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Th~ Department's Pe-ponse

In responding to these comments the follov g issues are addressed:

Constituti~~1l Isgr es

e Argument -- The regulations violat minor's right to unrestricted
access to contraceptives and constitutional right to
privacy (1:*1'1%;——““-" Covoy  Nonfameh)

e Response -~- These cases are not pertinent t :ause they deal with
attempts by government to regulate ~~~ecs to family
planning services. The regulations do not prohibit
access to contraceptive services. The regulations
ir lement a Federal assistance program (Title X) according
to the conditions Congress has established for provision

of the assistance.

® Argument -—- The regulations unconstitutionally discriminate on the
basis of gender since they apply only to prescription

contraceptives which are used only by females.

e Response -— The regulations are a gender-neutral distincion focusing
on health risks. 1If contraceptives for male use become

available, the regulations would apply.



Legislative Intent

& Argument --

® Response —-

e Argument -—-—

e Respor = ——
Rights of M 'S

® Argur 1t ——

¢ Response ——

The regulations conflict with the legislative history and

language of Title X:

These arguments interpret individual parts of Title X and
its history without considering the course of statutory
development. Congrt 3 ultimately did amend section 1001 (a)
in 1981 to include requirement that projects encourage

family participation.

The regulations conflict with legislative intent of the 1981

amendment to encourage family participation but not to

mandate family involvement.

The regulations do not mandate family involvement. They
simply provic opportunity for family involvement.

The regulations strike a desirable balance between requirement
that "adolescents receive services and requirement that

family participation be encouraged to the extent practical.

‘

Teenagers should have the right to obtain family planning services
in complete confidentiality and that their interest should

outweigh inter st of their parents in notification.

T - T 1 1o ‘itu th of confid: : y

of the doctor-pat: it relatior 1ip.

The regulations require that projects advise minors of the
notification requirement before providing services. By

accepting services, minors will, in effect, be consenting

to notification.










Argument

Response —-

Argument --

Response

The regulations will rest : in large upswing in numbers
of teenage pregnancies and abortions and an overall
deterioration of adolescent health, particularly because

of greater risks associated with pregnancy.

This -'gument is misguided. Estimates of the numbers of
additional pregnancies likely to result have been misguided.
Parenfal notification is justifiable on health grounds.
Prescription contraceptive practices of teenagers may
improve as a result of parental involvement.(See Ayer, 1982)
Some teens may be persuaded by parents to abstain from

sexual activity.

The degree of health risk incurred by teenagers who
use prescription contraceptives does not justify the

regulations.

We recogni: difference of opinion between medical experts

about the kinds and degrees of risk for teens using prescription
contraceptives. However, clearly sdéme measure of health

risk does exist for pr cription contraceptives and

parental notification is neces :y to protect the health

of the child.






~

:ceptior €or Adverse Physical Harm

® Argument -~ The exception should be broadened to include harm of a

mental or emotional nature.

o Response -- The difficulty of determination and ambiguity of the concept
would create administrative problems and could so expand

the exception as to vitiate the rule.

e Argument —-- The exception should be expanded to include other potential
victims, such as a boyfriend who may be harmed by the minor's
father, and other tential abusers, such as a s: _.ing
unhappy because of resulting parental restrictions on

behavior.

® Response —-- Such expansion would create practical difficulties in determining
the likelihood of harm. We believe such cases of related

abuse will be exceedingly rare.

e Argument —— The exception covers threatened pregnancy as substantial
physical harm if notification would inhibit a minor's use
of contraceptives. :

o Response —— Exception applies to harm by a parent or guardian. Except

in cases of incest, a threat of pregnancy would not qualify

under the exception.

o Ar ment -- Exception imposes costly investigation and documentation
1: . ’
® Response —- Projects are requiired to ¢ cribe factual basis underlying
determinations that the exceptions applies but are not required
to investigate medical and court records. Projects are
expecte¢ to base determinations on reasonable professional

-

judgment.






Definition of Low In~~—~ ™-

Argument --

Response --

Argument --

Response -~-

.

The change is unfair to poor and minority adolescents.

!  continue to believe that it is inappropriate to target
increasingly scarce Title X dollars to minors who, because
of family circumstances, can pay all or a portion of the
cosE of the services. The change will be an improvement
over the present ¢ “inition that diverts Federal monies from

those who most need financial assistance.

#

The change would present additional administrative problems
for the projects.

Currently, projects are required to make income determinations
to decide whether patients are low income. We assume

pro; :ts will continue to use procedures they have already

developed.















The Department's Response

In responding to these comments the following issues are addressed:

MAanct+rdtatinnal Tecinaa

® Argument -- The regulations violate minor's right to unrestricted
access to contraceptives and constitutional right to

privacy (Eise~-~+adt, Carey, Danforth).

® Response -- These cases are not pertinent because they deal with
attempts by government to regulate access to family
planning services. The regulations do not prohibit
access to contraceptive services. The regulations
implement a Federal assistance program (Title X) according
to the conditions Congress has established for provision

of the assistance.

® Argument -- The regulatio unconstitutionally discriminate on the
basis of gender since they apply only to prescrip: >n

contraceptives which are used only by females.

e Response -— The regulations are a gender—-neutral distincion focusing
on health risks. If contrac tivi for male use become

available, the regulations would apply.






R: “its of Minors

e A1 ment —- Teenagers should have the right to obtain family planning services

® Response —-

in c¢ »slete confidentiality and that their interest should

outyv igh interest of their parents in notification.

The regulations will constitute a breach of confidentiality

of the doctor-patient relationship.

The regu: ms require that projects advise minors of the
nof ““ic 1 . requii ient before providing services. By
accepting ¢« :cvices, minors will, in effect, be consenting

to notifi¢ *:ion.



