request a certificate through consumer education and
at the time they apply for child care assistance. Consumer
education ig also mandated by the statute and regulation.

» We have raviaewad each grantee's plan to ensure that
certificates are available to parente when Block CGrant
gservices are offered and that certificates may be used with
sectarian providers. We aleo verified that all grantees
required to offer certificates by the October 1992 statutory
deadline were, in fact, offering certificates. Note that some
“gmall" Tribee ara exempted from the requirement to offer
cartificates. Prasently, we are review?ﬁg how sach grantee is
implementing the certificate feature of the program,

» This fiscal year we also began general program reviews. These
reviews are intended to cover each state, territory, and non-
exenmpt Tribal grantee program at least every two years.

» Additionally, we are conducting a series of technical
assistance symposia across the country for all grantees,
These symposia provide a forum for exchanging information
about the promising practices of different grantees on many
aspacts of the program, including their certificates.
Finally, our reiional offices are in frequent contact with
grantees to assist them with meeting the statutory and
regulatory requirements of the program.

-V
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QUESTION #2

Ma. Shalala, among the areas overseen by the Department of Health
and Human Services are a number of programs that are intended to
provide direct benafits to children, including Title X, Head
ftart, Tederal aid Lo State ana local programs to combat child
abuse and neglect and so forth.

Up here, we've been debating issues ralating to children and
government for some time, whether it's the child care issue or
parental leave or whatever it might be, and one argqument we
frsquently hear ie that if government is to be active on behalf
of children, it ought to do so in a way that is reaspectful of the
role of parents. We are warned against programs that would treat
children as a separate client group for government services,
bypassing parents, and making parents merely sticks of furniture
in a child's life; usaful, but replaceable.

When you become responsible for policy-making in these areas,
wvhat oconcept of the role of parents will you be guided by?

ANSBWER:

» I believe that Federal programs serving children should
respect, encourage and assist parents in carrying out their
roles as the principal educators and nurturers of their
children.

» Federal, State, and local programs should geek to eupower
parents to enhance their own family unit and to help it become
a stronger part of the community as a whole. Programs should
work with parents to assist them in identifying family needs,
establighing goals for themselveas and their children and in
helping to shape the programs intended to serve then.

» A useful model for this type of parent involvement is the Head
Start program. Head Start encourages parents to becone
involved in all aspects of local program operation and
decision-making and also helps them in thelr own individual
efforts to care for their children within the context of the
home and larger community.

« Vo
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Family Planning

QUESTION #1

It was recently announced that Baltimore City Schools are
expacted to be the first in the nation to offer Norplant, a
surgically implanted contraceptive, to teenage girls. The drug
ia expected to be offered to students at Laurence Paquin Middle
and High 8chool, and will eventually be expanded to the six high
schools that have school-based health clinics on campus.

Do you support the distribution of Norplant to this populatjion?
ANSWER

» I am not aware of any Federal restrictions on the provision of
Norplant through the schools, nor would I msupport such
restrictions at the national leval. Norplant, a new
implantable hormonal, long-term contraceptivae, has baen
approved by the Food and Drug Administration (FDA) as safe for
use as & contraceptive method in the United Statas. Local
community groups, including the Baltimore City schools, may
provide voluntary contraceptive services to sexually active
individuale in complisnce with any relevant Federal, State or
local requirements, including informed consent requirements.

QUESTION #2

Given the drug's short histoxry, do you believe these minor girls
should hava to obtain parental consent before implanted with
Norplant?

ANSWER

» Norplant has been approved by the FDA &8s a safe, raeversible
family planning maethod that can be reversed through a simple,
outpatient procedure, to remove the implant, As with all
other ocontraceptive services provided to adolescents through
the Title X national famlly planning program, Norplant is
available to adolescents who request such services on a
confidential basis. I would certainly urge parents to becoma
involved with their children's decislions whenever practiocable.

QUESTION #3
If you do not support parental consent befora Norplant is

distributed to minor giris, do you at leagt support parental
notification before this new drug is distributed?
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ANSWER

» There are no Federal laws that require parental consent or
notification for the provision of contraceptive saervicas to
minors. I would not recommand that Norplant be singled out
for euch a requireumant.

QUESTION #4

Would you support uging federal funda for this type of
distribution?

ANSWER

» Funding for the provision of Norplant is currently available
through various Pederal programs including Medicaid and the
Title X national family planning program. Programe are
specifically required to provide all family planning services
to adolegcenta in a confidential manner, and parental consent
or notification requirements for the provision of such
services are prohibited.

QUESTION #5

What {f any restrictions would you placa before federal funda
ocould be used to distribute Norplant to minors?

ANSWER

(see above response)

QUESTION #£6

Section 1008 of the Public Health Service Act implementing the
Title X Family Planning Act provides that: "“None of the funds
appropriated under this Title shall be used in programg where
abortion is a method of family planning.®

How do you interpret this section of the law, which has not bsen
altered since 19707

ANSWER

» The previout Administration'e interpretation of this saction
ot the atatute lead to the eo-called “gag rule®, which has
been the focus of much litigation and controversy, and which
we beljeve tha rule inappropriately restricted grantees. I
therefore suspended the so-called "gag rule" and proposed that
the program return to the ocompliance standards operative prior
to the iseuance of the "gag rule" in 1988. The Department is
currently reviewing comments received in response to its

Ve
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February, 1993 Federa) Register notice and working on the
development of a new rule in accordance with the notice and
comment provisions of the Administrativa Procedure Act. s
the Department'!s February, 1993 interim rule notas, the
original interpretation of section 1008 (from the prograns
inception in 1970 up until the 1988 "gag rule") did not
include a prohibition on non-directive counseling on abortion.

QUESTION ¢#7

Do you support regulations known as the "Gag Rule" which aim to
separate abortion related activities from federally supported
fanily glanning activities? If not, do you support any
limitations on the abllity of clinios receiving federal funds to
counsel and refer women for aboertion in federally funded Title X
clinics?

ANSWER

» BGee above response. The Departmant has published in the
Federal Register -- (1) a notice of proposaed rulemaking (NPRM)
proposing to return the program to the abortion policies and
interpretations that were in effect prior to February 1988 ana
(2) an interim final rule suspending the “gag rule™ and
reinstating the pre-1988 policies pending the issuance of a
final rule.

» The Department has proposed that the compliance standards
operative prior to 1988 bée reinstated, including those sat out
in the Family Planning Program Guidelines that require that in
the event of an unplanned pregnancy, that non-directive
counseling be provided to a client at her reguest, on all
options relating to her pregnancy, including abortion, and to
refer her tor abortion, if that is the option she selacts.

QUESTION #8

Do you view the federal family planning program as preventive in
nature?

ANSWER

The Department believes that the Federal family planning program
is intended to provide a broad range of acceptable and effective
medically approved family planning methods and services to
persons desiring such services. The Departzment view is that
these services must be provided in a manner that does not subject
individuals to coarcion, daception or withholding of complate and
accurate medical infaormation about their health condition and
legal options.
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QUESTION #9

Do you think it is important to separate abortion activities from
legitimate family planning or preventive activities? How do you
propose to saparate abortion activities from legitimate family
planning activitiesg?

ANSWER

» As the Department mtated in the February, 1993 interim rule,
we beliave the 1988 "gag rule" would have regquired many
grantees to make extensiva, expensive and unnecagsary
alteratione in their phyasical racilities and organizational
structures. Consistent with the longstanding Departmental
interpretation and administration of the statutae, we have
proposed that Title X projects not be permitted to promote or
encourage abortion as a method of famxily planning, and that
they be required to maintain a sepaxation (that is more than a
mere exercime in bookkeeping) of their project activities from
any activities that promote or encourage abortion as a method
of family planning. The Department will consider this issue
further when promulgating a new final rule in light of the
conments raceive to ite Pebruary 1993 interim final rule.

QUESTION #10

Should Title X clinics be permitted to parform abortions on the
sama site as the federally funded Title X clinic?

ANSWER

(sae above response)

QUESTION #£11

Should parsonnel whose salaries are supported by federal funding
be permitted to work in abortion related activities at the sane
site?

ANSWER

(see above response)

QUESTION #12

Since its involvement in funding contraceptives and family
planning, the Federal government has invested over $2 billion to
curb teenage pregnancy. Yet the rate of teenage pregnancy and
sexually tranemitted diseases afflicting teenagars continues to
grow. Many experts feel it is time for us to admit this approach
hag nhot yielded the returns we had hoped, and to recognize that
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we have focused on the symptom of teen pregnancy rather than the
root, which is teen sexual activity.

what if anything will you direct tha Department of Health and
Human Services to do to curb the rate of teaen sexual activity?

ANSWER

» Adolescent pregnancy prevention is a priority within the
Departmant in order to provide national lesadership in
developing a credible, reliable responss to the problem.
Toward this end, I have asked geveral experts in the
Departumant to beqin to deeign a atrategy on teenage pregnangy
in order to develop a strong adolescent pregnancy initiative.

QUESTION #13

What role, should abstinence education play in thie effort?

ANSWER

» Abstinence is a legitimate public health approach to
preventing early adolescent gaxual activity and the
transmission of sexually transaitted diseases, including
HIV infection. Howaver, a broader, more comprehenaive
range of public health and social service approaches is
needed to target these dual problems.

VO
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Drug Approval
QUESTION #1

During the last 15 years, a lot of attention has been focused on
making the drug approval procesa at FDA function fairly and
efficiently. Although somae problema remain, great progress has
been made in eliminating neadlesa Qelay.

Not eo, however, in the Center for Food Safety and Nutrition. of
four major direct food additive petitions filed in the 1980's,
only one has been approved. That one required six years of
reviev. The remaining three have now been pending at least seven
years.

According to some, this leisurely pace of review geriously
discouraged innovation, and denies the American public useful new
products, which accolade (sic) contribute to ita health. Can we
have your assurance that the Department, working through FDA,
will foous on the food additive approval processg, and make sure
the CFSAN has tha resourcea, the discipline, and the appropriate
procedures in place to asasure reviews of food additives in a fair
and timely manner?

ANSWER:

» Proper and timely action on food additive petitions is an
important issue. CFSAN's food and color additive patition
review process was subject to an asaessment of risk review in
the last fiscal year and is scheduled for a more rigorous
evaluation of management controls in FY 1994, In addition,
the Office of Inspaector General is developing a survay
concerning internal controla in all of FDA's premarket review
processes. These oversight steps should i{dentify any problems
that exist, and we will take prompt action to correct problems
and {mprove the process wherever possible.

QUESTION ¢#2

What are your views on the 4rug approval process put ferward by
the FDA and former Vice President Quayle's Competitiveness
Council? These proposals have received a great deal of support
in the AIDS and orphan drug community. Do you anticipate changes
in any of these proposala? If so, which ones?

ANSWER

» Many of the changeg in the drug approval process, such as
accelerating drug approvals, were well underway before they
were recommended by the Competitiveness Council. Kany other
Council recommendations fall under the category of good
management practices; and again, FDA continues to make
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improvements in many of these same areas. Expanding the role
of inatitutional review boarde (IRBs) and contracting out the
reviev of drug applications are two recommendations of the
Council. These have proceaded more slowly because FDA
believes that industry support ig necesgary if these
racommendations are to work. We baelieve that these two
mechaniema should be limjted to application supplements for
additional indications and other areas of the drug application
that are unlikely to entail major public health risks,

- lu
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| Bubstance Abuse
QURBRBTION #1

One area vhere I tend to agree with President [-Elect) Clinton is
in the need to get government and business working togaether to
build and enhance American joba. And one area where the
Department of Health and Human Servicaes could do a better job is
in prevention of high risk bahaviors among yocuth, including
subgtance abuse. I'm aware that the alachol beverage fndustry
has been gupporting effective preventioen programs for over a
decade. Can ve count on you to lead your Department to work with
the industry on education and prevention programs that have been
denonstrated to be effective?

ANSWER

» Yes, I plan to continue to work with industry on education and
prevention programs. In the past, we have jointly worked with
the National Commiseion on Drunk Driving and participate in
the Drunk and Drugged Driving Awvareness Month, which the
industry supported. The industry has also carried out other
programs to raise public awareness about .the negative
consequences of drinking and driving. However, there i{s still
B lot to be done. It is my hope that induetry would be willing
to join in cooperative efforts to address such critical
problems as underage drinking, and the risks to women of
childbearing age of having offapring with fetal alcohol
syndronme and fetal alcohol effects,
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Yetal Tissue

QUESTION #1

Do you support uging funds for the purposa of supporting research
using fetal tiseue obtained from induced abortions?

