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DR. HENRY W. FOSTER JR. - QUESTIONS AND ANSWERS 
FEBRUARY 10, 1995 

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

A. Whether or not to have an abortion iB a complex and difficult decision. My goal u a 
physician has alwayi been \0 ensure that none of my patients ever bu to face lhitt decision. 
That's why I've focused my efforts on prevcming unplanned pregnm:y. Our nation's goal 
umsL be to make abortion less necessary. 

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

r__. Q. Why have you equivocated and changed your response to the number of abortions you ,, 
have perfnnned? 

A. The nwnbcr has nu pliu: in this debate. Most ob/gyns have perfonne4 abortions, 
which is a legal medical procedure. But I have always worked to help my patients avoid 

\ unp1anned pregnancy and abortion. It wu a mistake for me to have given an estimate In 
L___ rc:spc>mc to that q~tinn, hut it was not an attempt to deceive. . . 

I'\...<> "ti C\ L...,-t, 'o "" 

Q. Do you support rcstrictiona on abortiun like: parcnmt consent and notice? 

A. As Surgeon General, I wi1l not be involved in these matters. I do believe that parents 
should be involved when their teenage d1m2hter facet a crisis pre~. In fact, most 
young women do tell a parent. But family communication can't be mandated by law. (-:i \ 

.Y"' I' 

!-;['· ,. .) >"',.,,.,~ jcr- ,,,,, The American Medical Association concluded in a study that these laws incrcuo the 
\ \ ci} ·. ' nm associated with abonion because they delay the procedure. They also lead some teens 
~)\_ \ to resort to unsafe and illeial abortions. 

Q. Do you favor mandatory waiting periods? 

A. It's my experience as a physician that by the time a woman chooses to have an 
abortion, she has already reflected on the moral, ethical and rclt&ious questions involved in 
that decision. Waitina periods only serve to deltly the prooodurc. The Amcricon Medical 
As&ociation has said that delaying abortion increases $e health risb to women. 
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Q. Do you favor distribution of condoms? 

A. First and foremost, I believe in teaching our youngsters to absuin from sex. But 
since many teem an: sexually active, I believe that they should have access to cooooms to 
protect themselves from ecxually transmi~ disea:sc1 mltl lessen tile likelihood they will of 

""' llq)lanned pregnancy and abortion. 

Q. Do you favor abortions for sex selection? 

A. Although very few women ever make the abortion deciiiion for th.is reason, I am 
stronalY opposed to abortion for sex selection. 

Q. Do you suppon making the abonion pill available to American women? 

A. When a woman faces a cri&i& prognancy, she must have acccu to all mcdlcally n.fe 
options, including medical abortion. RU-486 also holds promises for treating diseases like 
OCc.aat and olhcr cancen, Cushlna's Syndrome and endomcttiosis. If the FDA certifies its 
safety and &eicntific merit, it should be available to American women. 
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TOUGHQ&A 
February 14, 1995 

Q: 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 I 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 t~at 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? 

A: 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:?? 

Q: Do you favor distribution of condoms? 

A: 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 I 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. nThere is no 
natwnal policy on that, and there will not be. n 

Q: Dr. Foster, what is your position on needle exchange programs? 

A: 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 

• 



Questions 

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 someone uncontroversial? 

Why should you be confirmed? 

How do you define abortion? 
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Child Care 

QUESTION #1 

In 1990, Congress paBs~d the Child care and Development Block 
Grant which included rundinq of certif ioate~ to low income 
parent& whioh oould be u~ad for a variety ot child care, 
including rel19ious child care. Knowing how important you 
believe tolerance to ~. I trust that ~ou have no intention of 
altering federal regulations to prohibit parents from using child 
care certiticates in religious day care programs. Is that a safe 
a•sumption? Will your o!fice continue to support use of child · 
care certiticates ror these programs? How will your office 
encouraqe states to comply with the law and !inal requlations? 

ANSWER 

~ Parents who wish to choo&e a sectarian (reliqious) provider 
may do ao throuqh a child care certificate. The availability 
of certificate• is mandated in the Block Grant statute and 
reinforced in the requlations. Parents are informed of the 
option to requeat a certificate throuqh consumer education and 
at the time they apply tor child care aa•istance. Coneu~er 
education ia also mandated by the statute and rGqulation. 

~ We have reviawGd Qach 9rantae'g plan to ensure that 
certiticates are avail&ble to parenta when Block crant 
services are offered and that certificates may be used with 
sectarian providers. We al•o verified that 611 9r&nteea 
required to offer oartif icatas by the Ootobor 1992 atatuto~y 
deadline were, in fact, offering cartit1cates. Note that some 
"small" Triboa are exom.pted frolll the requirament to otter 
certificate•. Pr•aently, we are reviewing how each grantee is 
implementing the oertiticata feature of the proqra.m. 

~ This f isoal yaa.r we also began general proqram reviews. These 
reviews are intended to cover each StAte, tQrritory, and non­
exempt Tribal grantee progr&lll at lua&t every two years. 

~ Additionally, we are conducting a series ot technical 
assistance symposia across the country tor all grantees. 
These sympo5ia provide a torum ror exchanging information 
about the promisinq practices or ditferent granteeo on many 
aspects ot the pr09ram, includinq their certificates. 
Finally, our reqional otfioea are in frequent contact with 
grantees to assist them with meeting the statutory and 
regulatory requirements or the program. 
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QUESTION #'J. 

Ma, Shalala, among the areae overseen by the Department of Health 
and Huaan Services are a number or program.a th~t are intended to 
provid• direot benefits to children, including Title X, Haad 
cta•t, rcderal aid Lo 5~ate anQ local proqrams to coll.bdt child 
abu•e and neglect and eo torth. 

Up here, we've been ~ebatin9 issues relatinq to children and 
government for ~ome time, whether it'& the ohild care issue or 
parental leave or Whatever it miqht be, and one argument we 
trequently hear is that if qovernment is to he active on behalf 
of children, it ought to do so in a way that is respectful or tho 
role of parent&. We are warned against proqrame that would treat 
children a• a separate client 9roup for gover1111ent services, 
bypassinq parent•, and makinq parents merely stick• of furniture 
in a child's lite; useful, but replaceable. 