Gender -- see constitutional arguments

Discr: .on

® ! ument --

® Response

The r¢ lations require discrimiantion on the basis of age
in a manner that violates the Age Discrimination Act of 1975

and the Depar :mt's implementing regulations.

The Act and implementing regulations create an exception where
age is used as a measure of some other characteristic which

is sought to be ascertained in order to achieve legitimate
program purg > and can not be asceftained individually.

The : regulations 1 : age: a1 .sure of a minor's ability

to make important decisions about prescription contraceptives
in order to encourage family participation as required by
statute and given the nature of the progi | and the large
number of minors served, the ability to make these decisions

»

cannot be ascertained on an individual basis.



Lo Tmma D on
e Argument -- The regulations discriminate against minors on the basis of
income.
é Response -— The amendment to the low incc¢ : definition simply removes

the requii ent that projects consider minor's income
and not the family resources. This idment puts minors

on the sa footing as all other applicants for services.



Argument --

Response —-

Argun 1t

I xonse -—-—

-10-

The regulations should be revised to require parental
nc .fic. .on prior to services.
Piror notification could unduly delay or otherwise restrict

access to services for adolescents contzary to statute.

Regulations should require paren | consent.
Consent would not maintain the proper balance between competing
concerns of the statute that services be provided to

adolescents and family participation be encouraged.



Famil-

e Argur t —-

@ Response

e Argument ——

® Re »onse —

The regulations will r ,atively affect family relationships

by causing anger and ri¢ 1sal to communicate.

While there may various pt ible outcomes, we conclude
that the benefits of the regulations outweigh potential

disadvantagi¢ and that the regulations are reasonably
designed to implem the statutory mandate that family

participation be encouraged.

The regulations are unnecessary because data indicate that
over half of adolescents already tell their parents and that

most clinics have programs to involve parents.

We are encouraged that many family planning clinics
recognize the value of parental involvaement. That some
parents are al: idy involved should minimize adjustments
clinics need to make to comply with the regulations but
does not lessen the improtance of notifying all parents

when their minor receives prescription contraceptives.



Effects of |

eo___Argument

Response

Argument

Response

Argument

Response

-12-

| v

A 1982 study by Furstenberg et al shows that parental

awareness | involvement do not increase consistency
in cor it use.
This 1982 study is 1limii | and does not comport with findings

reached in several other studies (Fox, 1981) and therefore

we are pers 1ded by its conclusions.

Assurance of confidentiality is one of the major factors,
if not the ‘"or factor, in decisions of minors to seek

family planning services.

We do not believe sufficient data has been developed to
support this contention. (See Zabin and Clark, 'Why they

Delay . . . 1981)

The regulations will result in large upswing in numbers
of teenage pregnancies and abortions and an overall
deterioration of adol icent health, particularly because

of greater risks associated with pregnancy.

This argument is misguided. Estimates of the numbers of
additional pregnancies likely to result have been misguided.
Parenfal notification is justifiable on health grounds.

:ription com: i practi« c_ 1 Lty
improve as a result of parental involvement.(See Ayer, 1982)
Some teens may be persuaded by parents to abstain from

sexual activity.



Effec  of | 'd)

e ~ u nt —— The degree of health risk incurred by teenagers who
use prescription contracept s does not justify the

regulations.

e Response —~ We recognize difference of opinion between medical experts
about the kinds and degrees of risk for teens using prescription
contraceptives. However, clearly some measure of health
risk does exist for prescription contraceptives and
parental notification is necessary to prot. : the health

of the child.

We intend to monitor cl¢ :ly the effects of the regulations'
imple:r tation . . to reconsider its appropriateness in
light of any 1 .iable data that are developed regarding

its effects.






é Argument —-

Response —-

=15-

The regulations will impose major societal costs because
of an increase in adolescent pregnancies with ¢t :s for
prenatal care, post-delivery support, and the lost human

potential associated with teenage motherhood.

This argument is based on the : ; ption that the r 1latio:
will increase adolescent pregnancies which we reject as
highly conjectural. The predictions based on this assumption

are equally speculative.

The Department will, of cou @, consider any reliable data

developed with respect to these concerns.












-19-

e Argument — Parents have a right to know of all contraceptives,

prescription or non-prescription, given to their children.

© Response -- While recognizing that parents have a legitimate concern in
being informed of all contraceptive use by their children,
we must weigh the two ¢ eting statutory concerns of
providing adolescents with family planning services
and of encouraging family involvement. Health risks
generally associated with prescription contraceptives

necessitate promotion of family involvement.

® Arg :nt -- Health risks of pr. :ription contraceptives are relatively

small compared to the risks of pregnancy.

® Response —— We do not agree with projections made as to the increase of
teenage pregnancy likely to result from requiring notification
of prescription methods. If an adolescent objects to

notification, a project can provide ni -prescription

contraceptives and education.

e Argument —— The diaphragmshould not be included because it poses no

appreciable health risk.

s

exclude diaphragms. We believe it is @ 1isonable to
defer to medical judgments made at the State and Federal
levels concerning the safety and health criteria for the

prescription classification.



-20~

:ion to Pree~=iption Drug Devices (cont'd)

A1 ment --

Response —-

prescription ¢ .fication ¢ scriminates against
women because it precludes all effective methods of female

contraception .t 1t parental notification but does not

preclude analogo le methods.
Prescription cla .cation d¢ ; not affect all women, just
those choosing cription :thods. If a male prescription

method b¢ imes available, the regulations would apply.









-

-23-

iion fc~ *dverse Physical Harm (cor+'d)

Argument --

Response —-

Exception will expc @ project director to legal liability
if minor is abused 3 a = ult of notification or if a
parent was not notified because :/she was labell¢ as a
child abuser.

The decisions which e regulations require project
personnel to make not significantly different from
many decisions wh: 1 they make ev day. Family planning
clinics, in many areas, require notification or consent

and we are unaware of significant liability problems.