ANSWER

» Yes, I support Federal funding of human fetal tissue
transplantation research using fetal tissue obtained from
induced abortion. Consistent with the President's directive
of January 22, the National Ingtitutes of Health (NIH) will
fund meritorious proposals for such rasearch.

QUESTION ¢#2

Would you consider first directing NIH to study, through the use
of a tissue bank, alternative sources as those obtained from
ectopic pregnancies and miecarriages?

ANSWER

» We are currently evaluating whethar te fund assessment and
epidemiological studies of tissues from ectopic pregnancies
and spontanecus abortions. These studias have the potential
of providing information that may be useful {n determining
wvhether this tissue is suitable for transplantation purposes.
In addition, such studies could provide epidemiological
information about early pregnancy loss. cConsistent with the
decision of the President, we will, however, be proceeding to
nake decisions on funding maritorious research ueing tissue
from other sources.
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Abortien

QUESTION f£1

¥hat i8 your position on abortion?

ANSWER

» The Administration's objective is to make abortion =afe,

legal, and rare.

QUESTION #2

Do you believe a woman should have a right to an abortion, for
any or no reason, throughout the entire duration of pregnancy?

ANSWER
» The application of the right to privacy in this context has
been articulated by the Supreme court in Rog v. Hade.

QUESTION #3

Do you support reasonable restrictions on abortion such as
parental consent for minors? What about parental notification?

ANSWER

» The Administrstion opposes any Pedaral attenmpts to limit
access to abortion through mandatory waiting perjods or
parental or spousal consent requirements. The Administration
does not opposae State efforts to require some form of adult
counseling or consultation for underage girls who choose to
have an abortion -- as long as workable and effective bypass
provisions are attached to such laws.

QUESTION #4
what is your position on tha Freedom of Choice Act?
ANSWER

» The Administration supports a freedom of choice act that
codifies the tenets of the Rpe v. ¥ade.

FEg LD 9D 4:4% NO..UUL P13
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QUESTION #5

Do you support the "Hyde" amendment which prohibits the
expenditure of federal funds for abortion except in those cases
vhere the wother's life would be endangered if the fetus was
carried to term?

ANSWER

» The Administration's FY 1994 budget request does not include
the so-called "Hyde Amendment", an annual HHS appropriations
rider whioh has limited the use of federal fundas for abortion
aince the mid-70's.

QUESTION #6
What is your position on RU-4867
ANSWER

» The Preg¢ident directed the Dapartment to review the scientifioc
basis for the import ban on RU-486 and to pursue initiatives
that promote the testing, licensing, and manufacturing of RU-
486 in the U.S8. Roussel~Uclaf, the Prench manufacturer of
RU-486, has agreed to license the drug to an American
organization, the Population Council, to begin the procass of
olinical trials in the U.S.
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DeLuca Case

QUESTION #1

What role did you play in the DeLuca ocase involving two
profesgsors at the University of Wisconsin who ware under
investigation for fraud?

ANSWER

» I appointed the chailr of the ingquiry conmittea that took a
preliminary look to determine if an inveatigation was
warranted. I wvas not pereonally involved in the inquiry or
the subsequent investigatien. Upon completion of the
invegtigation committee's work, I reviewed the report and
accepted the recommendation of the committee.

QUESTION #2

Wwhat gteps are you now willing to take to ansure that thae
documents requested by Dapartment of Health and Human 8Services
are released?

ANSWER

» Aftaer an adminietrative review of this case by officials of
the Office of Research Intagrity (ORI), this case was closed
during the previous Administration. No further action is
anticipataed.



What Dr. Foster Really Did In Tuskegee

Once again, the nomination of Dr. Henry Foster, a good, decent, dedicated physician
to be the Surgeon-General of the United States, has entered the land of political
distortion.

The attack on Dr. Foster by right-wing critics like Gary Bauer for alleged
insensitivity to poor, rural blacks in Tuskegee, Alabama is nothing short of grotesque.

These critics would have us believe that Dr. Foster knowingly cooperated with the
most notorious, racially insensitive experiment ever undertaken by the federal
government. What the federal government’s white medical establishment did in 1932
was design a study to deliberately withhold treatment of syphilis from poor black men
in Tuskegee without their knowledge so the doctors could observe the long-term
effects of the disease. And even after penicillin became widely available in the late
1940s, these federal doctors continued to withhold treatment.

To accuse Dr. Foster of complicity in this affair is not only slanderous, it is
nonsensical in light of who Dr. Foster was and what he was doing in Tuskegee.

Unlike the medical establishment working in the offices of Washington and Atlanta
far from the rural poor upon whom they were experimenting, Dr. Foster dedicated
the first nine years of his career to serving those people hands on, teaching them
about preventive medicine, caring for them.

After graduating as the only African-American in his medical school class at the
University of Arkansas and serving as a medical officer in the Air Force, he came to
Tuskegee in 1964 as the lone obstetrician-gynecologist at the John A. Andrew
Memorial Hospital. His caseload ran into the hundreds.

The population was 87% black. The median income was $2,500. Many families
went without electricity, or phones, or even running water. And the local hospital
served only white people -- because this was still the Jim Crowe South.

As a story in the Los Angeles Times said, "Among the poor, the uneducated and the
sick living on the red clay soil of east-central Alabama, among the women who didn’t
know or couldn’t afford to call a doctor, Foster was the best they had."”

He is recalled by the people of Tuskegee as the town’s "baby doctor” who delivered
countless babies for the poor. A man who saved the life of the mayor’s infant son.
A man who talked a scared, 20-year old student out of an abortion, to see that
student’s daughter grow up to be the valedictorian of her high school. A man who
devoted his young life to helping his own people.

That’s what Henry Foster did in Tuskegee. Latter-day critics who dare, for cheap
political gain, to try to paint him as complicit in a federal government study that
turned the people he tried to help into guinea pigs should be ashamed.
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THE PUBLIC HEALTH SERVICE ACT

AS AMENDED BY THE HEALTH RESEARCH EXTENSION ACT OF 1985

PUBLIC LAW 99-158
NOVEMBER 20, 1985

“INSTITUTIONAL REVIEW BOARDS; ETHICS GUIDANCE PROGRAM

“SEC. 491. (a) The Secretary shall by regulation require that each entity which applies
Jor a grant. contract, or cooperative agreement under this Act for any project or program
which involves the conduct of biomedical or behavioral research involving human subjects
submit in or with its application for such grant, contract, or cooperative agreement assur-
ances satisfactory to the Secretary that it has established (in accordance with regulations
which the Secretary shall prescribe) a board (to be known as an ‘Institutional Review
Board') to review biomedical and behavioral research (nvolving human subjects conducted
at or supported by such entity in order to protect the rights of the human subjects of such
research.

“(6)(1) The Secretary shall establish a program within the Department of Health and
Human Services under which requests for clarification and guidance with respect to ethical
issues raised In connection with biomedical or behavioral research involving human sub-
Jects are responded to promptly and appropriately.

“(2) The Secretary shall establish a process for the prompt and appropriate response to
information provided 1o the Director of NIH respecting incidences of violations of the
rights of human subjects of research for which funds have been made available under this
Act. The process shall include procedures for the receiving of reports of such information
from recipients of funds under this Act ond taking appropriate action with respect to such
violations

“FETAL RESEARCH

“SEC. 498. (a) The Secretary may not conduct or support any research or experimenta-
tion, in the United States or in any other country, on a nonviable living human fetus ex
utero or a living human fetus ex utero for whom viability has not been ascertained unless
the research or experimentation—

*(1) may enhance the well-being or meet the health needs of the fetus or enhance
the probability of its survival to viability; or

(2} will pose no added risk of suffering, injury, or death 1o the fetus and the pur-
pose of the research or experimentation is the development of important biomedical
knowledge which cannot be obtained by other means.

“(b] In administering the regulations for the protection of human research subjects
which—

(1} apply to research conducted or supported by the Secretary;

“02) involve living human fetuses in utero; and

“(3) are published in Section 46,208 of Part 46 of Title 45 of the Code of Federal

Regulations:

or any successor ta such regulations, the Secretary shall require that the risk standard
(published in Section 46.102(g) of such Part 46 or any successor to such regulations) be
the same for fetuses which are intended to be aborted and fetuses which are intended to be
carried to term. '

NOTE: Section 46.102(g} becomes Section 46.102(i} in Title 45 CFR Puart 46 as revised
on June 18, 1991.

THE CODE OF FEDERAL REGULATIONS,
TITLE 45 CFR PART 46,
IMPLEMENTS THESE AMENDMENTS
TO THE PUBLIC HEALTH SERVICE ACT

g oo3
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PART 46—PROTECTION OF
HUMAN SUBJECTS

Subpart A—Federal Policy for the Pro-
tection of Human Subjects (Basic
DHHS Policy for Protection of
Human Research Subjects)

Sec.

46.101 To what does this policy apply?

46.102 Definitions.

46.103  Assuring compliance with this
policy—research conducted or
supported by any Federal Department
or Agency.

46.104-46.106 [Reserved]

46.107 IRB membership.

46.108 [RB functions and operations.

46.109 IRB review of research.

46.110 Expedited review procedures for
centain kinds of research involving no
more than minimal risk, and for minor
changes in approved research.

46.111 Criteria for IRB approval of
research.

46.112 Review by institution.

46.113  Suspension or termination of IRB
approval of research.

46.114 Cooperative research.

46.115 IRB records.

46.116 General requirements for informed
consent.

46.117 Documentation of informed
consent.

46.118  Applications and proposals lacking
definite plans for involvement of human
subjects.

46.119 Research undertaken without the
intention of involving human subjects.

46.120 Evaluation and disposition of
applications and proposals for research
to be conducted or supported by a
Federal Depariment or Agency.

46.121 [Reserved)

46.122  Use of Federal funds.

46.123  Early termination of research
support: Evaluation of applications and
proposals.

46.124 Conditions.

Subpart B—Additiona]l DHHS Protec-
tions Pertaining to Research, De-
velopment, and Related Activities

Involving Fetuses, Pregnant
Women, and Human In Vitro Fer-
tilization

Sec.

46.201  Applicabiluy.

46202 Purpose.

46.203 Definitions,

46.204 Ethical Advisory Boards.

Sec.

46.205 Additional duties of the
Institutional Review Boards in
connection with activities involving
fetuses, pregnant women, or human in
vitro fertilization.

46.206 Genersl limitations.

46.207 Activities directed toward pregnant
women as subjects.

46.208 Activities directed toward fetuses
in utera as subjects.

46,209 Activities directed toward fetuses
ex utero, including nonviable fetuses, as
subjects.

46210 Activities involving the dead fetus,
fetal material, or the placenta.

46.211 Modification or waiver of specific
requirements.

Subpart C—Additional DHHS Protec-
tions Pertaining to Biomedical and
Behavioral Research Involving
Prisoners as Subjects

Sec.
46.301
46.302

Applicability.

Purpose.

46.303 Definitions.

46.304 Composition of Institutional
Review Boards where prisoners are
involved.

46.305 Additional duties of the
Institutional Review Boards where
prisoners are involved.

46.306 Permitted research involving
prisoners.

Subpart D—Additional DHHS Protec-
tions for Children Involved as Sub-
jects in Research

Sec.

46.401 To what do thesc regulations
apply?

46.402 Definitions.

46.403 IRB duties.

46.404 Research not involving greater
than minimal risk.

46.405 Research involving greater than
minimal risk but presenting the prospect
of direct benefit to the individual
subjects.

46.406 Research involving greater than
minimal risk and no prospect of direct
benefit to individual subjects, but likely
to yield generalizable knowledge about
the subject’s disorder or condition.

46.407 Research not otherwise approvable
which presents an opportunity to
understand, prevent, or alleviate a
serious problem affecting the health or
welfare of children.

46,408 Requirements for permission by
parents or guardians and for assent by
children.

46.409 Wards.

Authority: 5 U.S.C. 301; Sec. 474(a), 88
Stat. 352 (42 US.C 2891-3(a)).

Note: As revised, Subpan A of the
DHHS regulations incorporates the
Common Rule (Federal Policy) for the
Protection of Human Subjects (56 FR
28003). Subpart D of the HHS regulations
has been amended at Section 46.401(b) to
refetence the revised Subpart A.