When you become responaible for policy-making in th&ae areaa, 
vhat concept ot the role of parents will you be guided by? 

ANSWERr 

.. I believe that Federal 
re&p$ct, encoura9• and 
roles aa the principal 
children. 

proqrama servin9 children ahould 
aasiat parent• in ea.rryinq out their 
Slduoators and nurturers ot their 

.. Fe~eral, St&te, and local programs should seek to empower 
parenta to •nhanae their own fa~ily unit Gnd to help it become 
a stron9er part of the community as a whole. Pr09rama should 
work with parents to assist them in identi!yinq family needs, 
establishin<J qoala for themselves and their children and in 
helping to shape the programs intended to serve them. 

~ A uaeful model for this type of parent involVQlllent is the Head 
start pr09ram. Head Start. encoura9e• parent& to become 
involved in all a•pect• of looal program operation and 
deoiaion-makinq and also help• them in their own individual 
efforts to care tor their children within the context of the 
home and larqer oollUlilunity. 
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J'amily Plt.nlliDtJ 

QUESTION #1 

rt was recently announcea that Baltimore city Schools are 
expacted to be the tirst in the nation to otfer Norplant, a 
sur9ically iaplanted contraceptive, to teenage qirls. The druq 
ia expected to be of!erea to students at Laurenoe Paquin Middle 
and Hiqh School, and will eventually be expanded to the six high 
gchoola that have school-baaed health clinics on campus. 

Do you support the distribution of Norplant to this population? 

ANSWER 

• I am not aware o! any Federal restrictions on the p~ovision of 
Norplant through the schools, nor would I •~pport suoh 
restrictions at the national levQl. Norplant, a new 
implantable hormonal, lonq-tena contraoeptiva, has baen 
approved by the Food and Druq Administration (FDA) as •a~e tor 
use as a contraceptive method in the unitGd statas. Local 
co:mm.unity qroups, including the Baltimore city gchools, may 
provide voluntary contraceptive aarvioes to sexually active 
individuals in complianoe with any relevant Federal, state or 
looal r&quiraaents, including inforllled oonaent requirement&. 

QUESTION #2 

Civen the d.rug'a abort history, do you believe these minor girls 
should hava to obtain parental consent before implanted with 
Norplant? 

ANSWER 

• Norplant has boon approved by the FDA as a safe, reversible 
fa~ily planning Dathod that can be reversed through a simple, 
outpatient procedure, to remove the implant. Aa with all 
other contraceptive services provided to adolescents through 
the Title X national family planning pro9ra•, Norplant is 
available to adole&cents who requeat such services on a 
contidential ba1ds. I would certainly urge parents to becoJJla 
involved with their children's decisions whenever practicable. 

QUESTION IJ 

It you do not aupport parental consent be!ora Norplant is 
diGtributed to minor girls, do you at least support parental 
notification before this new drug is distributed? 
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ANSWER 

~ Thero 8re no Federal laws that r~qui~e parental consent or 
notif ioation tor the provision of contraceptive service& to 
Dinora. I would not recomllend that Norplant he singled out 
tor auch a requir&•*nt. 

QUESTION #4 

Would you support uain9 federal funda for this type of 
diatribUtion? 

ANSWBa 

~ Funding for the provision of Norplant is currently available 
through various Federal programs includinq Medicaid and the 
Title x national family plannin9 proqram. Progra.ms are 
specifically required to provide AlJ.. family planning services 
to adol•acents in a confidential manner, and parental consent 
or notitioation requirements tor the provision of such 
&O:t:"Vioes a.re prohibited. 

QUESTION #S 

What if any restriction& would you plaoe before federal funds 
oould be u•ed to di•tribute Norplant to minors? 

ANSWER 

(see above response) 

QUESTION #6 

section 1008 of the Public Health Service Act i.Jl1pl•mGntinq the 
Title x Family Planninq Act provides that: "None of the funds 
appropriated under thi• Title shall be used in proqra.aua where 
abortion is a method o! family planning.• 

How do you interpret this aection of the law, which has not been 
altered einee 1970? 

AHSWER 

~ The previou• Administration's interpretation of thiG saction 
ot the atatUt* l•ad to the uo-called "qag rule•, which has 
been the tocua ot much litigation and controversy, and which 
we believe tha rule inappropriately reatricted 9rantee8. I 
therefore •U•pended the so-called "gag rule" and p4opo~ad that 
the proqram return to the compliance standards operative prior 
to the isauance of the "qa9 rule• in 1988. The Department ig 
currently reviewing coJ11D1enta received in response to i~e 



February, 1993 Federal Register notice and working on the 
development of a new rule in accordance with the notice and 
comment prov~sione of the Admini~trativa Prooedure Act. As 
the D•partment•s February, 1993 in~arim rul& nota•, the 
ori~inal interpretation of section 1008 (from the programs 
inception in 1970 up until the 1988 "qaq rule") did not 
include a prohibition on non-directive oounaeling on abortion. 

QUESTION #7 

Do you aupport requlationa known as the "Gaq Rule" which aim to 
&eparate abortion related activities tro~ tederally &upported 
f&J1ily planning aotivities7 If not, do you support DnY 
limitationa on the ability of clinioa receiving federal funda to 
oounael end reter women for abortion in federally rundod Titla X 
clinics? 

ANSWJ!:R 

~ see above reaponse. The Departm.Qnt has pu.bl1ahed in the 
Tederoi R99iste~ -- (1) a notice of propo•ed rule~akinq (NPRM) 
propoeinq to return the proqram to the abortion policie5 and 
int•rprotationa that were in eftect prior to February 1988 Gnd 
(2) an interim final rule su9pendinq the Mgag rule" and 
reinstating t.h• pre-1988 policiaa pendinq the iaauance of a 
final rule. 

~ The Departinent has proposed that the compliance standards 
operative prior to 1988 ba reinstated, including those s9t out 
in the Falllily Planning Program Guidelines that require that in 
the event or an unplanned preqnancy, that non-~irectivo 
counaellnq be providod to a olient ~t her requeat, on all 
option• relating to h•r preqnanoy, includin9 abortion, and tc 
refer her tor abortion, if that ia the option •he selects. 

QUESTION #8 

Do you view the federal family plannin9 pr09ram aa preventive in 
nature? 