Definition of "Unemancipated Minor"

¢ Argument ——

Response

Arg ent

Response

Argument

Response

The regulations incor .stently defer to State laws that
are more restrictive than the proposed definition while
overriding the legislative judgment of 30 States which

permit minors to consent to receiving birth control services.

Definition do¢ not override legislative judgment of 30 States
Minors in tho:¢ States continue to be able to consent to
receipt of p scription services. State laws generally do

not deal with the issue of notification. Case law establishes
that it is reasonable to set a Federal age standard to

accomplish a Fed al statutory purpose.

The regulations a1 >ject to fraud because minors will

lie about their . or use bogus identification cards.

Projects should follow their established procedures for

determining when a minor is emancipated.

Definition is unconstitutional because it does not provide

an exception for mature minors.

Court cases making the mature/immature distinction arose
from governmental attempts to 1l: [t access to services and
do not apply when gover :nt chooses to impose conditioi on

financial assistance.



-25-

tion fc 1 Niennge

e Argument -~ '"Venereal disease" 10uld be replaced with "sexually transmitted

diseases" (STD).

© Response -- "Sexually transmitted diseases' replace ''venereal disease."

® Argument —-- The public health risk of preg aicy is equivalent to that
of STD.

® Response -—- This argument does not consider the relevant risk in its
entirety: the p 1lic health risk is not limited to females
who forego contraception while engaging in sexual activity
but rather exi 1 to the entire sexually active adolescent
population.

® Argument ——- The same considera »ns apply to the treatment of STD that
apply to prescr: on contraceptives.

® Response -- Materially different considerations are involved since there

is no reasonable alternative to treatment of STD while
the
a number of alternatives exist for/prescription contraceptive

decision.



® Argument -——

o |

sponse

-

The regulations se. tively ¢ to more restrictive
State laws while criding me 58 restrictive State
laws providing £ confidential family planning services

to adolescents.

The reulations are not inconsistent with State lav .

While conflicts 1 y exist to extent States enact

laws prohibiting notification, failure to defer to such
laws is not indicative of a lack of consistency in the

Tu a whole. We believe notification best accomplishes
statutory intent. Thus, it would be inconsistent to defer

to contrary State laws.






Dafinition ~f Tow Income F~=31- /-ont'd)

© Argument —- The change violates Title X becai : it presents an economic
deterence »r minors seeking services.

® Response —-— The change ¢« not violate Title X = :ause it v "1 n
constitute an economic deterence. In section 1006(c) of
Title X, it is the income of the family, not of the person,
that is rel it. Also the legislative history makes clear

that the focus is on '"medically indigent families."

¢ Argument -- The change would present additional administrative probl
for the projects.

® Response —- C(Currently, projects are required to make income determinations
to decide whether patients are low income. We assume
projects will continue to use procedures they have already

developed.









A proposed rule on parental notification was pi lished for public
corment on February 22, 1 2. Over 120,000 individuals and organizations
commented on the proposal.

"We carefully considered all the issues raised by the public comments,
and carefully weighed the r ‘its of each  ‘ore deciding on the final ) le,"
said Schweiker. He noted that publication of the rule in the Federal Register
will be accompanied by specific responses to issues raised in the public
comments.

The parental notification requirement would not apply to the giving
of birth control information, counseling or nonprescription contraceptives
to minors, nor would it apply to the dispensing of drugs to tre: sexually
transmitted diseases.

Exceptions to parental notification will be allowed if the head of the
clinic finds that notifying the parent would result in physical harm to the
child.

One change made as a result of the public comments was to define
“parent or guardian" as being one such person who lives with the minor or
exercises ordinary parental functions. Another change from the original
propos ' rule clarifies how notification is to be handled--it will be done
by certified mail or other similar form of documentation.

The rules now go to the Office of Management and Budget for review

in.1 - Federal ...g

rH##
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Public Health Service
42 CFR Part 59

Parental Notification Requirements
Applicable to Projects for Family
Planning Services

AGENCY: Public Health Service, HHS.
ACTION: Final rule.

SuMMARY: The rules below amend the
regulations governing the program for
family planning services funded under

. Title X of the Public Health Service Act.
Tha ryles implement a 1981 amendment
te __le  whicl  uir orojects
supported by Title X to encourage., to the
extent practical, family participation in
the provision of project services. The
rules require that projects notify the
parent or guardian of unemancipated
minors seeking family planning services
when prescription drugs or devices are
nrovided. In addition, where State law
requires parental notification or co 1
i the provision of familv planning

Federal Recister / Vol. 48. No. 18 / Wadneaedav. laniary 28 1083 / Ruloe and Reoulatinne

services to minors, projects must comply
with such law. The rules aiso remove
from existing regulations a provision
requiring projects to disregard family
income when determining fees to be
charged for services to certain minors.

pATE: The rules are effective February
25, 1983.

FOR FURTHER INFORMATICN CORTACT:
Marjory E. Mecklenburg, Deputy
Assistant Secretary for Population
Affairs, Room 725H, 200 Independerce
Avenue, SW., Washington, D.C. 20201.
(202) 472-9093.