The Common Rule (Federal Policy) is also
codified at

7 CFR Part 1c Department of Agriculture

10 CFR Part 745 Department of Energy

14 CFR Part 1230 National Aeronsutics and
Space Administration

1S CFR Part 27 Department of Commerce

16 CFR Part 1028 Consumer Product Safety
Commission

22 CFR Part 225 International Development
Cooperation Agency, Agency for
International Development

24 CFR Part 60 Department of Housing and
Urban Development :

28 CFR Part 46 Department of Justice

32 CFR Part 219 Department of Defense

34 CFR Part 97 Department of Education

38 CFR Part 16 Department of Veterans
Affairs s

40 CFR Part 26 Environmenta] Protection
Agency

45 CFR Part 690 National Science
Foundation

49 CFR Part 11 Department of
Transportation

PART 46—PROTECTION OF
HUMAN SUBJECTS

Subpart A—Federal Policy for
the Protection of Human Sub-
jects (Basic DHHS Policy for
Protection of Human Re-
search Subjects)

Source: 56 FR 28003, June 18, 1991.

§46.101 To what
apply?

(a) Except as provided in paragraph
(b) of this section, this policy applies
to all research involving human
subjects conducted, supported or
otherwise subject to regulation by any
Federal Department or Agency which
takes appropriate administrative action
to make the policy applicable to such
research. This includes research
conducted by Federal civilian
employces or military personnel,
except that each Deparument or
Agency head may adopt such
procedural modifications as may be
appropriate from an administrative

does this policy

@oos
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standpoint. It also includes research
conducted, supported, or otherwise
subject 1o regulation by the Federal
Government outside the United States.

(1) Research that is conducted or
supported by a Federal Department or
Agency, whether or not it is regulated
as defined in § 46.102(¢), must comply
with all sections of this policy.

(2) Research that is neither
conducted nor supporsted by a Federal
Department or Agency but is subject
to regulation as defined in § 46.102(e)
must be reviewed and approved, in
compliance with § 46.101, § 46.102,
and § 46.107 through § 46.117 of this
policy, by an Institutional Review
Board (IRB) that operates in
accordance with the pertinent
requirements of this policy.

(b) Unless otherwise required by
Department or Agency heads, research
activities in which the only
involvement of human subjects will be
in one or more of the following
categories are exempt from this policy:

(1) Research conducted in
established or commonly accepted
educational settings, involving normal
educational practices, such as (i)
research on regular and special
education instructional strategies, or
(i) research on the effectiveness of or
the comparison among instructional
techniques, curnicula, or classroom
management methods.

(2) Research involving the use of
educational tests (cognitive, diagnostic,
aptitude, achievement), survey
procedures, interview procedures or
observation of public behavior, unless:

(i) information obtained is recorded
in such a manner that human subjects
can be identified, directly or through
identifiers linked to the subjects, and
(if) any disclosure of the human
subjects’ responses outside the research
could reasonably place the subjects at
risk of criminal or civil liability or be
damaging to the subjects’ financial
standing, employability, or reputation.

(3) Research involving the use of
educational tests (cognitive, diagnostic,
aptitude, achievement), survey
procedures, interview procedures, or
observation of public behavior that is
not exempt under paragraph (b)(2) of
this section, if:

(i) the human subjects are elected or
appointed public officials or candidates
for public office; or (ii) Federal
statute(s) require(s) without exception

that the confidentiality of the
personally identifiable information will
be maintained throughout the research
and thereafter.

(4) Research involving the collection
or study of existing data, documents,
records, pathological specimens, or
diagnostic specimens, if these sources
are publicly available or if the
information is recorded by the
investigator in such a manner that
subjects cannot be identified, directly
or through identifiers linked to the
subjects.

(5) Research and demonstration
projects which are conducted by or
subject to the approval of Department
or Agency heads, and which are
designed to study, evaluate, or
otherwise examine:

(i) Public benefit or service
programs; (ii) procedures for obtaining
benefits or services under those
programs; (iii) possible changes in or
alternatives to those programs or
procedures; or (iv) possible changes in
methods or levels of payment for
benefits or services under thase
programs.

(6) Taste and food quality evaluation
and consumer acceptance studies, (i) if
wholesome foods without additives are
consumed or (ii) if a food is consumed
that contains a food ingredient at or
below the level and for a use found to
be safe, or agricultural chemical or
environmental contaminant at or
below the level found to be safe, by
the Food and Drug Administration or
approved by the Environmental
Protection Agency or the Food Safety
and Inspection Service of the U.S.
Department of Agriculture.

(c) Department or Agency heads
retain final judgment as to whether a
particular activity is covered by this
policy.

(d) Department or Agency heads
may require that specific research
activities or classes of research
activities conducted, supported, or
otherwise subject to regulation by the
Department or Agency but not
otherwise covered by this policy,
comply with some or all of the
requirements of this policy.

(e) Compliance with this policy
requires compliance with pertinent
Federal laws or regulations which
provide additional protections for
human subjects.

(f) This policy does not affect any
state or local laws or regulations
which may otherwise be applicable
and which provide additional
protections for human subjects.

(g) This policy does not affect any
foreign laws or regulations which may
otherwise be applicable and which
provide additional protections to
human subjects of research.

(h) When research covered by this
policy takes place in foreign countries,
procedures normally followed in the
foreign countries to protect human
subjects may differ from those set
forth in this policy. [An example is a
foreign institution which complies with
guidelines consistent with the Worid
Medical Assembly Declaration
(Declaration of Helsinki amended
1989) issued either by sovereign states
or by an organization whose function
for the protection of human research
subjects is internationally recognized.}
In these circumstances, if a
Department or Agency head
determines that the procedures
prescribed by the institution afford
protections that are at least equivalent
to those provided in this policy, the
Department or Agency head may
approve the substitution of the foreign
procedures in lieu of the procedural
requirements provided in this policy.
Except when otherwise required by
statute, Executive Order, or the
Department or Agency head, notices
of these actions as they occur will be
published in the Federal Register or
will be otherwise published as
provided in Department or Agency
procedures.

(1) Unless otherwise required by law,
Department or Agency heads may
waive the applicability of some or all
of the provisions of this policy to
specific research activities or classes of
research activities otherwise covered
by this policy. Except when otherwise
required by statute or Executive
Order, the Department or Agency
head shall forward advance notices of
these actions to the Office for
Protection from Research Risks,
National Institutes of Health,
Department of Health and Human
Services (DHHS), and shall also
publish them in the Federal Register or
in such other manner as provided in
Department or Agency procedures.!

! Institutions with DHHS-approved
assurances on file will abide by provisions

Continued
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(a) Department or Agency head means
the head of any Federal Department
or Agency and any other officer or
employee of any Department or
Agency to whom authority has been
delegated.

(b) Institution means any public or
private entity or Agency (including
Federal, State, and other agencies).

(c) Legally authorized represensative
means an individual or judicial or
other body authorized under
applicable law to consent on behalf of
a prospective subject to the subject’s
participation in the procedure(s)
involved in the research..

(d) Research means a systematic
investigation, including research
development, testing and evaluation,
designed to develop or contribute to
generalizable knowledge. Activities
which meet this definition constitute
research for purposes of this policy,
whether or not they are conducted or
supported under a program which is
considered rescarch for other
purposes. For example, some
demonstration and service programs
may include research activities.

(¢) Research subject to regulation, and
similar terms are intended to
encompass those research activities for
which a Federal Department or
Agency has specific responsibility for
regulating as a research activity, (for
example, Investigational New Drug
requirements administered by the Food
and Drug Administration). It does not
include research activities which are
incideritally regulated by a Federal
Department or Agency solely as part
of the Department’s or Agency's
broader responsibility to regulate
certain types of activities whether
research or non-research in nature (for

of Title 45 CFR Part 46 Subparts A-D.
Some of the other departments and agencies
have incorporated all provisions of Title 45
CFR Part 46 into their policies and
procedures as well. However, the
exemptions at 45 CFR 46.101(b) do not
apply to research involving prisoners,
fetuses, pregnant women, or human in vitro
fertilization, Subparts B and C. The
exemption at 45 CFR 46.101(b)(2). for
rescarch involving survey or interview
procedures or observation of public
behavior, does not apply to research with
children, Subpart D, except for research
involving observations of public behavior
when the investigator(s) do not participate
in the activities being observed.

administeted by the Department of
Labor).

(f) Human subject means a living
individual about whom an investigator
(whether professional or student)

conducting research obtains

(1) data through intervention or
interaction with the individual, or

(2) identifiable private information.
Intervention includes both physical
procedures by which data are gathered
(for example, venipuncture) and
manipulations of the subject or the
subject’s environment that are
performed for research purposes.
Interaction includes communication or
interpersonal contact between
investigator and subject. Private
information includes information about
behavior that occurs in a context in
which an individual can reasonably
expect that no observation or
recording is taking place, and
information which has been provided
for specific purposes by an individual
and which the individual can
reasonably expect will not be made
public (for example, a medical record).
Private information must be
individually identifiable (i.e., the
identity of the subject is or may
readily be ascertained by the
investigator or associated with the
information) in order for obtaining the
information to constitute research
involving human subjects.

(g) /RB means an Institutional
Review Board established in accord
with and for the purposes expressed in
this policy.

(h) IRB approval means the
determination of the IRB that the
research has been reviewed and may
be conducted at an institution within
the constraints set forth by the IRB
and by other institutional and Federal
requirements.

(1) Minimal risk means that the
probability and magnitude of harm or
discomfort anticipated in the research
are not greater in and of themselves
than those ordinarily encountered in
daily life or during the performance of
routine physical or psychological
examinations or tests.

(j) Certification means the official
notification by the institution to the
supporting Department or Agency, in
accordance with the requirements of
this policy, that a research project or
activity involving human subjects has
been reviewed and approved by an

assurance.

§ 46,103 Assuring compliance with this
policy—research conducted or sup-
ported by any Federal Department
or Agency.

(a) Each institution engaged in
research which is covered by this
policy and which is conducted or
supported by a Federal Department or
Agency shall provide written
assurance satisfactory to the
Department or Agency head that it
will comply with the requirements set
forth in this policy. In lieu of requiring
submission of an assurance, individual
Department or Agency heads shall
accept the existence of a current
assurance, appropriate for the research
in question, on file with the Office for
Protection from Research Risks,
National Institutes Health, DHHS, and -
approved for Federalwide use by that
office. When the existence of an ,
DHHS-approved assurance is accepted
in lieu of requiring submission of an
assurance, reports (except certification)
required by this policy to be made to
Department and Agency heads shall
also be made to the Office for
Protection from Research Risks,
National Institutes of Health, DHHS.

(b) Departments and agencies will
conduct or support research covered
by this policy only if the institution has
an assurance approved as provided in
this section, and only if the institution
has certified to the Department or
Agency head that the research has
been reviewed and approved by an
IRB provided for in the assurance, and
will be subject to continuing review by
the IRB. Assurances applicable to
federally supported or conducted
rescarch shall at 8 minimum include:

(1) A statement of principles
governing the institution in the
discharge of its responsibilities for
protecting the rights and welfare of
human subjects of resecarch conducted
at or sponsored by the institution,
regardless of whether the research is
subject to Federal regulation. This
may include an appropriate existing
code, declaration, or statement of
ethical principles, or a statement
formulated by the institution itself.
This requirement does not preempt
provisions of this policy applicable to
Department- or Agency-supported or
regulated research and need not be

$goo7
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applicable to any research exempted or
waived under § 46.101 (b) or (i).

(2) Designation of one or more IRBs
established in accordance with the
requirements of this policy, and for
which provisions are made for meeting
space and sufficient staff to support the
IRB’s review and recordkeeping
duties.

(3) A list of IRB members identified
by name; earned degrees;
representative capacity; indications of
experience such as board certifications,
licenses, etc., sufficient to describe
each member's chief anticipated
contributions to IRB deliberations; and
any employment or other relationship
between each member and the
institution; for example: full-time
employee, part-time employee,
member of governing panel or board,
stockholder, paid or unpaid consultant.
Changes in IRB membership shall be
reported to the Department or Agency
head, unless in accord with § 46.103(a)
of this policy, the existence of a
DHHS-approved assurance is
accepted. In this case, change in IRB
membership shall be reported to the
Office for Protection from Research
Risks, National Institutes of Health,
DHHS.