ANSWER 

The Department believes that the Federal f~mily plo.nning pr09ram 
i& intended to provide a broa~ ran90 of acceptable Qnd effective 
medically approved tamily planning ~ethod& and •ervicea to 
person• desirin9 such aervic~s. The Department viaw i• that 
theae service• must be provided in a •anner that does not subject 
individuals to coercion, deception or withholding ot complete and 
accurate medical information about their health condition and 
leqal options. 



QUESTION 19 

Do you think. it is iaportant to sepc.rate abortion activities from 
legitimate ram±ly planning or preventive activities? How do you 
propo5e to separate abortion aativities frcm leqitimate fanily 
planninq activitia•? 

ANSWER 

~ A• the Oepartment ntated in the February, 1993 interim rule, 
we beliav• the 1980 •qa9 rule" would have required many 
qrantaes to make extensiva, eXpensiva and unneca&sary 
alt~ratione in their phy~ical tacilities and orqanizational 
atructures. Conaiatent with the longstandinq Departmental 
interpretation and administration of the statute, we have 
propoaed that Title X project& not be permitted to promote or 
encourage abortion a& a method of fA•ily planninq, and that 
they be required to ~aintain a separation {that is more than a 
•ere exercise in bookkeeping) of their project activities tram 
any activities that promote or ancouraqe abortion as a method 
of family plannin~. Th• De~artment will conci~er thia issue 
further vhen promulgating a nev final rule in liqht of the 
comments raceiva to ita February 1993 interin tinal rule. 

QUESTION #10 

Should Title X clinic• be permitted to PQrtorm abortions on the 
aama •ite as the tederally funded Title X ol!nic? 

ANSWER 

(soe a.bove response) 

QUESTION Ill 

Bhoul~ personnel whoa• salaries are supporte6 by federal funding 
be per111itted to work in abortion related activities at the eane 
site? 

ANSWER 

(soe ~bove reapon5e) 

QUESTION #12 

Since its involvement in runding contraceptives and family 
planning, the Federal Qovernment hau invasted over $2 billion to 
curb teenage pregnancy. Yet the rate of teenage pregnancy end 
ee~ually transmitted di~ea&es afflicting teenagers continues to 
grow. Many expert• reel it is tim~ for uo to admit thi5 approach 
h~G not yielded the returns we had h.oped, and to rec09nize that 
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we have focuaad on the •yii.ptoM ot tgen prQ9nancy rath~r than the 
root, which ie teen sexual activity. 

What if anythin9 will you dir~ct tha Department of Health and 
Human Servicaa to do to curb the rat.a of taan sexual activity? 

ANSWER 

• Adolescent pre9nancy prevQntion is a priority within the 
Oepartm.ant in order to provide national leadership in 
developinq a credible, reliable response to the problem. 
Toward this end, I have aaked several experts in the 
Department to beqin to de•ign a •trategy on teAnage preqnanoy 
in order to develop a atrong adolescent preqnancy initiative. 

QUESTION #13 

What role, •hould abatinence caucation play in thie effort? 

ANSWER 

• Abstinence is a legitimate public health approach to 
preve.ntin9 early aoolesce.nt ••xual aotivity and the 
transmission of sexually tranamitted di1ease1, includinq 
HIV inteotion. However, a Droada~, more comprehen•ive 
~anqe ot public health and aooial service approaches is 
needed to tarqet these dual problem•. 



Druq Approval 

QUESTION #1 

!U·LVL-_:i:i:i-0140 

Durinq the last 15 years, a lot of attention has been focused on 
making tho druq approval procesD at FDA function fairly and 
efficiently. Altbou~h ~o~a probloma romoin, qre~t pro9ra~g ha& 
been mad.• in elitnina.tin9 neacUega dela~y-. 

Not •o, however, in the center for rood Satety and Nutrition. Of 
four •ajor direct food adOitiva petition• filed in the 19SO's, 
only one has been approved. That one required uix years of 
review. The remainin9 three have now been pending at laaat seven 
years. 

According to some, this leisurely pace o! review liUtriously 
diaooura~ed innovation, and denies the American public uaeful new 
products, which &ocolade (aic) contribute to ita health. Can we 
have your assuranc• that the Department, workin9 throuqh FDA, 
will toous on the food additive approval procus, and •ake 5ure 
the CFSAN halil thca re.source•, the discipline, and the oppropriate 
prooedures in plaoe to assure reviews ot food additive• in a fair 
and tilaely manner? 

ANSWERS 

~ Proper nnd timely action on food additive petitions is an 
important issue. CFSAN'a food and color additive petition 
review procesa was aubject to an aeae~a~ent ot rick review in 
the last ti.cal year and ia acheduled tor a more rigorous 
evaluation ot nanag0mant controls in F"i 1994. In addition, 
the ottice ot Inspector General is developin9 a survey 
ooncerninq internal controls in all of FDA'a pr&lllarket review 
procaapea. These oqersiqht step• should identify any problems 
that exiat, and we will take prompt action to correct problems 
and improve the prooeea wherever possible. 

QUHS'I'ION #l 

What are your view~ on the drug approval process put ronward by 
the FDA and former Vic• President Quayle•s Co~petitivenesa 
council? The5e proposals have recQived a qreat deal of support 
in the AIDS and orphan Oruq collllDunity. Do you anticipate changes 
in any of these proposals? If so, ~hich ones? 