SUPPLEMENTARY INFORMATION: On
February 22, 1982, the Secretary of
Health and Human Services propased
rules implementing an amendment to
Title X effected by Pub. L. 97-35 and
clarifying the obligation of grantees to
comply with certain applicable State
laws. 47 FR 7699. The Secretary’s
request for public comment on the
proposed rules elicited overwhelming
response: Over 120,000 individuals and
organizations contributed to the public
comment by writing letters, signing
petitions or sending form cards or
letters, and these comments were duly
considered. The issues raised by the
public reflect this broad base of interest
and are, accordingly, extremely diverse.
The numerous isgues raised are set out
below. along with the Department's
responses thereto. Also set out, as
background, is a brief discussion of the
statutory and regulatory framework of
the rule, the provisions of the proposed
rule. and a general description of the
comments submitted on the proposed
rule. ’

L. Background
Statutory and Regulatory Framework

Title X of the Public Health Service
Act (42 U.S.C. 300 et seq.) establishes a
program of Federal financial assistance
to public and private nonprofit entities
for the provision of veluntary family
planning services. Under section 1001(a)
of that title, the Secretary may make
grants to such entities for projects which
will provide a “*broad range of
acceptable and effective family planning
serv MU ra1978 amendmant o
sectien 1001 a), projects ¢ t
provide “services to adolescents.” The
regulations implementing this section
provide, among other things. that family
planning services will be made
available without regard to age or
marital status. 42 CFR 59.5{a)(4). They
also provide that personal information
obtained by the project will be kept
confidential except where disclosure 15
made with the patient’s consent, is
necessary to provide service to the
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cases was inapplicable. Maher v. Roe,
432 U.S. 464 (1977), Harris v. McRae, 448
U.S. 297 (1980). The Supreme Court in
Harris, in upholding the right of the
Federal Government to limit funding for
abortion services, said:

It cannot be that because government may
not prohibit contraceptives * * * government
therefore has an affirmative constitutional
obligation to ensure that all persons have the
financial resources to obtain contraceptives.
To translate the limitations on governmental
power implicit in the Due Process Clause into
an affirmative funding obligation would
require Congress to subsidize the medically
necessary abortion of an indigent woman
even if Cengress has not enacted = * *
Medicaid * * *. Nothing inn the Due Process
Clause supports such an extraord:nary result.
Whether ireedom of choice that is
constitutionally protected warrants federal
subsidization is a question for Congress to
answer, rot a matter of constitutional
entitlement. (Emphasis added).

The instant regulation does not
prohibit access to contraceptive
services. Rather, it implements a Federal
assistance program, i.e., Title X of the
Public Health Service Act, 42 U.S.C.
3C0(a), by giving specific meaning to the
conditions Congress has established for
provision of the assistance. As such, the
constitutional issue involved here is
indistinguishable from the primary issue
in the Harris case. Thus, the Department
noed establish only that there is a
rational basis for the “notification”
requirements of the proposed regulation.
Goverr.mental concern with the health
of the minor patient and concern for the
proper role of the family in the provision
of certain famiiy planning services
consiitute a clear and rational basis for
the regulation. Further, even in the
context of the Federal assistance

rogram, the reguiation would not act as
a bar to funded services. The parental
notification requirement would anply
only to requests for prescription drugs or
devices, and even these would be
available immediately, with parental
rotification being required only in the 10
days following the provision of services.

The proposed regulation was also
frequentiv chailenged as discriminating
unconstitutionally on the basis of
gender. Many commenters observed that
the notification requirement avnlied
only to lor
which, #+ rus ume, are usuu vy vy
women  fcw commenters wiio made
this peint cited Craig v. Boren, 429 U.S.
120 (1976). The Department does not
congider the distinction made in the
notification provisions of the regulation,
I.e., prescription drugs or devices, to be
gender-based discrimination, which
would fall witkin the Supreme Court's
analysis in Craig v. Boren. In that case,
the Court struck down as violating the

equal protection clause of the
Constitution a State statute setting a
higher minimum age for the sale of beer
to males than the age applicable to
females. The Court found that this
explicit gender-based distinction could
not stand. The notification requirement,
on the other hand, is a gender-neutral
distinction focusing on health risks. As
such, the regulation falls well within the
test established in the case Geduldig v.
Aiello, 417 U.S. 484 {1974), in which the
Supreme Court upheld a State disability
insurance law which excluded benefits
for certain pregnancy related services.
In upholding the law, the Court said:

While it is true that only women can
become pregnant, it does not follow that
every legislative classification concerning
pregnancy is a sex-based classification * * *.
Absent a showing that distinction invelving
pregnancy are mere pretexts designed to
effect an invidious discrimination against the
members of one sex or the other, Jawmakers
are constitutionally free to include or exclude
pregnancy {rom the coverage of legislation
such as this on any reasonable basis, just as
with respect to any other physical condition.
Geduldig at 496, footnote 20.

The reasoning in Geduldig clearly
applies to the proposed notification
provisions: the “prescription”
classification applies equally to men
and women; there is (and can be) no
evidence produced to establish that the
classification is a pretext to effect an
invidious discrimination; and the
underlying considerations, Le., the
health and safety of minors and cencern
for family involvement, establish clear
and rational basis for the classification.
Furthermore, as has already been noted,
non-prescription contraceptive services
are available to minor women without
notification, and, unlike the total
exclusion of benefits in Geduldig,
prescription services will still be
provided, subject only to a subsequent
parental notification.

Legisiative Intent

A great many commenters asserted
that both the notification provisions in
§ 59.5{(a)(12)(i} and the provisions
requiring adherence to applicable Staie
law in § 59.5(a)(12)(ii} are inconsistent
with Title X. These commenters make

s pun v wwenw-izing legislation
provides that projects shall offer a broad
range of services without limitation.

2. The authorizing legislation was
amended in 1978 expressly to require
that services be provided to adolescents,
and there is no qualifying language
which would support the attachment of
notification or consent requirements.

3. Congress has previously rejected
attempts to amend the authorizing

legislation by attaching to it parental
notification or consent requirements.
Commenters cite in particular the
“Volkmer Amendment’ which was
proposed hut not enacted in 1978.

4. Although section 1001{a) of the
Public Health Service Act was amended
in 1981 to add the requirement that “(t}o
the extent practical, entities * * * shall
encourage family participation in
projects * * *”, the amendment was not
intended to mandate family involvement
but merely to encourage such
involvement.