(4) Written procedures which the
IRB will follow (i) for conducting its
initia) and continuing review of
research and for reporting its findings
and actions to the investigator and the
institution; (ii) for determining which
projects require review more often
than annually and which projects need
verification from sources other than
the investigators that no material
changes have occurred since previous
IRB review; and (iii) for ensuring
prompt reporting to the IRB of
proposed changes in a research
activity, and for ensuring that such
changes in approved research, during
the period for which IRB approval has
already been given, may not be
initiated without IRB review and
approval except when necessary to
eliminate apparent immediate hazards
to the subject.

(5) Written procedures for ensuring
prompt reporting to the IRB,
appropnate institutional ofTicials, and
the Department or Agency head of (i)
any unanticipated problems involving
risks to subjects or others or any
serious or continuing noncompliance
with this policy or the requirements or
determinations of the IRB; and (ii) any

suspension or termination of IRB
approval.

(c) The assurance shall be executed
by an individual authorized to act for
the institution and to assume on behalf
of the institution the obligations
imposed by this policy and shall be
filed in such form and manner as the
Department or Agency head
prescribes. :

(d) The Department or Agency head
will evaluate all assurances submitted
in accordance with this policy through
such officers and employees of the
Department or Agency and such
experts or consultants engaged for this
purpose as the Department or Agency
head determines to be appropriate. The
Department or Agency head'’s
cvaluation will take into consideration
the adequacy of the proposed IRB in
fight of the anticipated scope of the
institution’s research activities and the
types of subject populations likely to
be involved, the appropnateness of the
proposed initial and continuing review
procedures in light of the probable
risks, and the size and complexity of
the institution.

(e) On the basis of this evaluation,
the Department or Agency head may
approve or disapprove the assurance,
or enter into negotiations to develop
an approvable one. The Department or
Agency head may limit the period
during which any particular approved
assurance or class of approved
assurances shall remain effective or
otherwise condition or restrict
approval.

(f) Certification is required when the
research is supported by a Federal
Department or Agency and not
otherwise exempted or waived under
§ 46.101 (b) or (i). An institution with
an approved assurance shall certify
that each application or proposal for
research covered by the assurance and
by § 46.103 of this policy has been
reviewed and approved by the IRB.
Such centification must be submitted
with the application or proposal or by
such later date as may be prescribed
by the Department or' Agency to
which the application or proposal is
submitted. Under no condition shall
research covered by § 46.103 of the
policy be supported prior to receipt of
the certification that the research has
been reviewed and approved by the
IRB. Institutions without an approved
assurance covering the research shall
certify within 30 days after receipt of a

request for such a certification from
the Department or Agency, that the
application or proposal has been
approved by the IRB. If the
certification is not submitted within
these time limits, the application or
proposal may be returned to the
institution.

(Approved by the Office of Management
and Budget under Control Number 9999-
0020)

§§ 46.104—46.106 [Reserved)

§ 46.107 IRB membership.

(a) Each IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate
review of research activities
commonly conducted by the
institution. The IRB shall be
sufficiently qualified through the
experience and expertise of its
members, and the diversity of the
members, including consideration of
race, gender, and cultural backgrounds
and sensitivity to such issues as
community attitudes, to promote
respect for its advice and counsel in
safeguarding the rights and welfare of
human subjects. In addition to
possessing the professional competence
necessary to review specific research
activities, the IRB shall be able to
ascertain the acceptability of proposed
research in terras of institutional
commitments and regulations,
applicable law, and standards of
professional conduct and practice. The
IRB shall therefore include persons
knowledgeable in these areas. If an
IRB regularly reviews research that
involves a vulnerable category of
subjects, such as children, prisoners,
pregnant women, or handicapped or
mentally disabled persons,
consideration shall be given to the
inclusion of one or more individuals
who are knowledgeable about and
experienced in working with these
subjects.

(b) Every nondiscriminatory effort
wil]l be made to ensure that no IRB
consists entirely of men or entirely of
women, including the institution’s
consideration of qualified persons of
both sexes, so long as no selection is
made to the IRB on the basis of
gender. No IRB may consist entirely
of members of one profession.

(c) Each IRB shall include at least
one member whose primary concerns
are in scientific areas and at least one
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member whose primary concerns are
in nonscientific areas.

(d) Each IRB shall include at least
one member who is not otherwise
affiliated with the institution and who
is not part of the immediate family of a
person who is affiliated with the
institution.

(e) No IRB may have a member
participate in the IRB’s initial or
continuing review of any project in
which the member has a conflicting
interest, except to provide information
requested by the IRB.

(f) An IRB mayj, in its discretion,
invite individuals with competence in
special areas to assist in the review of
issues which require expertise beyond
or in addition to that available on the
IRB. These individuals may not vote
with the IRB.

§ 46.108 IRB functions and operations.

In order to fulfill the requirements of
this policy each IRB shall:

{a) Follow written procedures in the
same detail as described in
§ 46.103(b)(4) and to the extent
required by § 46.103(b)(5).

(b) Except when an expedited
review procedure is used (see
§ 46.110), review proposed research at
convened meetings at which a
majority of the members of the IRB
are present, including at least one
member whose primary concerns are
in nonscientific areas. In order for the
research to be approved, it shall
receive the approval of a majority of
those members present at the meeting.

§ 46.109 IRB review of research,

(a) An IRB shall review and have
authority to approve, require
modfications in (to secure approval),
or disapprove all research activities
covered by this policy.

(b) An IRB shall require that
information given to subjects as part of
informed consent is 1n accordance with
§ 46.116. The IRB may require that
information, in addition to that
specifically mentioned in § 46.116, be
given to the subjects when in the
[RB's judgment the information would
meaningfully add to the protection of
the rights and welfare of subjects.

(c) An IRB shall require
documentation of informed consent or
may waive documentation in
accordance with §46.117.

(d) An IRB shall notify investigators
and the institution in writing of its
decision to approve or disapprove the
proposed research activity, or of
modifications required to secure IRB
approval of the research activity. If
the IRB decides to disapprove a
research activity, it shall include in its
written notification a statement of the
reasons for its decision and give the
investigator an opportunity to respond
in person or in writing.

(e) An IRB shall conduct continuing
review of research covered by this
policy at intervals appropriate to the
degree of risk, but not less than once
per year, and shall have authority to
observe or have a third party observe
the consent process and the research.
(Approved by the Office of Management

and Budget under Control Number 9999-
0020.)

§ 46,110 Expedited review procedures
for certain kinds of research involv-
ing no more than minimal risk, and
for minor changes in approved re-
search.

(a) The Secretary, HHS, has
established, and published as a Notice
in the Federal Register, a list of
categories of research that may be
reviewed by the IRB through an
expedited review procedure. The list
will be amended, as appropniate, after
consultation with other departments
and agencies, through periodic
republication by the Secretary, HHS,
in the Federal Register. A copy of the
list is available from the Office for
Protection from Research Risks,
National Institutes of Health, DHHS,
Bethesda, Maryland 20892.

(b) An IRB may use the expedited
review procedure to review either or
both of the following:

(1) some or all of the research
appearing on the list and found by the
reviewer(s) to involve no more than
minimal risk,

(2) minor changes.in previously
approved research during the period
(of one year or less) for which
approval is authonzed.

Under an expedited review
procedure, the review may be carried
out by the IRB chairperson or by one
or more experienced reviewers
designated by the chairperson from
among members of the IRB. In
reviewing the research, the reviewers
may excercise all of the authorities of

the IRB except that the reviewers may
not disapprove the research. A
research activity may be disapproved
only after review in accordance with
the non-expedited procedure set forth
in § 46.108(b).

(c) Each IRB which uses an
expedited review procedure shall
adopt a method for keeping all
members advised of research proposals
which have been approved under the
procedure.

(d) The Department or Agency head
may restrict, suspend, terminate, or
choose not to authorize an institution’s
or IRB's use of the expedited review
procedure.

§46.111 Criteria for IRB approval of
research.

(a) In order to approve research
covered by this policy the IRB shall
determine that all of the following
requirements are satisfied:

(1) Risks to subjects are minimized:"
(i) by using procedures which are
consistent with sound research design
and which do not unnecessarily expose
subjects to risk, and (ii) whenever
appropriate, by using procedures
already being performed on the
subjects for diagnostic or treatment
purposes.

(2) Risks to subjects are reasonable
in relation to anticipated benefits, if
any, to subjects, and the importance of
the knowledge that may reasonably be
expected to result. In evaluating nisks
and benefits, the IRB should consider
only those risks and benefits that may
result from the research (as
distinguished from risks and benefits of
therapies subjects would receive even
if not participating in the research).
The IRB should not consider possible
long-range effects of applying
knowledge gained in the research (for
example, the possible effects of the
research on public policy) as among
those research risks that fall withia the
purview of its responsibility.

(3) Selection of subjects is equitable.
In making this assessment the [RB
should take into account the purposes
of the research and the setting in
which the research will be conducted
and should be particularly cognizant of
the special problems of research
involving vulnerable populations, such
as children, prisoners, pregnant
women, mentally disabled persons, or

g]009
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economucally or educationally
disadvantaged persons.

(4) Informed consent will be sought
from each prospective subject or the
subject’s legally authorized
representative, in accordance with, and
to the extent required by § 46.116.

(5) Informed consent will be
appropriately documented, in
accordance with, and to the extent
required by § 46.117.

{6) When appropriate, the research
plan makes adequate provision for
monitoring the data collected to ensure
the safety of subjects.

(7) When appropriate, there are
adequate provisions to protect the
privacy of subjects and to maintain the
confidentiality of data.

(b) When some or all of the subjects
are likely to be vulnerable to coercion
or undue influence, such as children,
prisoners, pregnant women, mentally
disabled persons, or economically or
educationally disadvantaged persons,
additional safeguards have been
included in the study to protect the
nghts and welfare of these subjects.

§ 46.112 Review by institution.

Research covered by this policy that
has been approved by an IRB may be
subject to further appropriate review
and approval or disapproval by
officials of the institution. However,
those’officials may not approve the
research if it has not been approved by
an IRB.

§ 46.113 Suspension or termination of
IRB approval of research.

An IRB shall have authornty to
suspend or terminate approval of
research that is not being conducted in
accordance with the IRB's
requirements or that has been
associated with unexpected serious
harm to subjects. Any suspension or
termination of approval shall include a
statement of the reasons for the IRB's
action and shall be reported promptly
to the investigator, appropriate
institutional officials, and the
Department or Agency head.
(Approved by the Office of Management

and Budger under Control Number 9999-
0020.)

§46.114 Cooperative research,

Cooperative research projects are
those projects covered by this policy
which involve more than one

institution. In the conduct of
cooperative research projects, each
institution is responsible for
safeguarding the rights and welfare of
human subjects and for complying
with this policy. With the approval of
the Department or Agency head, an
institution participating in a
cooperalive project may enter into a
joint review arrangement, rely upon
the review of another qualified IRB, or
make similar arrangements for
avoiding duplication of effort.

§46.115 IRB records.

(a) An institution, or when
appropriate an IRB, shall prepare and
maintain adequate documentation of
IRB activities, including the following:

(1) Copies of all research proposals
reviewed, scientific evaluations, if any,
that accompany the proposals,

‘approved sample consent documents,

progress reports submitted by
investigators, and reports of injuries to
subjects.

(2) Minutes of IRB meetings which
shall be 1n sufficient detail to show
attendance at the meetings; actions
taken by the IRB; the vote on these
actions including the number of
members voting for, against, and
abstaining; the basis for requiring
changes in or disapproving research;
and a written summary of the
discussion of controverted issues and
their resolution.

(3) Records of continuing review
activities.

(4) Copies of all correspondence
between the TRB and the investigators.

(5) A list of IRB members in the
same detail as described in
§ 46.103(b)(3).

(6) Written procedures for the IRB

in the same detail as described in
§ 46.103(b)(4) and § 46.103(b)(5).

(7) Statements of significant new
findings provided to subjects, as
required by § 46.116(b)(5).

(b) The records required by this
policy shall be retained for at least 3
years, and records relating to research
which is conducted shall be retained
for at least 3 years after completion of
the research. All records shall be
accessible for inspection and copying
by authorized representatives of the
Department or Agency at reasonable
times and 1n a rcasonable manner.

(Approved by the Office of Management
and Budget under Control Number 9999-
0020.)

§ 46.116 General requirements for in-
formed consent.