ANSWER 

• Many of the chang~s in th~ drug approval proceSQ, such ao 
accelerating drug approvalK, were well underway be!ore they 
were recol?lllle.nded by the Competitiveness council. Many othQr 
CQuncil recolnl!lendation~ fall under the cat~gory or qood 
management practices; and again, FDA continues to make 
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improvements in l\a.ny o! these same araas. Expanding the role 
of inatitution~l reviev boards (IkBQ) and contracting out the 
reviav of druo application• ~e tvo reo0111JDendetion5 ot the 
Council. These have procaaded more &lowly heo•use FDA 
beJ..i•ves that industry support ilil necegaary if theee 
recoDJDendatione are to work.. \fa believe that these two 
maehaniama should be limited to application supplements for 
additional indications and other aroas of the dru9 application 
that are unlikely to entail ~ajor public h•~lth risks, 
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QUBBTION #1 

one area where I tend to agree ~ltb Presidont [-Eleot] Clinton is 
in the nae.:3 to get 9overru:aent and businesa ~orkinq toqether to 
build and enhance American job•, ~d one area. 'Where the 
Department ot Health and Human Services could do a better job is 
in prevention of high risk behaviors amon<J youth, includinq 
substance abuse. I'• aware that the alcohol beverage industry 
has been eupportinq effective prevention progrA11S tor over a 
decade. can we count on you to le.ad your Department to work with 
tha industry on education and prevention proqra.as that have been 
demonstrated to be ettective7 

ANSWER 

~ Yes, I plan to continue to vork with industry on education and 
prevention proqram•. In the past, we have jointly worked with 
th• National Commission on Drunk Drivinq and participate in 
the Drunk and oruqqad Drivinq Awareness Month, which the 
induatry supported. The industry haa also carried out other 
programs to raise public owarenesa about .the neqative 
consequences of drinking and drivinq. However, there is &till 
~ lot to bo done. It is my hope that induatry would be willing 
to join in cooperative ettort• to addresa such critical 
problem.a as underaqe drinkinq, and the risks to women of 
ohildbearin~ e90 of havinq otf aprifl9 with fetal alcohol 
syndrome and fetal alcohol •tracts. 
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QUESTION ll 

Do you support u~ing funds for the purpose of supportin9 research 
ueinq tatal tiaaue obtained from induced abortion•? 

ANSWER 

~ Yea, I support FederAl tundinq of hu•an f•tal tissue 
transplantation re.earch uain9 fetal tiaaue obtained from 
induced abortion. Conaiatent with the President's directive 
of January 22, the National rnatitutes of Health (NIK) will 
fund meritorious proposals for such reaearch. 

QUESTION 12 

Would you con.idor !irat directing NIH to study, throug-h the uae 
ot a tia•ue bank, alternative •ources as those o~tained from 
ectopic preqnancies and misce.rriaqes? 

~ We are currently evaluatin~ whether to fund aaaeasmant and 
epidelaiolO<Jical studies or tiasuea from eotopic prec;nancies 
and •pontaneou• abortions. Thea• studiea have the potential 
of providinq information that may be uaef~l in determining 
whether thi• tissue ia euitabl• tor tran•plantaticn purposes. 
In addition, euch 11tud.ias could provide epide.miological 
inform.tion about early pre~nan.oy loss. Con•istent with the 
decision ot the President, we vill, however, be proceeding to 
mske deci•iona on funding aaritorioua research using tiasue 
from other sources. 
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Abortion 

QUESTION #1 

What ia your position on ab<>rtion? 

ANSWER 

~ 'l'h• Adl:niniatration•s objective is to make abortion safe, 
leqal, and rare. 

QUl:STIOH #~ 

Do you believe a woman ahould h~ve a riQht to 1t.n abortion, for 
any or no reason, throuqhout the entire duration of preqnancy? 

ANSWER 

~ The application o! the riqht to privacy in this context haa 
btlen articulated by the Suprellle court in ~ v. HA.sie· 

QUESTION #3 

Do you aupport reasonable re•trictions on abortion such as 
parental oonaent tor minors? What about P4rental notification? 

ANSWER 

~ Th• Administration oppoaea any Fed•ral attempts to limit 
acce•• to abortion throu9h mandatory waiting periods or 
parental or spousal consent requirements. The Ad.ministration 
does not oppo•e St«te efforts to require some fonn of adult 
coun&alinq or consultation for un~erage qirla who choose to 
have an abOrtion -- as long as workable and effective byp~•s 
provisions are attached to such laws. 

QUESTION #4 

What i• your position on thQ Freedom of Choice Act7 

ANSWER 

~ The Administration supporta a f reedOZll ot choice act that 
ooditiee the t•nets ot the ~ v. ~-
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QUESTION 15 

Do you support the "Hyde" amendment which prohibits the 
elependiture of federal funds for abortion except in those caQ&s 
where the mother•• lite would be endanqered if the fetus waa 
carried to term? 

ANSWl.R 

• Th• Adlllinistration•s F~ 1904 budqet raqueat does not includQ 
the so-called "Hyde Al'llendm~nt", an annual fil!S appropriations 
rider vhioh has li~ited the use of t&deral funds ror abortion 
aince the mid-70 1 &. 

OUESTIOM ,6 

What i• your poaition on RU-486? 

ANSWER 

• The Pr•eident directed th& Oepartmont to review the soiwntitio 
ba1ia for the inport ban on RU-486 anO to puroue initiatives 
that promote the testing, licanain;, and mo.nufacturinq of RU-
486 in th• U.8. Rousmel-Uclaf, th• French manufacturer ot 
RU~486, has A9reed to license th• dru~ to an American 
orqanization, th• Population Counoil, to be9in th• prooass of 
clinical trials in the U.S. 
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DeLuoa cue 

QUESTION #1 

What role did you play in the DeLuca oaoe involvinq two 
profaaaor• at the Univarsity o! Wisoongin vho were under 
inveatiqation for fraud? 

ANSWER 

~ t appointed th• chair ot the inquiry coJ1J111ttea that took a 
preliminary look to determine if an investigation wag 
warranted. I ~a• not per•ohally involved in th• inquiry or 
the subsequent investigation, Opon completion o:C the 
investigation co:mmittee•a work, I reviewed the roport and 
accepted the recommendation of the com111ittee. 

QUESTION #2 

What atepa are you now willinq to take to ansure that the 
dOOWllenta r•queated by Depa~ent of Health and Hu.man services 
are releaaed? 

ANSWER 

• After an ad.minietrative review of thi• eaee by otticiala of 
the ottice ot R~search Inteqrity (ORI), this case wa~ closed 
durin~ the previous Administration. No further action ia 
anticipated. 



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 States1has 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 An2eles 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 Stcntary shall by ngulation nquire that each tntiry which applies 
for a grant. contract, or cooperoti'lt agreemtnt under this Act for any project or program 
which involvts the conduct of biomedical or behavioral research involving human subjecB 
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 regulatio1u 
which tht Secretary shall prescribe) a board (to be known as an 'Institutional Review 
Board') to review biomedical and bthavioral reseaTCh Involving human subjects conducted 
at or supported by such entity in order to protect the rights of the human subjects of such 
research. 