The problem with the first three of
these comments is that they seek to
interpret individual parts of the statute
or individual bits of legislative history
withont consideration of the course of
statutory development. It is true that
section 1001{a) requires projects to
provide a broad range of services and
requires that services be provided to
adolescents. It is also true that Congress
did not act favorably on previous
proposals to add parental notification
requirements to section 1001 (a).
However, the simple fact is that
Congress ultimately did amend section
1001(a) ir 1981 to include a requirement
that projects encourage family
participation to the extent practical and
in so doing signaled a change in
direction. It is on the basis of this
amendment that the notification
provisions of the regulation have been
proposed and it is in the light of this
amendment and its legislative history
that one must judge the propriety of the
notification provisions, not the
legislative history surrounding defeated
legislative propoesals or interpretations
of the statute prior to the 1981

- amendment. The significant legislative

history to the 1981 amendment is
contained in the Conference Committee
report, which provides:

The conferees believe that while family
involvement is not mandated, it is important
that families participate in the activity
authorized by this title as much as possible. It
is the intent of the Congress that grantees
will encourage participants in Title X
programs to include their families in
counseling and involve them in discussions
about services. H.R. Rep. No. 97-208, 97th
Cong. 1st Sess. 799 (1981).

The Department feels that the
notification provisions in the proposed
regulation strike a desirable balance
between the requirement that
adolescents receive services a  the
requirement that family rticipation be
encouraged to the extent practical.
Unlike the Volkmer Amendment, the
Congressional disapproval of which was
cited by some commenters, these
provisions do not require parental
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inany e.Second, it does not make
distinctions on the basis of sex. Third.
even if it were viewed as doing 80, as a
regulatory requirement applicable to
specific situations, it must be complied
with even if a separate, general
regulatory provision may be viewed as
supporting a contrary approach in
situations not covered by the specific
requirement.

With respect to the exception for
treatment of STD, we find the argument
even less convincing. This exception
applies to males and females alike and
thus demonstrates that the regulation is
not based on gender distinctions. The
exception, like the general rule, was
developed on the basis of factors wholly
apart from the issue of gender, i.e.,
public health considerations.

A number of commenters noted that,
in practice, the notification requirement
will affect only females and argued that
the regulation should therefore be
broadened to include non-prescription
contraceptives as well. They maintamed
that the goal of family involvement
would be better served if parents were
notified of their sons' sexual activity as
well as that of their daughters. While we
agree that family involvement is to be
encouraged in all cases, we have
concluded that the distinctions based on
the use of prescriptions reaches the
situations where the parental
involvement is likely to be of the most
significant value.

Several commenters alleged that the
regulation would require discrimination
on the basis of age in a manner that
violates the Age Discrimination Act of
1975, 42 U.S.C. 6101, et seq., and the
government-wide implementing
regulations published by the
Department, 45 CFR Part 90. That Act
and its implementing regulations create
an exceplion for cases where age is used
as a measure of some other
characteristic which is sought to be
ascertained in order to achieve a
legitimate program purpose and which
cannot practically be ascertained on an
individual basis. In this regulation, the
Department is using age as a measure of
an unemancinated minor's ability to

W i

e neaiun
consequences are potentially significant,
in order to encourage family
participation, as mandated by statute, in
those decisions about family planning
services which we have concluded will
most benefit from parental involvement.
Given the nature of the program and the
large number of minors served, we
conclu  hat deierminations of their
ability to make these decisions cannot

practically be made on an individual
basis.

Some commenters claimed that the
proposed amendment to the definition of
“low income family” would result in
discrimination against minors on the
basis of income. We address this issue
more fully below, but note here that the
amendment simply removes a
requirement that projects consider only
a minor's income and not consider
family resources. This simply puts
minors on the same footing as all other
applicants for services.

The Rights of Parents

Of those supporting the regulation,
many commenters argued that the
custodial rights and responsibilities of
parents outweigh minors’ interests in
confidential family planning services.
These commenters believed that the
proposed regulations are at least a
beginning step toward re-establishing
legitimate parental control over their
children’s health care. Many of these
commenters pointed out that parents are
the ones who are morally, legally, and
financially responsible for their minor
children, and that these parental
responsibilities should not be
undermined by federally-funded
programs which ignore parental rights.

Of those supporting the regulation as
a means of reasserting parental rights, a
small number of commenters developed
constitutional and legal arguments.
While acknowledging that minors have
constitutionally protected rights, they
cited case law for the proposition that
parents also have constitutionally
guaranteed and protected rights which
establish their broad authority over their
minor children, These commenters
argued that parental notification will aid
in re-esiablishing these parental rights.
Further, some commenters argued that
while minors enjoy a constitutional right
to privacy just as adults do, the
proposed regulations would not violate
the minor’s right to privacy. As with
every other constitutional right, the right
to privacy protects an individual against
government intrusion into his ar her
private affairs. According to these
commenters, a right of a dependent
minor to keep his or ber affairs private
from isd nof .

Some cummenters reyuested that the
regulation be revised to require parental
notification prior to the provision of
service rather than within 10 days
following the provision of prescription
contraceptives. This change in timing of
notification would make it possible for
the parents to discuss the decision
regarding contraceptive use with the
minor before it occured, opening up the
possibility that the parents might be

able to dissuade the minor from being
sexually active. In addition, the
commenters asserted, by talking to the
minor in advance, parents would have
the opportunity to relate relevant family
medical information that should be
brought to the attention of the medical
personnel dispensing prescription
contraceptives. A few commenters
questioned whether parental notification
procedures were to be followed by the
project at any subsequent clinic visits
by minor after the initial visit.