Except as provided elsewhere in this
policy, no investigator may involve a
human being as a subject in research
covered by this policy unless the
investigator has obtained the legally
effective informed consent of the
subject or the subject’s legally
authorized representative. An
investigator shall seek such consent
only under circumstances that provide
the prospective subject or the
representative sufficient opportunity to
consider whether or not to participate
and that minimize the possibility of
coercion or undue influence. The
information that is given to the subject
or the representative shall be in
language understandable to the subject
or the representative. No informed
consent, whether oral or written, may
include any exculpatory language
through which the subject or the
representative is made to waive or
appear to waive any of the subject’s
legal rights, or releases or appears to
release the investigator, the sponsor,
the institution or its agents from
liability for negligence.

(a) Basic elements of informed
consent. Except as provided in
paragraph {c) or (d) of this section, in
seeking informed consent the following
information shall be provided to each
subject:

(1) a stateraent that the study
involves research, an explanation of
the purposes of the research and the
expected duration of the subject’s
participation, a description of the
procedures to be followed. and
identification of any procedures which
are experimental;

(2) a description of any reasonably
foreseeable nsks or discomforts 10 the
subject;

(3) a description of any benefits 10
the subject or to others which may
reasonably be expected from the
research;

(4) a disclosure of appropriate
alternative procedures or courses of
treatment, if any, that might be
advantageous to the subject;

(5) a statement descrbing the extent,
if any, to which confidentiality of
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records identifying the subject will be
maintained;

(6) for research involving more than
minimal risk, an explanation as to
whether any compensation and an
explanation as to whether any medical
treatments are available if injury
occurs and, if so, what they consist of,
or where further information may be
obtained;

(7) an explanation of whom to
contact for answers to pertinent
questions about the research and
research subjects’ rights, and whom to
contact in the event of a research-
related injury to the subject; and

(8) a statement that participation is
voluntary, refusal to participate will
involve no penalty or loss of benefits
to which the subject is otherwise
entitled, and the subject may
discontinue participation at any time
without penalty or loss of benefits to

which the subject is otherwise entitled.

(b) additional elements of informed
consent. When appropriate, one or
more of the following elements of
information shall also be provided to
each subject:

(1) a statement that the particular
treatment or procedure may involve
risks to the subject (or to the embryo
or fetus, if the subject is or may
become pregnant) which are currently
unforeseeable;

(2) anticipated circumstances under
which the subject’s participation may
be terminated by the investigator
without regard to the subject’s
consent;

(3) any additional costs to the
subject that may result from
participation in the research;

{4) the consequences of a subject's
decision to withdraw from the
research and procedures for orderly
termination of participation by the
subject; '

(5) A statement that significant new
findings developed during the course
of the research which may relate to
the subject’s wiflingness to continue
participation will be provided to the
subject; and

(6) the approximate number of
subjects involved in the study.

(c) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the
elements of informed consent set forth
above, or waive the requirement to

obtain informed consent provided the
IRB finds and documents that:

(1) the research or demonstration
project is to be conducted by or
subject to the approval of state or
local government officials and is
designed to study, evaluate, or
otherwise examine: (i) public benefit or
service programs; (it) procedures for
obtaining benefits or services under
those programs; (iii) possible changes
in or alternatives to those programs or
procedures; or (iv) possible changes in
methods or levels of payment for
benefits or services under those
programs; and

(2) the research could not
practicably be carried out without the
waiver or alteration.

(d) An IRB may approve a consent
procedure which does not include, or
which alters, some or all of the
elements of informed consent set forth
in this section, or waive the
requirements to obtain informed
consent provided the IRB finds and
documents that:

(1) the research involves no more
than minimal risk to the subjects;

(2) the waiver or alteration will not
adversely affect the rights and welfare
of the subjects;

(3) the research could not
practicably be carried out without the
waiver or alteration; and

(4) whenever appropriate, the
subjects wil} be provided with
additional pertinent information after
participation.

(e) The informed consent
requirements in this policy are not
intended to preempt any applicable
Federal, State, or local laws which
require additional information to be
disclosed in order for informed consent
to be legally effective.

(0} Nothing in this policy is intended
to limit the authority of a physician to
provide emergency medical care, to
the extent the physician is permitted to
do so under applicable Federal, State,
or local law. .

(Approved by the Office of Management
and Budget under Control Number 9999-
0020.)

§ 46.117 Documentation of
consent.

(a) Except as provided in paragraph
(c) of this section, informed consent
shall be documented by the use of a
written consent form approved by the

informed

IRB and signed by the subject or the
subject’s legally authorized
representative. A copy shall be given
to the person signing the form.

(b) Except as provided in paragraph
(c) of this section, the consent form
may be either of the following:

(1) A written consent document that
embodies the elements of informed
consent required by § 46.116. This
form may be read to the subject or the
subject’s legally authonzed
representative, but in any event, the
investigator shall give either the
subject or the representative adequate
opportunity to read it before it is
signed; or

(2) A short form written consent
document stating that the elements of
informed consent required by § 46.116
have been presented orally to the
subject or the subject’s legally
authorized representative. When this
method is used, there shall be a witness
to the oral presentation. Also, the IRB -
shall approve a written summary of ,.
what is to be said to the subject or the
representative. Only the short form
itself is to be signed by the subject or
the representative. However, the
witness shall sign both the short form
and a copy of the summary, and the
person actually obtaining consent shall
sign a copy of the summary. A copy
of the summary shall be given to the
subject or the representative, in
addition to a copy of the short form.

(c) An IRB may waive the
requirement for the investigator ta
obtain a signed consent form for some
or all subjects if it finds either:

(1) That the only record linking the
subject and the research would be the
consent document and the principal
risk would be potential harm resulting
from a breach of confidentiality. Each
subject will be asked whether the
subject wants documentation linking
the subject with the research, and the
subject’s wishes will govern; or

(2) That the research presents no
more than minimal risk of harm to
subjects and involves no procedures
for which written consent is normally
required outside of the research
context.

In cases in which the documentation
requirement 1s waived, the IRB may
require the investigator to provide
subjects with a written statement
regarding the research.

@011
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{Approved by the Office of Management
and Budget under Control Number 9999-
0020.)

§46.118 Applications and proposals
lacking definite plans for involve-
ment of human subjects.

Certain types of applications for
grants, cooperative agreements, or
contracts are submitted to departments
or agencies with the knowledge that
subjects may be involved within the
period of support, but definite plans
would not normally be set forth in the
application or proposal. These include
activities such as institutional type
grants when selection of specific
projects is the institution's
responsibility; research training grants
in which the activities involving
subjects remain to be selected; and
projects in which human subjects’
involvement will depend upon
completion of instruments, prior
animal studies, or purification of
compounds. These applications need
not be reviewed by an IRB before an
award may be made. However, except
for rescarch exempted or waived
under § 46.101 (b) or (i), no human
subjects may be involved in any
project supported by these awards
until the project has been reviewed
and approved by the IRB, as provided
in this policy, and certification
submitted, by the institution, to the
Department or Agency.

§46.119 Research undertaken without
the intention of involving human
subjects.

In the event research is undertaken
without the intention of involving
human subjects, but it is later praoposed
to involve human subjects in the
research, the research shall first be
reviewed and approved by an IRB, as
provided in this policy, a ceriification
submitted, by the institution, to the
Department or Agency, and final
approval given to the proposed change
by the Department or Agency.

§46.120 Evaluation and disposition of
applications and proposals for re-
search to be conducted or supported
by a8 Federal Department or
Agency.

(a) The Department or Agency head
will evaluate all applications and
proposals involving human subjects
submitted to the Department or

Agency through such officers and
employees of the Department or
Agency and such experts and
consultants as the Department or
Agency head determines to be
appropriate. This evaluation will take
into consideration the risks to the
subjects, the adequacy of protection
against these risks, the potential
benefits of the research to the subjects
and others, and the importance of the
knowledge gained or to be gained.

(b) On the basis of this evaluation,
the Department or Agency head may
approve or disapprove the application
or proposal, or enter into negotiations
to develop an approvable one.

§46.121 {Reserved]

§ 46.122 Use of Federal funds.

Federal funds administered by a
Department or Agency may not be
expended for research involving
human subjects unless the requirements
of this policy have been satisfied.

§ 46.123 Early termination of research
support. Evaluation of applications
and proposals.

(a) The Department or Agency head
may require that Department or
Agency support for any project be
terminated or suspended in the manner
prescribed in applicable program
requirements, when the Department or
Agency head finds an institution has
materially failed to comply with the
terms of this policy.

(b) In making decisions about
supporting or approving applications
or proposals covered by this policy the
Department or Agency head may take
into account, in addition to all other
eligibility requirements and program
criteria, factors such as whether the
applicant has been subject 1o a
termination or suspension under
paragraph (a) of this section and
whether the applicant or the person or
persons who would direct or has/have
directed the scientific and technical
aspects of an activity has/have, in the
judgment of the Department or
Agency head, materially failed to
discharge responsibility for the
protection of the rights and welfare of
human subjects (whether or not the
research was subject 1o Federal
regulation).

§ 46,124 Conditions.

With respect to any research project
or any class of research projects the
Department or Agency head may
impose additional conditions prior to
or at the time of approval when in the
judgment of the Department or
Agency head additional conditions are
necessary for the protection of human
subjects.

Subpart B-—Additional DHHS
Protections Pertaining to Re-
search, Development, and Re-
lated Activities Involving Fe-
tuses, Pregnant Women, and
Human In Vitro Fertilization

Source: 40 FR 33528, Aug. 8, 1975, 43 FR
1758, January 11, 1978; 43 FR 51559,
November 3, 1978.

§ 46.201 Applicability.

(a) The regulations in this subpart
are applicable to all Department of
Health and Human Services grants and
contracts supporting research,
development, and related activities
involving: (1) the fetus, (2) pregnant
women, and (3) human in vitro
fertilization.

(b) Nothing in this subpart shal) be
construed as indicating that
compliance with the procedures set
forth herein will in any way render
inapplicable pertinent State or local
laws bearing upon activities covered
by this subpart.

(c) The requirements of this subpart
are in addition to those imposed under
the other subparts of this part.

§ 46.202 Purpose.

It is the purpose of this subpart to
provide additional safeguards in
reviewing activities to which this
subpart is applicable (o assure that
they conform to appropriate ethical
standards and relate to important
societa} needs.

§ 46.203 Definitions.

As used in this subpart:

(8) ““Secretary” means the Secretary
of Health and Human Services and
any other officer or employee of the
Department of Health and Human
Services (DHHS) to whom authonty
has been delegated.

(b) “Pregnancy” encompasses the
period of time from canfirmation of
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implantation (through any of the
presumptive signs of pregnancy, such
as missed menses, or by a medically
acceptable pregnancy test), until
expulsion or extraction of the fetus.

(c) “Fetus” means the product of
conception from the time of
implantation (as evidenced by any of
the presumptive signs of pregnancy,
such as missed menses, or a medically
acceptable pregnancy test), until a
determination is made, following
expulsion or extraction of the fetus,
that it is viable. '

(d) “Viable" as it pertains to the
fetus means being able, after either
spontaneous or induced delivery, to
survive (given the benefit of available
medical therapy) to the point of
independently maintaining heart beat
and respiration. The Secretary may
from time to time, taking into account
medical advances, publish in the
Federal Register guidelines to assist in
determining whether a fetus is viable
for purposes of this subpart. If a fetus
is viable after delivery, it is a
premature infant.

(e) “Nonviable fetus” means a fetus
ex utero which, although living, is not
viable.

(f) “Dead fetus” means a fetus ex
utero which exhibits neither heartbeat,
spontancous respiratory activity,
spontaneous movement of voluntary
muscles, nor pulsation of the umbilical
cord (if still attached).

(8) “In vitro fertilization” means any
fertilization of human ova which
occurs outside the body of a female,
either through admixture of donor
human sperm and ava or by any other
means. ;

§46.204 Ethical Advisory Boards.

(a8) One or more Ethical Advisory
Boards shall be established by the
Secretary. Members of these Board(s)
shall be so selected that the Board(s)
will be competent to deal with
medical, legal, social, ethical, and
related issues and may include, for
example, research scientists, physicians
psychologists, sociologists, educators,
lawyers, and ethicists, as well as
representatives of the general public.
No Board member may be a regular,
full-time employee of the Department
of Health and Human Services.

(b) At the request of the Secretary,
the Ethical Advisory Board shall
render advice consistent with the

policies and requirements of this part
as to ethical issues, involving activities
covered by this subpart, raised by
individual applications or proposals. In
addition, upon request by the
Secretary, the Board shall render
advice as to classes of applications or
proposals and general policies,
guidelines, and procedures.