"{b){J) The Secwary shall establish a program within the Deparrmmt of Health and 
Human Senices undu which requests for clarification and guidanct 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 to 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 rectiving of reports of such information 
from recipients of funds under this Act a11d taking appropriate action with respect ta such 
violatio~ 

"FETAL RESEARCH 

"SEC. '98. (a) The Secretary may not conduct or support any research or experimenta­
tion. in the United States or in any other cou11try, on a nonviable liv1·ng human fetus ex 
utero or a living human fetus u uuro for whom viability has not been ascertained unless 
the research or e:xperime11tatio11-

"(I) may enhance the we/I-being or meet the health 11eeds of the fetus or enhance 
the probabilil)I of its survival to viability; or 

"(lj will post 110 added risk of suffering, injury, or death IO the fetus and the pur­
pose of the research or experimentation is tire development of importan1 biomedical 
knowledge which ca1111ot be obtained by other means. 

"(b} In admi11isteri11g the regulations for the protection of human research sub1ec1s 
which-

"(/ J apply to research conducted or supported by the Stcretary: 
"(2) inWllve living human fetuses in utero; and 
"(3) are published in Stction 46.208 of Part 46 of Title 45 of the Code of Federal 

Regulatiol'IS; 
or any successor to such regulations, the Secretary shall require that the risk standard 
(published i11 Section 46. /02(g) of such Parr 46 or a11y successor to such regulations) be 
the same for fetuses which are inte11ded to be aborted and fetuses which are intended to be 
ca"ied to term. 

NOTE: &ction 46. J02(g) becomes Section 46. J02(i) in Title '5 .CFR Parr 46 as revised 
on June 18. /991. 

THE CODE OF FEDERAL REGULATJONS, 
TITLE 45 CFR PART 46, 

IMPLEMENTS THESE AMENDMENTS 
TO THE PUBLIC HEAL TH SER VICE ACT 

141003 
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CODE OF FEDERAL REGULATIONS 

TITLE 45 

PUBLIC WELFARE 

DEPARTMENT OF HEAL TH AND HUMAN SERVICES 
NATIONAL INSTITUTES OF HEAL TH 

·OFFICE FOR PROTECTION FROM RESEARCH RISKS 

PART 46-PROTECTION OF HUMAN SUBJECTS 

Revised June 18, 1991 

(Effective August 19, 1991) 
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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 
suppor1ed by any Federal Department 
or Agency. 

46.104---%.106 [Reserved] 

4-0.107 IRB membership. 

4-0.108 lRB functions and operations. 

46.109 IRB review of research. 

46.l!O Expedited review procedures for 
certain kinds of research involving no 
more than minimal risk, and for minor 
changes in approved research. 

46.111 Criteria for IR B approval of 
research. 

46.112 Review by institution. 

46.113 Suspension or termination of I RB 
approval of research. 

46.114 Cooperative research. 

46.l IS IRB records. 

46.116 General requirements for informed 
con!>Cllt. 

46.117 Documentation of informed 
consent. 

46.118 Applications and propo>.als 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 Department 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-AdditionaJ DHHS Protec­
tions Pertaining to Research, De­
Telopment, and Related Activities 
lnvoh·ing Fetuses, Pregnant 
Women, end Human In Vitro Fer­
tilization 

Sec. 

46.20! Applicability. 
46.202 Purpose. 

46.203 Definitions. 

46.204 Ethical Advisor:. Hoards. 

Sec. 

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

46.206 General limitations. 
46.207 Activities directed toward pregnant 

women as subjects. 
46.208 Activities directed toward fetuses 

in utero as subjects. 
46.209 Activities directed toward fetuses 

ex urero, including nonviable fetuses, as 
subjects. 

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

46.2 l l 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 
46.303 

Applicability. 
Purpose. 
Definitions. 

46.304 Composition of Institutional 
Review Boards where prisoners are 
involved. 

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

46.306 Permitted research involving 
prisoners. 

Subpart D-Additional DHHS Protec· 
tfons for Children Involved as Sub· 
jects in Research 

Se<. 

46.401 To what do these 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 approvablc 
which presents an opportunity to 
understand, prevent, or alleviate a 
•erious problem alTcc:ting the health or 
welfare of children. 

46.408 Requirements for permission by 
parents or guardians and for assen! by 
children. 

46.409 Wards. 

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

45 CFR 46 

Note: As revised, Subpart A of the 
DHHS regulations incorporates the 
Common Ruic (Federal Policy) for the 
Protection of Human Subjects (56 FR 
28003). Subpart D of the HHS regulations 
has been amended at Section 46.40l(b) to 
reference the revised Subpart A. 

The Common Rule <Federal Policy) is also 
codified at 

7 CFR Part le Department of Agriculture 

10 CFR Part 745 Department of Enero 

14 CFR Part 1230 National Aero11Butics and 
Space Administration 

15 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 Pe.rt 46 Department of Justice 

32 CFR Pllrt 219 Department of Defense 

34 CFR Part 97 Department of Education 

38 CFR Part 16 Department of Veterans 
Affairs , 

40 CFR Part 26 Environmental 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 OHHS Policy for 
Protection of Human Re· 
search Subjects) 

Source: 56 FR 28003, June 18, 1991. 

§ 46.101 To what does this policy 
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 
employees or military personnel, 
except that each Department or 
Agency head may adopt such 
procedural modifications as may be 
appropriate from an administrative 

If".] 005 
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standpoint It also includes research 
conducted, supported, or otherwise 
subject to regulation by the Federal 
Government outside the United States. 

(I) Research that is conducted or 
supported by a Federal Department or 
Agency, whether or not it is regulated 
as defined in § 46. I02(e), must comply 
with all sections of this policy. 