As we noted in the preamble to the
proposed rule, to require prior
notification could unduly delay or
otherwise restrict access to services for
adolescents, contrary to the statute’s
policy. Thus, we have not adopted the
prior notification requirement, We
believe that the family participation that
may follow the notification that is
required will permit parents to
accomplish the goals described by the
commenters. As to the question about
subsequent clinic visits, the regulation
explicitly prohibits the project from
dispensing additional prescription drugs
or devices if it cannot verify that
notification of the first prescription
service was received. Conversely, where
the project can so verify, no further
notification is required.

Some commenters, including &
number of parents, requested that the
regulation be revised to requ’. » parental
consent to the provision of prescription
drugs and devices. We conclude that
such a requirement would not maintain
the proper Federal balance between the
competing concerns of the statute that
(1) services be provided to adolescents,
and (2) family participation be
encouraged. Accordingly, we have not
adopted this proposal.

Family Participation

There was a wide divergence of views
among the comments received regarding
the choice of the parental notification
requirement as the mechanism for
encouraging family participation. Those
who favored the regulation claimed that
family relationships would improve.
They maintained that parents and
teenagers would communicate more
freely bi notif fonwi {1 e
them aware o1 how important 1118 10
discuss these matters in the home. This
awareness, they argued, would lead in
turn to more responsible behavior on the
part of the parents as well as the
adolescent. Teenagers may realize that
parents can be sources of information,
support and guidance, and the guilt
caused by the minor’s secrecy over
obtaining contraceptives may be
eliminated. Some felt family
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relationships would improve because
authority and respaonsibility would
return to the parents.

Many opposed to the regulation
claimed that notification would
negatively affect family relationships.
Parents may feel hurt that the child did
not confide in them. Parents, upset
about adolescent sexuality, may think
the government has reprimanded them.
A variety of commenters thought
parents may be quite angry when they
learn that their child is sexually active.
They may restrict or punish the child
verbally or physically, or deny the child
food and shelter. They may also direct

hostility toward their child’s sex partner.

Some letters also speculated that the
teenager would shut off all
communication with parents. Teenagers
who are frightened by the initial
outburst of parents may do something
rash, such as run away. Other siblings.
whose movement may also be restricted
by parents as a result of notification,
may be upset with the teenager who
went to the family planning clinic.

The Department recognizes that this
diversity of opinion may well reflect the
different possible outcomes of the
parental notification requirement.
Nevertheless, the Department has a
responsibility to ensure that projects
take specific steps to implement the
statutory mandate that family
participation be encouraged, and we
have concluded that the approach set
forth in the regulation is reasonably
designed to achieve that end. That in
some cases the notification may lead to
some of the adverse consequences
predicted by commenters does not alter
the fact that the encouragement of
family participation has been mandated
by Congress, nor is it inconsistent with
our conclusion that the benefits of the
rule outweigh these potential
disadvantages.

Many of the letters opposed to the
~egulations also acknowledged the need
for parental involvement but viewed the
proposal as unnecessary or counter-
productive. Comments from health care
providers said that local and national
survey data indicated that over half of
{ 1d¢ pal 3¢ dy It ¢
parents ot taeir use of clinic services. A
few comments cited surveys saying that
most of clinics have programs to involve
narents.

‘The Department is encouraged by the
reports of these comments that many
‘amily planning clinics recognize the
value of parental involvement. The fact
trat some parents are already involved
s.;ould minimize the adjustments clin
will need to make to comply with the
-~qulations, but does not lessen the

:nportance of notifying parents when

their unemancipated minor children
receive prescription contraceptives.
Comments that concluded the regulation
is unnecessary because over half of the
minor girls already tell their parents fail
to recognize the benefits that the
notification will bring to those families
in which the parents are not involved.

Effects of Notification on Minors

The issue most frequently raised
regarding parental notification was the
effect that notification would have on
the minor. The different effects
predicted range from decreased sexual
activity to increases in pregnancy and
abortion rates, from more consistent use
of contraceptives to the use of less
effective contraceptives or none at all.
Various studies and publications were
cited to support different predictions.
Some commenters extrapolated from
their predictions of individual behavior
to develop predicted societal costs of
the notification requirement. We
summarize below the various
predictions made by the commenters,

Adolescent sexual activity was a
pervasive theme of the public comment.
Of those supporting the regulation, many
predicted that sexual activity will
decrease. Some said that the notification
would lead to communication between
parents and the adolescent, and, as a
result, the adolescent would decide to
abstain. Others speculated that the fear
of natification alone will cause the
teenagers to abstain.

A {ew commenters predicted, on the
other hand, that adolescent sexual
activity will increase as a result of the
regulation. Some writers thought that
fear of punishment will lead to less
communication with both parents and
family planning counselors, and claimed
that the resulting lack of information
will lead to increased adolescent sexual
activity. A few thought sexual activity
will increase because the regulation
“penalizes” the adolescent who takes
responsibility for her actions, making it
more likely that the adolescent will
behave irresponsibly.

Many of the commenters felt that the
regulation will »~t affect adolescent
sexual activity r©  wri ho 't
teenagers will go 1o private pnysivians
or clinics that do not receive Title X
funds so that they can continue to have
prescription contraceptives and remain
sexually active. Others maintained that
the sexually active teenager will rely on
non-prescription contraceptives that can
be obtained without parental
notification. Quite a few of the
commenters speculated that adolescents
will simply find other means of getting
prescription contraceptives, such as the
black market or the use of bogus
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identification. Writers frequently
speculated that adolescents will be
sexually active without using
contraception. :

The most common criticism leveled
against the regulation was that it will
cause an increase in adolescent
pregnancies and abortions. These letters
assumed that parental notification
constitutes a barrier to adolescents
receiving contraceptive services. Some
mention that, for example, low-income
girls who are dependent on federally-
funded family planning services will not
seek birth control information because
the services are not confidential, and
that pregnancy among these girls will
increase because they will turn to less
effective birth control methods or use
none at all.