(c) A Board may establish, with the
approval of the Secretary, classes of
applications or proposals which: (1)
must be submitted to the Board, or (2)
need not be submitted to the Board.
Where the Board so establishes a class
of applications or proposals which
must be submitted, no application or
proposal within the class may be
funded by the Department or any
component thereof until the
application or proposal has been
reviewed by the Board and the Board
has rendered advice as to its
acceptability from an ethical
standpoint.

(d) No application or pro

he Ethical Advisory

ical standpoint.

Nullified June 10, 1993 (Public Law {0343)

§ 46.205 Additional duties of the Insti-
tutional Review Boards in connec-
tion with activities involving fe-

tuses, pregnant women, or human In

vitro fertilization.

(a) In addition to the responsibilities
prescribed for Institutional Review
Boards under Subpart A of this part,
the applicant’s or offeror’s Board shali,
with respect to activities covered by
this subpart, carry out the following
additional duties:

(1) determine that all aspects of the
activity meet the requirements of this
subpart;

(2) determine that adequate
consideration has been given to the
manner in which potential subjects will
be sclected, and adequate provision has
been made by the applicant or offeror
for monitoring the actual informed
consent process {e.g., through such
mechanisms, when appropriate, as
participation by the Institutional
Review Board or subject advocates in:
(i) overseeing the actual process by
which individual consents required by
this subpart are secured either by

approving induction of each individual
into the activity or verifying, perhaps
through sampling, that approved
procedures for induction of individuals
into the activity are being followed,
and (ii) monitoring the progress of the
activity and intervening as necessary
through such steps as visits to the
activity site and continuing evaluation
to determine if any unanticipated nisks
have ansen);

(3) carry out such other
responsibilities as may be assigned by
the Secretary.

(b) No award may be issued until the
applicant or offeror has certified to the
Secretary that the Institutional Review
Board has made the determinations
required under paragraph (a) of this
section and the Secretary has
approved these determinations, as
provided in § 46.120 of Subpart A of
this part.

(c) Applicants or offerors seeking
support for activities covered by this
subpart must provide for the
designation of an Institutional Review
Board, subject to approval by the
Secretary, where no such Board has
been established under Subpart A of
this part.

§ 46.206 General limitations.

(a) No activity to which this subpart
is applicable may be undertaken unless:

(1) appropriate studies on animals
and nonpregnant individuals have been
completed;

(2) except where the purpose of the’
activity is to meet the health needs of
the mother or the particular fetus, the
risk to the fetus is minimal and, in all
cases, is the least possible risk for
achieving the objectives of the
activity;

(3) individuals engaged in the
activity will have no part in: (i) any
decisions as to the timing, method, and
procedures used to terminate the
pregnancy, and (ii) determining the
viability of the fetus at the termination
of the pregnancy; and

(4) no procedural changes which
may cause greater than minimal risk to
the fetus or the pregnant woman will
be introduced into the procedure for
terminating the pregnancy solely in the
interest of the activity,

(b) No inducements, monetary or
otherwise, may be offered to terminate
pregnancy for purposes of the activity.

gor3
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Source: 40 FR 33528, Aug. 8, 1975, as
amended at 40 FR 51638, Nov. 6, 1975.

§ 46,207 Activities directed
pregnant women as subjects.

(a) No pregnant woman may be
involved as a subject in an activity
covered by this subpart unless: (1) the
purpose of the activity is to meet the
health needs of the mother and the
fetus will be placed at risk only to the
minimum extent necessary to meet
such needs, or (2) the risk to the fetus
is minimal.

(b) An activity permitted under
paragraph (a) of this section may be
conducted only if the mother and
father are legally competent and have
given their informed consent after
having been fully informed regarding
possible impact on the fetus, except
that the father’s informed consent need
not be secured if: (1) the purpose of
the activity is to meet the health needs
of the mother; (2) his identity or
whereabouts cannot reasonably be
ascertained; (3) he is not reasonably
available; or (4) the pregnancy resulted
from rape.

toward

§46.208 Activities directed toward fe-
tuses in utero as subjects.

(a) No fetus in utero may be
involved as a subject in any activity
coveréd by this subpart unless: (1) the
purpose of the activity is to meet the
health needs of the particular fetus and
the fetus will be placed at risk only to
the minimum extent necessary to meet
such needs, or (2) the risk to the fetus
imposed by the research is minimal
and the purpose of the activity is the
development of impartant biomedical
knowledge which cannot be obtained
by other means.

(b) An activity permitted under
paragraph (a) of this section may be
conducted only if the mother and
father are legally competent and have
given their informed consent, except
that the father’s consent need not be
secured if: (1) his identity or
whereabouts cannot reasonably be
ascertained, (2) he is not reasonably
available, or (3) the pregnancy resuited
from rape.

§ 46.209 Activities directed toward fe-
tuses ex utero, including nonviable
fetuses, as subjects.

(a) Until it has been ascertained
whether or not a fetus ex utero is

viable, a fetus ex utero may not be
involved as a subject in an activity
covered by this subpart unless:

(1) there will be no added risk to the
fetus resulting from the activity, and
the purpose of the activity is the
development of important biomedical
knowledge which cannot be obtained
by other means, or

(2) the purpose of the activity is to
enhance the possibility of survival of
the particular fetus to the point of
viability.

(b) No nonviable fetus may be
involved as a subject in an activity
covered by this subpart unless:

(1) vital functions of the fetus will
not be artificially maintained,

(2) experimental activities which of
themselves would terminate the
heartbeat or respiration of the fetus
will not be employed, and

(3) the purpose of the activity is the
development of important biomedical
knowledge which cannot be obtained
by other means.

(c) In the event the fetus ex utero 1s
found to be viable, it may be included
as a subject in the activity only to the
extent permitted by and in accdrdance
with the requirements of other
subparts of this part.

(d) An activity permitted under
paragraph (a) or (b) of this section
may be conducted only if the mother
and father are legally competent and
have given their informed consent,
except that the father's informed
consent need not be secured if: (1) his
identity or whereabouts cannot
reasonably be ascertained, (2) he is not
reasonably available, or (3) the
pregnancy resulted from rape.

§ 46.210 Activities involving the dead
fetus, fetal material, or the placen-
ta.

Activities involving the dead fetus,
mascerated fetal material, or cells,
tissue, or organs excised from a dead
fetus shall be conducted only in
accordance with any applicable State
or local laws regarding such activities.

§ 46211 Modification or
specific requirements.

Upon the request of an applicant or
offeror (with the approval of its
Institutional Review Board). the
Secretary may modify or waive
specific requirements of this subpart,

waiver of

with the approval of the Ethical
Advisory Board after such opportunity
for public comment as the Ethical
Advisory Board considers appropriate
in the particular instance. In making
such decisions, the Secretary will
consider whether the risks to the
subject are so outweighed by the sum
of the benefit to the subject and the
importance of the knowledge to be
gained as to warrant such modification
or waiver and that such benefits
cannat be gained except through a
modification or waiver. Any such
modifications or waivers will be
published as notices in the Federal
Register.

Subpart C—Additional DHHS
Protections Pertaining to Bio-
medical and Behavioral Re-
search Involving Prisoners as
Subjects

Source: 43 FR 53655, Nov. 16, 1978.

§ 46.301 Applicability.

(a) The regulations in this subpart
are applicable to all biomedical and
behavioral research conducted or
supported by the Department of
Health and Human Services involving
prisoners as subjects.

(b) Nothing in this subpart shall be
construed as indicating that
comphiance with the procedures set
forth herein will authorize research
involving pnisoners as subjects, to the
extent such research is limited or
barred by applicable State or local
law.

(c) The requirements of this subpart
are in addition to those imposed under
the other subparts of this part.

§ 46.302 Purpose.

Inasmuch as prisoners may be under
coastraints because of their
incarceration which could affect their
ability to make a truly voluntary and
uncoerced decision whether or not to
participate as subjects in research, it 1s
the purpose of this subpart to provide
additional safeguards for the protection
of prisoners involved in activities to
which this subpart is applicable.

§ 46.303 Definitions.
As used in this subpart:

(a) "Secretary’ means the Secretary
of Health and Human Services and
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any other officer or employee of the
Department of Health and Human
Services to whom authority has been
delegated.

(b) “DHHS" means the Department
of Health and Human Services.

(c) “Prisoner’ means any individual
involuntarily confined or detained in a
penal institution. The term is intended
to encompass individuals sentenced to
such an institution under a criminel or
civil statute, individuals detained in
other facilities by virtue of statutes or
commitment procedures which
provide alternatives to criminal
prosecution or incarceration in a penal
institution, and individuals detained
pending arraignment, trial, or
sentencing.

(d) “Minimal risk™ is the probability
and magnitude of physical or
psychological harm that is normally
encountered in the daily lives, or in
the routine medical, dental, or
psychological examination of healthy
persons.

§ 46.304 Composition of Institutional
Review Boards where prisoners are
involved.

In addition to satisfying the
requirements in § 46.107 of this part,
an Institutional Review Board,
carrying out responsibilities under this
part with respect to research covered
by this subpart, shall also meet the
following specific requirements:

(a) A majority of the Board
(exclusive of prisoner members) shall
have no association with the prison(s)
involved, apart from their membership
on the Board.

(b) At least one member of the
Board shall be a prisoner, or a prisoner
representative with appropriate
background and experience 10 serve in
that capacity, except that where a
particular research project is reviewed
by more than one Board only one
Board need satisfy this requirement.

§ 46.30S Additional duties of the Insti-
tutional Review Boards where pris-
oners are involved.

(a) In addition to all other
responsibilities prescribed for
Institutional Review Boards under this
part, the Board shall review research
covered by this subpart and approve
such research only if it finds that:

(1) the research under review
represents one of the categories of
research permissible under
§ 46.306(a)(2);

(2) any possible advantages accruing
to the prisoner through his or her
participation in the rescarch, when
compared to the general living
conditions, medical care, quality of
food, amenities and opportunity for
eammings in the prison, are not of such
a magnitude that his or her ability to
weigh the risks of the research against
the value of such advantages in the
limited choice environment of the
prison is impaired,;

(3) the risks involved in the research
are commensurate with risks that
would be accepted by nonprisoner
volunteers;

(4) procedures for the selection of
subjects within the prison are fair to all
prisoners and immune from arbitrary
intervention by prison authorities or
prisoners. Unless the principal
investigator provides to the Board
justification in wniting for following
some other procedures, control
subjects must be selected randomly
from the group of available prisoners
who meet the characteristics needed
for that particular research project;

(5) the information is presented in
language which is understandable to
the subject population;

(6) adequate assurance exists that
parole boards will not take into
account a prisoner's participation in
the research in making decisions
regarding parole, and each prisoner is
clearly informed in advance that
participation in the rescarch will have
no effect on his or her parole; and

(7) where the Board finds there may
be a need for follow-up examination or
care of participants after the end of
their participation, adequate provision
has been made for such examination or
care, taking into account the varying
lengths of individual prisoners’
sentences, and for informing
participants of this fact.

(b) The Board shall carry out such
other duties as may be assigned by the
Secretary.

(c) The institution shall certify to the
Secretary, in such form and manner as
the Secretary may require, that the
duties of the Board under this section
have been fulfilled

§ 46.306 Permitted research involving
prisoners.

(a) Biomedical or behavioral
research conducted or supported by
DHHS may involve prisoners as
subjects anly if:

(1) the institution responsible for the
conduct of the research has certified to
the Secretary that the Institutional
Review Board has approved the
research under § 46.305 of this subpart;
and

(2) in the judgment of the Secretary
the proposed research involves solely
the following:

(A) study of the possible causes,
effects, and processes of incarceration,
and of cnminal behavior, provided
that the study presents no more than
minimal risk and no more than
inconvenience to the subjects;

(B) study of prisons as institutional
structures or of prisoners as ¢
incarcerated persons, provided that the;
study presents no more than minime].
risk and no more than inconvenience
to the subjects;

(C) research on conditions
particularly affecting prisoners as a
class (for example, vaccine trials and
other research on hepatitis which is
much more prevalent in prisons than
elsewhere; and research on social and
psychological problems such as
alcoholism, drug addiction, and sexual
assaults) provided that the study may
proceed only after the Secretary has
consulted with appropriate experts
including experts in penology,
medicine, and ethics, and published
notice, in the Federal Register, of his
intent to approve such research; or

(D) research on practices, both
innovative and accepted, which have
the intent and reasonable probability of
improving the health or well-being of
the subject. In cases tn which those
studies require the assignment of
prisoners in a manner consistent with

- protocols approved by the IRB to

control groups which may not benefit
from the research, the study may
proceed only after the Secretary has
consulted with appropriate experts,
including experts in penology,
medicine, and ethics, and published
notice, in the Federal Register, of the
intent to approve such research.