(2) Research that is neither 
conducted nor supported by a Federal 
Department or Agency but is subject 
to regulation as defined in § 46. IOZ(e) 
must be reviewed and approved, in 
compliance with§ 46.IOJ, § 46.102, 
and § 46.107 through § 46.117 of this 
policy, by an Institutional Review 
Board (!RB) 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: 

(I) Research conducted in 
established or commonly accepted 
educational settings, involvjng normal 
educational practices, such as (i) 
research on regular and special 
education instructional strategies, or 
(ii) research on the effectiveness of or 
the comparison among instructional 
techl'liques, curricula, or classroom 
l"(lanagement 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 
(ii) 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 
proc.:edures, interview procedures, or 
observation of public behavior that is 
not el\empt under paragraph (b)(2) of 
this section, if: 

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

NIH OER OPRR 

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 those 
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 wilh this policy 
requires compliance with pertinent 
Federal laws or regulations which 
provide additional protec1ions for 
human subjects. 
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(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 Jaws or regulations which may 
otherwise be applicable and which 
provide additional protections to 
human subjects of research. 

(b) 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 World 
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 
Depanment 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. 

(i) 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 shaU forward advance notices of 
these actions to the Office for 
Protection from Research Rjsks, 
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. 1 

1 Institutions wi1h DHHS-approved 
assuranc~• on ftlc will abide by provisions 

Co"li"w~J 
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§ 46.102 Definitions. 
(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 representative 
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 research for other 
purposes. For example, some 
demonstration and service programs 
may include research activities. 

(e) 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 
incidentally regulated by a Federal 
Department or Agency solely as part 
of the Department's or Agency's 
broader responsibility to regulate 
cenain 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 provisioo.s of Title 45 
CFR Part 46 into their policies and 
procedures as well. However, the 
eitemprions at 45 CFR 46. !0l(b) do not 
apply lo rcsC4rch involving prisoners, 
fetuses, pregnant women, or human in vitro 
fertilization, Subparts B and C. The 
e.l:emption at 45 CFR 46. IOl(b)(2), for 
re~arch 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. 

example, Wage and Hour requirements 
administered by the Department of 
Labor). 

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

(I) 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, ven.ipuncture) 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 lhe 
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) /RB 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. 

(i) 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 

45 CFR 46 

IRB in accordance with an approved 
assurance. 

§ 46,103 A.uurlng compliance with th.ii 
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 acceptetl 
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 
research shall at a 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 research 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 
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applicable to any research exempted or 
waived under§ 46.lOl (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 lRB 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. ln 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 
initiaJ 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 co the IRB of 
proposed changes in a research 
activity, and for ensuring that such 
changes in approved research, during 
the period for which IRS approval has 
already been given, may not be 
iniciated 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, 
appropriate institutional officials. 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 
approve.I. 

(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 consultant.I engaged for this 
purpose as the Department or Agency 
head determines to be appropriate. The 
Department or Agency head's 
evaluation will take into consideration 
the adequacy of the proposed IRB in 
light of the anticipated scope of the 
institution's research activities and the 
types of subject populations likely to 
be involved, the appropriateness 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 cla.~s 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 certification must be submitted 
with the application or propose.I 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 shell 
certify within 30 days after receipt of a 
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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 ~999-
0020.) 

§§ 46.104-46.106 [Resened] 

§ 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 terms 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 
will 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) Ee.ch 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 arc 
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 may, 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. I03(b)(4) and to the extent 
required by § 46.103(b)(S). 

(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 lo approve, require 
modifications 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 in 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 
lRB's judgment the information would 
meaningfully add to the protection of 
the rights and welfare of subjects. 

(c) An lRB 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 lo 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 inYoll'· 
ing no more· than mill.Ima! risk, and 
for minor changes in apprond 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 appropriate, 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: 

(I) 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 authorized. 

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 exercise all of the authorities of 
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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. IOB(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 approl'al 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 perfonned 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. ln evaluating risks 
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 within the 
purview of its responsibility. 

(3) Selection of subjects is equitable. 
In making this assessment the IRB 
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 
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economically 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 arc 
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 
rights and welfare of these subjects. 

§ %. l 12 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 authority to 
suspend or terminate approval of 
research that is not being conducted in 
accordance with the IRB's 
requiri::ments 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 Budget under Conirol 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 
cooperative 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 !RB meetings which 
shall be in 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 IRB 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. l 16(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 in a reasonable manner. 
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(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 elemi::nts 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 statement 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 risks or discomforts to the 
subject: 

(3) a description of any benefits to 
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 describing the extent, 
1f 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 willingness to continue 
participation will be provided to the 
subject; and 

(6) the approll.imate 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: 

(l) 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; (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 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 infonned 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 will 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 ell.tent 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 informed 
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 
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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: 

(\) A written consent document that 
embodies the elements of informed 
consent required by § 46. l l 6. This 
form may be read to the subject or the 
subject's legally authorized 
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 fonn 
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 JRB may waive the 
requirement for the investigator to 
obtain a signed consent form for some 
or all subjects if it finds either: 

( l) 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 mimmal nsk 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 is waived, the IRB may 
require the investigator to provide 
subjects with a written statement 
regarding the research. 
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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 or 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, eJ1cept 
for research 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 
J?epartment 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 proposed 
to involve human subjects in the 
research, the research shall first be 
reviewed and approved by an !RB, as 
provided in this policy, a certification 
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 or 
applications and proposals for re­
search to be conducted or supported 
by a Federal Department or 
Agency. 

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

§ 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 
supponing 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 to 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 to Federal 
regulation). 
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§ 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-Addltlonal OHHS 
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: (I) the fetus, (2) pregnant 
women, and (3) human in vitro 
fertilization. 

(b) Nothing in this subpart shall be 
construed as indicating that 
compliance with the procedures set 
forth herein will in any way render 
inapplicable pertinent Slate 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 to assure that 
they conform to appropriate ethical 
standards and relate to important 
societal needs. 

§ 46.203 Definitions. 

As used in this subpart: 
(a) "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 authority 
has been delegated. 

(b) "Pregnancy" encompasses the 
period of time from confirmation 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. 

(I) "Dead fetus" means a fetus ex 
utero which exhibits neither heartbeat, 
spontaneous respiratory activity, 
spontaneous movement of volunwy 
muscles, nor pulsation of the umbilical 
cord (if still attached). 

(g) "In ~itro fertilization" means any 
fertilization of human ova which 
occurs outside the body of a female, 
either through admixture of donor 
human sperm and ova or by any other 
means. 

§ 46.204 Ethical Advisory Boards. 
(a) 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) Ac 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: (I) 
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 
involving human in vitro rtilization 
may be funded by t epartment or 
any component t eof until the 
application or oposal has been 

he Ethical Advisory 
the Board has rendered 

adv" as to its acceptability from an 
1cal standpoint. 