Many of these commenters based
these views on Torres, et al., “Telling
Parents: Clinic Policies and Adolescents’
Use of Family Planning and Abortion
Services,” in Family Planning
Perspectives (1980). This study of
unmarried female tesnagers served by
family planning clinics claimed that 54
percent thought their parents knew of
their visit to the clinic and another 5
percent were not sure. The study
claimed that if parental notification
were required, 77 percent of the total
would continue to use the clinic and 23
percent would not. This latter class was
comprised of 15 percent who would
continue sexual activity but use a non-
prescription contraceptive method, 4
percent who would do so with no
contraceptive method, 2 percent who

.would abstain, and 2 percent undecided.

The study then predicted that 33,000
additional pregnancies per year would
result from a parental notification
requirement, and that 14,000 of these

-pregnancies would end in induced

abortions. A few commenters based
their predictions regarding increases in
pregnancies on local clinic data or
personal observations.

Building on these and similar
assumptions, many commenters claimed
that the affected unemancipated minors
will fara adyerge health conseauences.

e ly ci
risks ur pregne . ind
substantially exceeding those of using
oral contraceptives. Other commenters
speculated that many adolescents will
forgo visiting family planning clinics
because of the notification requirement,
and that as a result health problems
such as sexually transmitted diseases,
pelvic inflammatory disease, and
cervical abnormalities will ga
undetected. Still other commenters
claimed that the psychological health of
adolescents will be adversely affected
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by the projected increase in pregnancies
and that this will be manifested in part
by increased suicide attempts.

A large number of commenters who
supported the regulation endorsed the
view stated by the Department in the
preamble to the proposed rules that the
health considerations involved the
minors’ decisions regarding sexual
activity and use of prescription drugs
and devices justify the imposition of the
notification requirement, Many of these
writers stated that Federal policy should
recognize parental responsibility in an
area of their children's lives which has
significant health implications, They
noted that, while the pill and IUD have
been shown to be safe for most women,
studies have cautioned against an array
of harmful side effects of these methods
for some women. Increased risks of
ectopic pregnancy, infection of the
ovaries and fallopian tubes, and
infertility after discontinuance were
cited as side effects of IUD use. Such
side effects of bloodclotting and stroke
in connection with oral contraceptive
use also were of concern to these
commenters.

The commenters in favor of parental
anotification argued that informing
parents of their children's use of
contraceptive drugs or devices would
enable them to monitor for any possible
occurrence of these side effects. The
minor would Lkave the benelit of counsel
from a concerned adult who might have
even greater familiarity with the minor's
medicul history than would the minor.
Furthermore, if the minor followed a
common pattern and failed to return to
the family planning clinic after the
initial visit (as much as 50 percent of the
time, according to the HHS Inspector
General's Service Delivery Assessment
(SDA) of Family Planning Services
‘Teenagers Report of 1978 which was
cited by several commenters), the
benefit of professional surveillance
would be lost as well. These writers
thought that if parents were involved
from the beginning, the minor would
receive help in evaluating any health
effects that might occur from using
prescription contraceptives and support
for seeking medical attention when
needed. These commenters contended
that >uld be | gt the
adol nt woulc inue
contraception at the first sign of
complications or be inconsisteni in the
ongoing use of prescription
contraceptives, because an interested
persen, who would support the minor in
acting prudently. would be available for
guidance.

On the other ha.  many writers
yuestioned whether wne parental

notification regulations are justified on
health grounds and urged an
examination of the comparative risks to
life and health from use of the IUD or
pill and from pr  ancy. For example,
some cited infor:uation from the FDA
oral contraceptive patient labeling insert
to the effect that the risk of death
associated with pregnancy and
childbirth among teenagers is
significantly higher than the risk of
death associated with the use of the oral
contraceptives. Others maintained that
the risks associated with pregnancy and
childbirth also exceed those associated
with the use of other contraceptive
methods.

A few writers pointed to the existence
of studies indicati “hat the most
common medical p.volems associated
with the use of oral contraceptives are
not problems of teenage pill users. A
few other writers stated that there are
health benefits for teenagers associated
with oral contraceptive use. These
writers also argued that current
departmental guidelines for projects
already provide adequate medical
protection for minors receiving
prescription contraceptives.

Some of the commenters who objected
to the proposed rule claimed that
parental involvement does not increase
consistency in contraceptive use. To
support these claims, some of these
commenters cited a study by Herceg-
Baron and Furstenberg, *Adolescent
Contraceptive Use: The Impact of
Family Support Systems,” in The
Childbearing Decision: Fertility
Attitudes and Behavior, G.L. Fox, ed.
(1982), of adolescents treated by family
planning clinics.

We have carefully considered the
assorted arguments raised regarding the
effects on minors of the parental
notification requirement. We are not
convinced that these effects can
reasonably be predicted at this time.
The local clinic data and personal
observations included in the comment
were usually unsystematic and
incomplete. Accordingly, the 1880 study
by Torres, et. al., continues to be the
sole analytical basis for an estimated
increase of adolescent pregnancies. We
have serious concerns about the

licabil y

8 he Towe
proposition that pregnancies, abortions.
and births will increase substantially
because of the regulation. These
projections were relied upon by many as
support for their arguments that minors
will suffer adverse health effects. We
believe that the methodology used in
this study was severely flawed. Among
our many objections are the following:

(1) The analysis fails to account for
minors who will go to a private
physician or other non-Title X provider
to obtain prescription contraceptives; (2)
the study includes teenagers who would
be considered emancipated under the
rule and who would therefore not be
subject to parental notification (the
study did exclude married teenagers, but
did not attempt to address other indicia
of emancipation), and (3} the analysis
incorrectly estimated rates of
contraceptive failures among teenagers
which overstated the negative impact of
a notification requirement.