{b) Except as provided in paragraph
(a) of this section, biomedical or
behavioral research conducted or

015
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supported by DHHS shall not involve
prisoners as subjects.

Subpart D-—Additional DHHS
Protections for Chiidren In-
volved as Subjects In Re-
search.

Source: 48 FR 9818, March 8, 1983; 56
FR 28032, June 18, 1991.

§ 46,401 To what do these regulations
apply?

(a) This subpart applies to all
research involving children as subjects,
conducted or supported by the
Department of Health and Human
Services.

(1) This includes research conducted
by Department employees, except that
cach head of an Operating Division of
the Department may adopt such
nonsubstantive, procedural
modifications as may be sppropriate
from an administrative standpoint.

(2) 1t also includes research
conducted or supported by the
Department of Health and Human
Services outside the United States, but
in appropriate circumstances, the
Secretary may, under paragraph (e) of
§ 46.101 of Subpart A, waive the
applicability of some or all of the
requirements of these regulations for
research of this type.

(b) Exemptions at § 46.101(b)(1) and
{bX3) through (b)(6) are applicable to
this subpart. The exemption at
§ 46.101(b)(2) regarding educational
tests is also applicable to this subpart.
However, the exemption at
§ 46.101(b)(2) for research involving
survey or interview procedures or
observations of public behavior does
not apply to research covered by this
subpart, except for research involving
observation of public behavior when
the investigator(s) do not participate in
the activities being observed.

(c) The exceptions, additions, and
provisions for waiver as they appear in
paragraphs (c) through (i) of § 46.101}
of Subpart A are applicable to this
subpart.

§ 46,402 Definitions.

The definitions in § 46.102 of
Subpart A shall be applicable to this

subpart as well. In addition, as used in
this subpart:

(a) “Children™ are persons who have
not attained the legal age for consent
to treatments or procedures involved
in the research, under the applicable
law of the jurisdiction in which the
research will be conducted.

(b) “Assent’” means a child's
affirmative agreement to participate in
research. Mere failure to object should
not, absent affirmative agreement, be
construed as assent.

(c) “Permission” means the
agreement of parent(s) or guardian to
the participation of their child or ward
in research.

(d) “Parent”” means a child's
biological or adoptive parent.

() “Guardian” means an individual
who is authorized under applicable
State or local law to consent on behalf
of a child to general medical care.

§ 46.403 IRB duties,

In addition to other responsibilities
assigned to IRBs under this part, each
TR B shall review research covered by
this subpart and approve only research
which satisfies the conditions of all
applicable sections of this subpart.

§ 46.404 Research not involving great-
er than minimal risk.

DHHS will conduct or fund
research in which the IRB finds that
no greater than minimal nsk to
children is presented, only if the IRB
finds that adequate provisions are
made for soliciting the assent of the
children and the permission of their
parents or guardians, as set forth in
§ 46.408.

§ 46.405 Research involving greater
than minimal risk but presenting
the prospect of direct benefit to the
individual subjects.

DHHS will conduct or fund

research in which the IRB finds that

more than minimal risk to children is

presented by an intervention or
procedure that holds out the prospect
of direct benefit for the individual
subject, or by a monitoring procedure
that is likely to contribute to the
subject’s well-being, only if the IRB

finds that: .

(a) the risk is justified by the
anticipated benefit to the subjects;

(b) the relation of the anticipated
benefit 1o the risk is at least as
favorable to the subjects as that

presented by available alternative
approaches; and

(c) adequate provisions are made for
soliciting the assent of the children and
permission of their parents or
guardians, as set forth in § 46.408.

§ 46.406 Research involving greater
than minimal risk and no prospect
of direct benefit to individual sub-
jects, but likely to yield generaliz-
able knowledge about the subject’s
disorder or condition.

DHHS will conduct or fund
research in which the IRB finds that
more than minimal risk to children is
presented by an intervention or
procedure that does not hold out the
prospect of direct benefit for the
individual subject, or by a monitoring
procedure which is not likely to
contribute to the well-being of the
subject, only if the IRB finds that:

(a) the risk represents a minor
increase over minimal risk;

(b) the intervention or procedure
presents experiences to subjects that
are reasonably commensurate with
those inherent in their actual or
expected medical, dental,
psychological, social, or educational
situations;

(c) the intervention or procedure is
likely to yield generalizable knowledge
about the subjects’ disorder or
condition which is of vital importance
for the understanding or amelioration
of the subjects’ disorder or condition;
and

(d) adequate provisions are made for
soliciting assent of the children and
permission of their parents or
guardians, as set forth in § 46.408.

§46.407 Research not otherwise ap-
provable which presents an opportu-
nity to understand, prevent, or alle-
viate a serious problem affecting the
health or welfare of children.

DHHS will conduct or fund
research that the IRB does not believe
meets the requirements of § 46.404,

§ 46,405, or § 46.406 only if:

(a) the IRB finds that the research
presents a reasonable opportunity to
further the understanding, prevention,
or alleviation of a serious problem
affecting the health or welfare of
children; and

(b) the Secretary, after consultation
with a pane! of experts in pertinent
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disciplines (for example: science,
medicine, education, ethics, law) and
following opportunity for public
review and comment, has determined
either:

(1) that the research in fact satisfies
the conditions of § 46.404, § 46.405, or
§ 46.406, as applicable, or (2) the
following:

(1) the research presents a reasonable
opportunity to further the
understanding, prevention, or
alleviation of a serious problem
affecting the health or welfare of
children;

(1) the research will be conducted in
accordance with sound ethical
principles; '

(1ii) adequate provisions are made for
soliciting the assent of children and the
permission of their parents or
guardians, as set forth in § 46.408.

§ 46,408 Requirements for permission
by parents or guardians and for
assent by children,

(a) In addition to the determinations
required under other applicable
sections of this subpart, the TRB shal)
determine that adequate provisions are
made for soliciting the assent of the
children, when in the judgment of the
IRB the children are capable of
providing assent. In determining
whether children are capable of
assenting, the IRB shall take into
account the ages, matunity, and
psychological state of the children
involved. This judgment may be made
for all children to be involved in
research under a particular protocol,
or for each child, as the IRB deems
appropriate. If the IRB determines that
the capability of some or all of the
children is so limited that they cannot
reasonably be consulted or that the
intervention or procedure involved in
the research holds out a prospect of
direct benefit that is important 1o the

health or well-being of the children
and is available only in the context of
the research, the assent of the children .
is not a necessary condition for
proceeding with the research. Even
where the IRB determines that the
subjects are capable of assenting, the
IRB may still waive the assent
requirement under circurastances in
which consent may be waived in
accord with § 46.116 of Subpart A.

(b) In addition to the determinations
required under other applicable
sections of this subpart, the IRB shall
determine, in accordance with and to
the extent that consent is requicred by
§ 46.116 of Subpart A, that adequate
provisions are made for soliciting the
permission of each child's parents or
guardian. Where parental permission is
to be obtained, the IRB may find that
the permission of one parent is
sufficient for research to be conducted
under § 46.404 or § 46.405. Where
research is covered by § 46.406 and
§ 46.407 and permission is to be
obtained from parents, both parents
must give their permission unless one
parent is deceased, unknown,
incompetent, or not reasonably
available, or when only one parent has
legal responsibility for the care and
custody of the child.

(c) In addition 10 the provisions for
waiver contained in § 46.116 of
Subpart A, if the IRB determines that
a research protocol is designed for
conditions or for a subject population
for which parental or guardian
permission is not a reasonable
requirement to protect the subjects (for
example, neglected or abused
children), it may waive the consent
requirements in Subpart A of this part
and paragraph (b) of this section,
provided an appropriate mechanism
for protecting the children who will
participate as subjects in the research
is substituted, and provided further
that the waiver is not inconsistent with

Federal, State, or local law. The
choice of an appropriate mechanism
would depend upon the nature and
purpose of the activities described in
the protocol, the risk and anticipated
benefit to the research subjects, and
their age, maturity, status, and
condition.

(d) Permission by parents or
guardians shall be documented in
accordance with and to the extent
required by § 46.117 of Subpart A.

(e) When the IRB determines that
assent is required, it shall also
determine whether and how assent
must be documented.

§46.409 Wards.

(a) Children who are wards of the
State or any other agency, institution,
or entity can be included in research
approved under § 46.406 or § 46.407
only if such research is:

(1) related to their status as wards;
or

(2) conducted in schools, camps, *
hospitals, institutions, or similar
settings in which the majority of
children involved as subjects are not
wards.

(b) If the research is approved under
paragraph (a) of this section, the IRB
shall require appointment of an
advocate for each child who is a ward,
in addition to any other individual
acting on behalf of the child as
guardian or in loco parentis. One
individual may serve as advocate for
more than one child. The advocate
shall be an individual who has the
background and experience to act in,
and agrees to act in, the best interests
of the child for the duration of the
child's participation in the research
and who is not associated in any way
(except in the role as advocate or
member of the IRB) with the research,
the investigator(s), or the guardian
organization.

o017
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RESEARCH ACTIVITIES WHICH MAY BE REVIEWED
THROUGH EXPEDITED REVIEW PROCEDURES

Research activities involving no more than minimal risk and in which the only involvement of human subjects will be in one
or more of the following categories (carried out through standard methods) may be reviewed by the Institutional Review
Board through the expedited review procedure authorized in § 46.110 of 45 CFR Part 46.

(1) Collection of: hair and nail
clippings, in a nondisfiguring manner;
deciduous teeth; and permanent teeth
if patient care indicates a need for
extraction.

(2) Collection of excreta and external
secretions inciuding sweat,
uncannulated saliva, placenta removed
at delivery, and amniotic fluid at the
time of rupture of the membrane prior
to or during labor.

(3) Recording of data from subjects
18 years of age or older using
noninvasive procedures routinely
employed in clinical practice. This
includes the use of physical sensors
that are applied either to the surface of
the body or at a distance and do not
involve input of matter or significant
amounts of energy into the subject or
an invasion of the subject’s privacy. It
also includes such procedures as
weighing, testing sensory acuity,

electrocardiography,
electroencephalography,
thermography, detection of naturally
occurring radioactivity, diagnostic
echography, and electroretinography.
1t does not include exposure to
electromagnetic radiation outside the
visible range (for example, x-rays,
microwaves).

(4) Collection of blood samples by
venipuncture, in amounts not
exceeding 450 milliliters in an eight-
week period and no more often than
two times per week, from subjects 18
years of age or older and who are in
good health and not pregnant.

(5) Collection of both supra- and -
subgingival dental plaque and calculus,
provided the procedure 1s not more
invasive than routine prophylactic
scaling of the teeth and the process is
accomplished in accordance with
accepted prophylactic techniques.

{6) Voice recordings made for
research purposes such as
investigations of speech defects.

(7) Moderate exercise by healthy
volunteers.

(8) The siudy of existing data,
documents, records, pathological
specimens, or diagnostic specimens.

(9) Research on individual or group
behavior or characteristics of
individuals, such as studies of
perception, cognition, game theory, or
test development, where the
investigator does not manipulate
subjects’ behavior and the research
will not involve stress to subjects.

(10) Research on drugs or devices
for which an investigational new drug
exemplion or an investigational device
exemption is not required.

Source: 46 FR 8392; January 26, 1981.




February 9, 1995

To: John Podesta : w/////
From: Beth Négﬁﬁj Marvin Krislov'

Re: Dr. Foster

We are leaving this for you to review. Please accept this
in the spirit of the best we could do given the deadline. We
know how much that excuse is worth.

There are two sets: (1) plain-language charges and
responses, and (2) charges and responses with more detailed cites
to articles, etc. HHS did (1) and we did (2), though we talked
to each other and shared ideas. We can combine if you wish, or
keep both sets for different purposes.

The most important thing is that Dr. Foster agree that his
views (in both charges and responses) are not misrepresented.

It’s 5 am, and we’'re going home. We will try to be back
around 8, but feel free to start without us. Really.




Setr #+7L

ABORTION AS CONTRACEPTION
Charge:

Dr. Foster advocates abortion as a mathod of contraception.