Nullified June JO, 1993 (Public law 103-43) 

§ 46.205 Additional duties of the lnsti· 
tutional Review Boards lo connec· 
tion with activities i.nvolring fe· 
tuses, pregnant women, or human ln 
vitro fertillzation. 

(a) In addition to the responsibilities 
prescribed for Institutional Review 
Boards under Subpart A of this part, 
the applicant's or offeror's Board shall, 
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 selected, 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 ere secured either by 
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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 risks 
have arisen); 

(J) 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 olTerors 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 heaJth 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. 

l4J 013 
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Source: 40 FR 33528. Aug. 8, 1975, as 
amended al 4{} FR 51638, Nov. 6, 1975. 

§ 46.207 Activities directed toward 
pregnant women as subjects. 

(a) No pregnant woman may be 
involved as a subject in an activity 
covered by this subpart unless: (I) 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: (I) 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. 

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

(a) No fetus i11 utero may be 
involved as a subject in any activity 
covered 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 important 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: (I) his identity or 
whereabouts cannot reasonably be 
ascertained, {2) he is not reasonably 
available, or (3) the pregnancy resulted 
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: 

(I) 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: 

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

(2) experimental activities which of 
themselves would terminate the 
heartbeat or re5piration 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 is 
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 iL ( 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 Stace 
or local laws regarding such activities. 

§ 46.211 Modification or waiver of 
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, 
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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 
cannot be gained except through a 
modification or waiver. Any such 
modifications or waivers will be 
published as notices in the Federal 
Register. 

Subpart C-Addltional 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 
compliance with the procedures set 
forth herein will authorize research 
involving prisoners 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 
constraints 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 is 
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 criminal 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, tiial, 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 lnatitutional 
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 witb appropriate 
background and experience to 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. 

§ 46.305 Additional dutlu 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, 1he Board shall review research 
covered by this subpart and approve 
such research only if it finds that: 

(I) 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 research, when 
compared to the general living 
conditions, medical care, quality of 
food, amenities and opportunity for 
earnings 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 nonprisoncr 
volunteers; 

(4) procedures for the selection of 
subjects within the prison arc fair to all 
prisoners and immune from arbitrary 
intervention by prison authorities or 
prisoners. Unless the principal 
investigator provides to the Board 
justification in writing 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 research 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 
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§ 46.306 Permitted research involvin11 
prisoners. 

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

(l) 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 criminal 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 minima) 
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 in 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 conduc1ed or 

tgj015 
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supported by DHHS shall not involve 
prisoners as subjects. 

Subpart D-Addltlonal OHHS 
Protections for Children In· 
vofved as Subjects In Re­
search. 

Source: 48 FR 9818, March B, 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. 

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

(2) It 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 
requir,ements of these regulations for 
research of this type. 

(b) Exemptions at§ 46.JOl(b)(I) and 
(b)(3) through (b)(6) are applicable 10 

this subpart. The exemption at 
§ 46.10l(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 co 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. 

(e) "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 
IRB shall review research covered by 
this subpart and approve only research 
which satisfies the conditions of all 
applicable sections of this subpart. 

§ 46.4(14 Research not involving gre.at· 
er than minimal risk. 

DHHS will conduct or fund 
research in which the IRB finds that 
no greater than minimal risk 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 minlmal 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 ~o the subjects; 

{b) the relation of the anticipated 
benefit to the risk is at least as 
favorable to the subjects as that 
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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 
hea1th 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 panel 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: 

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

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

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

(iii) 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 IRB shall 
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, maturity, and 
psychological state of the children 
involved. This judgment may be made 
for all children to be involved in 
researc'f:l 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 to 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 circum•tances 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 required 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 to 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 
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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. l l 7 of Subpart A. 

(e) When the lRB 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: 

(I) 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 
(ellcept in the role as advocate or 
member of the IRB) with the research, 
the investigator(s), or the guardian 
organization. 

14] 017 
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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. 

{l) 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 including 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. 
It 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 is 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 healrhy 
volunteers. 

(8) The study 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 investigationa\ new drug 
exemption or an investigational device 
exemption is not required. 

Source: 46 FR 8392; January 26, 1981. 



February 9, 1995 

To: John Podesta ~ 
No~ Marvin Krislov:· From: Beth 

Re: Dr. Poster 

We are leaving this for you to review. Please accept this 
in the spirit of the beat 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 aiarepresented. 

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



ABORTION AS CQNTEACEPTIOH 

Charge: 

Dr. Foster advocates abortion aa a method ot contraception. 

Response1 

Dr. Foster recognizes that abortion can be used as a method of 1 
contraception, but believes that it should not be used that way. 
or. Poster believes in preventinq abortions by preventing 
unplanned preqnanoiea. He ha• created innovatlv• program• to 
tight unwanted teen pregnancy through education and buildinq 
young women'• self-Qsteem. However, Dr. Foster does believe that 
saf a and legal abortion must be available. 

Charge: 

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

Response: 
Dr. Foster has acknowledged that abortion is available as a 
aethod of contraception, but thia does not aean that he advocates 
its use as a forll of contraception. To the contrary, he has 
stated in his writings his preference that abortion be used for 
contraceptive purposes only when other aethoda of contraception 
fail. · 

or. Foster advocates abortion on demand. 

Reaponse: 

or. Foster doea not advocate abortion1 he believes it should be 
available as an option. H• 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. 

Response: 

Dr. Foster believes that abstinence is the best way of preventin9 
pregnancy. Thia ia apparent in his work with innovative programs 
to help teens avoid pregnancy through education and development 
or self-esteem. 



Charge: 

Dr. Foster has written that in counsellin9 tor abortion, "the 
overall objective is to decrease the patient's tears and 
anxieties.• 

Response: 

Dr. Foater ia a stronq proponent of counselling to help women 
make their own decision• about abortion. Dr. Foster doe• not 
encouraqe his patients to under90 abortions. 

Charge: 

2 

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

Response: 

Dr. Foster has researched non-surgical abortion methods using 
medications.administered in hospitals, not in home settings. 
Although Dr. Foster believes abortions should be performed only 
as a last resort, ha believes that they should be done in the 
safest manner possible. Therefore, he supports research into 
safer methods. 