Responset

Dr. Foster recognizes that abortion can be used as a method of [
contraception, but believes that it should not be used that way.
Dr. Foster believes in preventing abortions by preventing
unplanned pregnancies. He has created innovative programs to
fight unwanted teen pregnancy through education and building
young wonen's self-@steam. However, Dr, Foster does believe that
safe and legal abortion must be available.

————— e

Charge:

But Dr. Foster has specifically listed abortion as a method of
contraception in his writings.

Response: :

Dr. Foster has acknowledged that abortion is available as a
method of contraception, but this does not mean that he advocates
its use as a form of contraception. To the contrary, he has
stated in his writings his preference that abortion be used for

contraceptive purposes only when other methods of contraception
rail. - .

Dr. Foster advocates abortion on demand.

Response:

Dr. Foster does not advocate abortion; he believes it should be
available as an option. He believes that unwanted pregnancy
should be avoided so that the use of abortion is rare.

Charge:

Dr. Foster believes in abortion as a method of contraception, but
not abstinence.

Réspbnse:

Dr. Fostaer believes that abstinence is the best way of preventing
pregnancy. This is apparent in his work with innovative programs

to help teens avoid pregnancy through education and development
of self-estaen.




Charge:

Dr. Foster has written that in counselling for abortion, "the

ovarall objective is to decrease the patient's fears and
anxjieties."

Response:

Dr. Poaster is a strong proponent of counselling to help women
make their own decisions about abortion. Dr. Foster does not
encourage his patients to undergo abortions.

Charge:

Dr. Foster advocates the development of in-home abortion to make
it more available as a contraceptive.

Response:

Dr. Foster haes researched non-surgjical abortion methods using
nedications administered in hospitals, not in home settings.
Although Dr. Foster believes abortiong eshould be performed only
ags a last resort, he believes that they should be done in the
safest manner possible. Therefora, he supports research into
safer methods.

Charge:

Dr. Foster advocates abortion on demand for all nine months of
pregnancy.

Response:

Dr. Foster does not advocate abortion but kelieves they should be
available as a last resort. Dr. Foster believes in preventing
abortions by preventing unplanned pregnancies. Abortions in the
third trimester are generally illegqgal, and Dr. Foster would
oppose such abortions.




SOCIAL ENGINEERING

Charge:

Dr. Foster advocates abortion for any fetus that shows any
abnormality.

Response;

Dr. Foster does not advocate abortion in any case. He believes
that prospective parents are entitled to as much information as
is available regarding the health of the fetus. He believes that
abortion should be available as an option but has worked to
minimize the use of that option by developing treatments for
fetuses with health problems.

Charge:

Throughout his practice, Dr. Foster has coerced women to get
abortions.

Responsa:

Dr. Foster does not coerce his patients to have abortions, nor
does he encourage them to have abortions. He is a strong

proponent of counselling to help women make their own decisions
about abortion.

Charge:

Dr. Foster advocates genetic testing with an eye toward
encouraging abortion.

Response:

Dr. Foster belleves that prospective parents are entitled to as
much information as is available regarding the health of the
fetus. He believes that abortion should be avajlable as an
option but has worked to minimize the use of that option by
developing treatments for fetuses with health problems.




EYSTERECTOMIES

Charge:

In an article, Dr. Foster states that he has performed
hysterectomies on mentally retarded women for hyglenic purposes.

Response:

The article was written over 20 years ago, and relies upon
medical theory from that time, which has since changed
significantly. Dr. Foster has always advocated informed consent.

Charge:

Dr. Foster has justified a hysterectomy on the basis that the
woman had a "dismal social history," i.e., was unmarried, had

four children, was unemployed, and received no welfare
assistance. [("Melgs' Syndrome Complicated by Pregnancy," 1972)

Response:

Dr. Foster has acknowledged that that article contains a value
judgment that he shouldn't have made at the time and would not
make today. He baelleves that the decision about whether to
undergo sterilization should be made by the patient after
receiving thorough and accurate information. In this particular
casa, the pelvic organas were removed bacause of the presence of a
tumor with a high probability of malignancy.



Set ¥*2

ABORTION FOR CONTRACEPTIVE PURPOSES
Charge:

Dr. Foster advocates the use of abortion as a means of
contraception. He has specifically referred to abortion as "“a

contraceptive measure.” (Contraceptives in Sickle Cell Disease,
Southern Medical Journal, 1981)

Response!

e Dr. Foster does not equate abortion and contraception. 1In his
writings and speeches, Dr. Foster has used the words abortion and
contraception to denote two very different concepts. Dr. Foster
has never advocated that abortion be used in place of
contraceptives.

e Although D¥. Foster acknowledged in his 1981 article that
abortion is /A type of contraceptive, he did not advocate the use
of abortion as a contraceptive measure.

e Dr. Foster has not promoted the use of abortion solely for
contraceptive purposes. In discussing its use as a contraceptive
measure for women with sickle cell anemia, he stated that
"clearly this would not be ideal."®

Wo man
e Instead, Dr. Fost:z(h 8 stated his preference that, even when

the health of the mo a is at issue, abortion should be used feor
c ly when other methods of contraception
fail.

e Dr. Foster has not advocated the use of abortion. He
specifically stated that the risks associated with abortion were
too great, and his ultimate recommendation in the article was
that barrier methods of contraception combined with timing should
be used by women with sickle cell disease.

Charge:
Dr. Foster is cavalier énd indifferent to the use of abortion.

. ) d W fU rl/vl/yj)'
Responses saFt\“qM wn ::\M¢£

P f(/ao’nﬂ"‘“f
e Dr. Foster believes that/abstinence is the best/contraceptive,

and that abortion should bejrare. (¥ ;—Feb: 8,
e Dr. Foster has expressed his concern about reliance on
abortions rather than on birth control measures. (Famrily
Planning and the Black Community, 1975). Dr. Foster has focused
much of his energy on promoting family planning in order to
prevent unwanted pregnancies and abortions.



Charge:

Dr. Foster has promoted in-home abortions to make them more
avalilable as contraceptives. (Upjohn study, 1985)

Response:

e Although Dr. Foster believes abortions should be performed
only as a last resort, he believes that they should be done in

the safest manner possible. Therefore, he supports research into
safer methods.

e As Chairman of the Obstetrics Department at Meharry Medical
College, Dr. Foster was the principal investigator for an FDA-
approved clinical trial to test the efficacy and safety of an
abortifacient suppository administered during early pregnancy.
The trial was a research project conducted in an academic setting
and all medical procedures were conducted in the hospital. All
patients were volunteers who gave informed written consent.

Charge:

Dr. Foster’s treatment of abortion as a contraceptive measure is
evidence of the liberal mind set that promotes sexual promiscuity

among young people and does not require them to take
responsibility for their actions.

an -
wn !
Response: / 0o qﬁé‘ﬁw‘w

e Dr. Foster has devoted much of his life and career to the
community, establishing such programs as "I Have A Future"
(IHAF), which seeks t§A£FOVid° positive alternatives to teenage
pregnancy. Through I , Dr. Foster has helped build the self-
esteem of young men and women by providing education and job
opportunities.

e Dr. Foster anchored the IHAF program in the neighborhoods
where the young participants were living to ensure that their .
parents were involved with their choices. One critical aspect of
the program is parental involvement.



STERILIZATIOM
charge:

Dr. Foster advocates hysterectomies as a means of sterilization.

He has performed hysterectomies to sterilize severely retarded
individuals.

"Recently, I have begun to use hysterectomy in patients with
severe mental retardation. Hysterectomy can be done either
for sterilization or to eliminate the menses, which is of
significant hygienic benefit to those severely handicapped
individuals."® (Removal of the Normal Uterus, Southern
Medical Journal, 1976).

Response?

e Dr. Foster stressed in this article that "obstetricians and
gynecologists must guard vigilantly against the injudicious and
indiscriminate removal of the normal uterus."

e Nonetheless, he recognized that hysterectomy might be :
appropriate for some severely retarded women. Medical theory has
changed in the intervening decades, and Dr. Foster no longer
believes that hysterectomy is appropriate solely for
sterilization of a mentally retarded woman, although medical
reasons might justify such a procedure.

e Dr. Foster has always advocated informed consent .by the woman
or her legal guardian.

Charge:

Dr. Foster has routinely encouraged sterilization of patients
with sickle cell disease after they have been able to deliver a

child. (Clinical Management: Sickle Cell State and Pregnancy,
Urban Health, 1977).

Responses

e Dr. Foster actively opposed routine sterilization of sickle-
cell-disease patients. He encouraged counseling, screening, and
patient management to enable women with sickle cell disease to
have healthy children.

Charget

Dr. Foster has justified a hysterectomy on the basis that the
woman had a "dismal social history,” i.e., was unmarried, had
four children, was unemployed, and received no welfare assistance
(Meigs’ Syndrome Complicated by Pregnancy, Journal of the
National Medical Association, 1972).




Response:

e The procedure was medically necessary to remove a tumor with a
high probability of malignancy. Dr. Foster noted in the article,
however, that the woman’s situation made the medically necessary

removal of her reproductive organs "a bit less difficult.®™ This

insensitive comment reflected a value judgment Dr. Foster

believes he should not have made then, and he would not make
today.

Charges

Dr. Foster’s work and writings show a cavalier attitude toward
sterilization. For example, he stated in 1972 that the number of
tubal sterilizations -- 193 -- performed in one calendar year in
a rural county with a small population was "low and in need of
improving."® (A Rural Hospital and Family Planning, 1972).

Response:

e Dr. Foster is not at all cavalier about sterilization. 1In a
textbook on Ambulatory Gynecologic Surgery, he wrote: "As with-
abortion, the psychosocial dynamics associated with sterilization
are profound and require special counseling. Sterilization

should be offered only to mature women with no further desire of
pregnancy.®

e Dr. Foster has consistently advocated only voluntary, informed
family planning. Moreover, he views family planning as only part
of an overall strategy to improve health care, including
reduction in infant mortality. He has stressed his opposition to
"coercive sterilization® (same 1972 source).

e Dr. Foster has eloquently stated on numerous occasions that
he, the father of two children and the grandfather of _ ,
considers the creation of a human being one of the greatest joys
anybody can have.



S8OCIAL/GENETIC ENGINEERING
Charget

Dr. Foster has promoted radical social engineering by encouraging
amniocentesis and eventual abortions where there are any
indications of genetic defectas. In numerous articles, he has
advocated monitoring pregnancies through amniocentesis so that
patients can choose abortions. Additionally, he has encouraged
patients to choose abortions where the woman was sick or where
the child might have a genetic defect.

"The couple must be provided with genetic counseling and
offered antenatal diagnosis, with the option of pregnancy
termination.® Thalassemia, Hematologic Problems in
Pregnancy, 1987);.

"It should be recommended that subsequent pregnancies be
monitored -by amniocentesis in such cases [couples with
recurrent miscarriages)] so that abortion can be made
available for genetically abnormal fetuses when found."
(Reproductive Performance in Women with Sex Chromosome
Mosaicism, Obstetrics and Gynecology, 1980).

"The presence of hemoglobin SS, SC, or sickle thalassemia,
which constitute sickle-cell disease, should not be the sole
justification for either abortion or sterilization. The
procedures should be done on the basis of medical
indications or patient desire, or both." (Transfusion
Therapy in Pregnant Patients with Sickle Cell Disease,
Annals of Internal Medicine, 1979);

Response:

e Dr. Foster has not and does not advocate aborting fetuses
where there is a potential for genetic defects.

e Dr. Foster recognizes that his responsibility as a treating
physician and health care academic is to inform patients and
practitioners of medical options as those patients make
difficult, often painful decisions regarding pregnancy and
childbirth.

e Over the course of his career, Dr. Foster has devoted himself
to preventing unwanted pregnancies and to improving the health of
pregnant women and their fetuses, particularly in the case of
sickle cell disease.

e Dr. Foster is dedicated to informing patients so they can make
voluntary, educated choices about their medical options. For his
valuable work in promoting greater knowledge on the part of
patients he has received national recognition.




e Dr. Foster recommends antenatal diagnosis and genetic
counseling for pregnant patients who are at risk for certain
genetically transmitted traits, such as sickle cell disease. He
has written that "proper counseling for pregnant patients is
essential to provide education, reassurance, and optimal medical
outcome.® (Sickle Cell Disease in Pregnancy, Obstetrics and
Gynecology Annual, 1982).