Charqa: 

Dr. foster advocates abortion on demand tor all nine months of 
pregnancy. 

Response: 

Dr. Foster does not advocate abortion but believes they should be 
available as a laat resort. Dr. roster believes in preventinq 
abortions by preventing unplanned pregnancies. Abortions in th• 
third trimester are generally illeqal, and Dr. Foster would 
oppose such abortions. 



SOCIAL ENGINEERING 

Char9e: 

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

Response1 

J 

Dr. Foster does not advocata abortion in any case. He believes 
that proapective parents are entitled to as much information as 
is available regarding the health ot 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. 

Charqe: 

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

Response: 

or. Foster does not coerce his patients to have abortions, nor 
does he encourage them to have abortions. He is a atronq 
proponent ot counselling to help women make their own decisions 
about abortion. 

Char9a: 

Dr. Foster advocates genetic testin9 with an eye toward 
encouraging abortion. 

RfliUJp<)nSe: 

Dr. Foster believes that prospective parents are entitled to as 
much information aa is available re9ardin9 the health ot 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 tor tetusea with health problems. 



HYSl'ERECTOMIE~ 

Char9e: 

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

Response: 

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

Charge': 

Dr. Foster has justified a hysterectomy on the basia that the 
woman had a "dismal social history, 11 Le., was unmarried, had 
four children, was unemployed, and received no welfare 
assistance. ["Meigs• Syndrome· Complicated by Pregnancy," 1972) 

Response: 

or. Foster has acknowledged that that article contains a value 
judqmant that he shouldn't have made at the time and would not 
make today. He believes that the decision about whether to 
undergo sterilization should be made by the patient after 
receiving thorough and accurate information. In thia particular 
case, the pelvic orqans were removed because ot the presence ot a 
tumor with a high probabili~y of malignancy. 



' f 

&BORTIOll woa COllTRACBPTIV. PURPOSBS 

Charqea 

Dr. Foster advocates the use of abortion as a means of 
contraception. He bas specifically referred to abortion as •a 
contraceptive measure.• (Contraceptives in Sickle Cell Disease, 
Southern Medical Journal, 1981) 

aeapon••• 

• Dr. Foster does not equate abortion and contraception. In 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. ,, 

LA '1(.q 

• Although • Foster acknowledged in bis 1981 article that 
abortion is type of contraceptive, he did not advocate the use 
of abortion as a contraceptive measure. 

• Dr. Foster has not promoted the use of abortion solely tor 
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.• 

a~W"~",., 
• Instead, Dr. FosterfhaiJstated his preference that, even when 
the health of the mo~e~s at issue, abortion should be used for 
cont~aeeptivei>Ut'Pcsea· ly when other methods of contraception 
fail. 

• Dr. Foster bas not advocated the use of abortion. Be 
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. 

Charqea 

Dr. Foster is cavalier and indifferent to the use of abortion. 
. a.A ~~ vJ44 fo f ((/V(/V'I ~ 

aeaponaea 

6 
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• Dr. Foster believes that abstinence is the bes~ contraceptiv•, 
and that abortion should be rare. (if-~ Feb. 8, 1995)'2 

• Dr. Foster has expressed his concern about reliance on 
abortions rather than on birth control measures. (Faaily 
Planning and the Black Community, 1975). Dr. Foster has f.ocused 
much of his energy on promoting family planning in order to 
prevent unwanted pregnancies and abortions. 



Char9e1 

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

aespon••• 

• Although Dr. Foster believes abortions should be perforllled 
only as a last resort, he believes that they should be done in 
the safest manner possible. Therefore, he supports research into 

~ safer methods. 

/" • 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 

~~ ~v~ ·~patients were volunteers who gave informed written consent. 
~ . 

'('~ Char9e1 

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. ~~- - .~ 

'v) w~\ \ ~~ J "'1"' "' 
aesponse1 /' 4fl'Qff"""'\ 
• Dr. Foster has devoted much of his life and care~r to the 
coJDDlunity, establishing such proqrams as •1 Have A Future• 
(IHAF), which seeks to provide positive alternatives to teenage 
pregnancy. Through IHAP-, Dr. Foster has helped build the self­
esteem of young men and women by providing education and job 
opportunities. 

• Dr. Foster anchored the HIAF"proqram in the neighborhoods 
where the young participants were living to ensure that their 
parents were involved with their choices. One critical aspect of 
the prograll is parental involvement. 



STBRILIDTIO• 

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 aterilization or to eliminate the mensea, which ia of 
significant hygienic benefit to those aeverely handicapped 
individuals.• (Removal of the Normal Uterus, Southern 
Medical Journal, 1976). 

Response& 

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

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

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

Charge& 

or. Foster bas routinely encouraged sterilization of patienta 
with sickle cell disease after they have been able to deliver a 
child. (Clinical Management: Sickle Cell State and Pregnancy, 
Urban Health, 1977). 

aeaponaea 

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

Charge a 

Dr. Foster bas 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). 



aeapon8el 

• The procedure waa aedically necessary to remove a tumor with a 
high probability of 11alignancy. 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. 

Char9e1 

Dr. Foster'• 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). 

Reaponse1 

• Dr. Foster is not at all cavalier about sterilization. In 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.• 

• Dr. Foster has consistently advocated only voluntary, informed 
faaily planning. Moreover, ha views family planning aa 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). 

• 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. 

2 
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Charge& 

or. Foster bas promoted radical social engineering by encouraging 
amniocentesis and eventual abortions where there are any 
indications of genetic defects. 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 •ight have a genetic defect. 

"Th• couple must be provided with genetic counseling and 
offered antenatal diagnosis, with the option of pregnancy 
termination.• Thalassemia, Hematologic ProblelllS 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-Gynecoloqy, 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 Preqnant Patients with Sickle Cell Disease, 
Annala of Internal Medicine, 1979); 

aeaponae1 

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

• Dr. Foster recognizes that bis 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 preqnancy and 
childbirth. 

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

• Dr. Poster is dedicated to informing patients so they 
voluntary, educated choices about their medical options. 
valuable work in promoting qreater knowledge on the part 
patients he has received national recognition. . 

can make 
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• 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). 

a 