We are also unpersuaded by the
conclusions advanced by many
commenters that parental awareness
and involvement do not increase
consistency in contraceptive use. The
1982 study by Herceg-Baron and
Furstenberg, in particular, is limited and
does not comport with the findings
reached in several other studies (e.g.,
G.L. Fox, “The Family's Role in
Adolescent Sexual Behavior,"” in
Teenage Pregnancy in a Family Context:
Implications and Policy, (1981)). Further,
in contrast to the author’s conclusion,
data presented in that 1982 study may
very well support the conclusion that
mother-daughter communication about
sexual activity does lead to more
effective use. We also do not believe
that sufficient data have been developed
to support the contention of some
commenters that an assurance of
confidentially is one of the major
factors, if not the major factor, in the
decisions of most minors to seek family
planning services (see, for example,
Zabin and Clark, “Why They Delay: A
Study of Teenage Family Planning Clinic
Patients,” in Family Planning
Perspectives (1981)).

"~ We also believe that parental
notification is justifiable on health
grounds. The contention that the
regulations will result in a large upswing
in the number of teenage pregnancies
and an overall deterioration of
adolescent health because of the greater
risks associated with pregnancy is
misguided. As indicated above, we
believe estimates of the number of
additional pregnancies likely to result
have heen exagoerated. The
non b) L]

2
parental involv s
paying greater attention to the heaith
consequences of the various available
methods of contraception. New evidence
indicates that teenagers who
discontinue pill use largely do so
because of experienced or feared side
effects. (J.W. Ager et a/, *"Method
Discontinuance in Teenage Women:
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Implications for Teen Contraceptive
Programs,” 1982}). Also, some teenagers
may be persuaded through
conversations with their parents to
abstain frem sexual activity, removing
all health risks associated with such
activity, Given thase various
considerations. the Department does not
see a sufficient basis for the clains of
commenters that the netification
requirement will adversely affact the
kealth of minors.

Another healtn-related cuestion
raised in comments on the regulation
pertains to the dezree of health risk
incurred by teenagers who use
prescription contraceptives. The
Department recognizes a difference of
cpinion armong medical experts’
concerning the kinds and degrees of risk
for teenagers involved in use of each
various prescription contraceptive
measures. However, clearly some
raeasure of realth risk does exist for
contraceptives in the prescription
category. The risk of taking oral
contraceptives is such, for example, that
patient package inserts centaining
warnings are required by the Federal
aovernment. Thus, the Department
acheres to the view that parental
notification i3 necessary to grotect the
health of the child.

In sum, we believe that the
Congressional directive for famiiv
pariicipation should be effectuzted by
the parental notification mechanism and
that the cpportunity that this
notification presents for parental
involvement in decisicns regarding the
ise by minors of prescription drugs and
devices will, on balance, be of benefit to
tire minors subject to the rule. However,
in light of the various predicticns
concerning the consequences of this
rule, we intend to monitcr closely the
effects of its inplementation and to
reconsider its appropriateness in light of
any reliable data that are developed
regarding its effects.

Effects on Family Plunning Projects

Many letters from health-care
providers complained that procedural
costs necessitated by the parental
rutification provision of the regulations
would pose severe hardships, especially
#fier other recent funding cuts, and .
would detract notably from their ability
to deliver services to eligible patients, a
high proportion ef whom are
adolescents. Procedural costs related to
sotification and verification were
detailed by many. Commenters also
predicted that the requirement to
Jotermine whether a pa tis
smancipated or whether physical harm
may result will generate further cost
increa . Bevond the basic cos

-— L
entzailed in carrying out notification and
verification, other costs were cited by
some writers, such as for special staff
training to handie any family conflict
that might occur and for special media
and public relations campaigns to clarify
the regulations. A few commeniers
peinted out that the practice of clinic-
hopping and giving false information
2ach time would add to clinic expenses,
since mulliple health services are
provided at initial visits,

We acknowledge that these
requirements impose some additional
costs and administrative burdens. We
believe, however, that certified mail
(with restricted delivery and return
receipt reguested) ensures parental
notification and verification at minimal
expense and at the same time
effectuates the policies encompassed by
the Department's approach to family
involvement. The record-ke2ping is
necessary for the Departiment to be abie
to monitor project comgliance in this
area to the same extent that we do for
other program requirements. The
Department estimates that counseling
about the notice, processing the
notification and verification, mailing,
indirect expenses and the handling of
exemptions will not impose substantial
costs on projects.

A small number of ccuments
discussed the impact of the regulation
on family planning clinics which do not
receive federal funds. These comments
predicted that the regulation will impose
significant costs on those programs.
Some argued that the resources of
clinics not receiving federal funds are
not sufficient to serve the increased
number of adolescents who will no
longer go to the federally funded clinics.
Other commenters argued that the
regulation would reduce the'number cf
adolescents seeking services from non-
Title clinics, because teenagers will
think that the notification requirement
applies to all family planning clinics.

The Department views these concerns
as highly speculative. We are not
persuaded that the requirement will lead
to a large shift of unemancipated minors
to non-Title X clinics. In any event, we
reiterate t this regulation imnaoses the
parental noiification requ y
on Title X projects. _

Effects on Society

Several of those who opposed the
regulation predicted that its
implementation would impose major
societal costs. They assumed a
significant increase in adolescent
pregnancies, with attendant costs for
prenatal care and post-delivery support.
Increased welfare and Medicaid
expendit were also predicted. Some
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of these letters cited lost human-
potential when adolescent pregnancies
occur, claiming that €0 percent of
adolescent mothers drop out of school
and have fewer employment
opporiunities, and therefore have
depressed earning and tax-paying
potential.

Based as they are on assumptions
regarding increases in adolescent
pregnancies resulting from the
natification requirement, these
predictions are at least as conjectural as
the underlying assumptions. In addition,
they add another layer of assumptions,
thus making the predictions even maore
difficult to accept. The Department will,
of course, consider any reliable data
that are developed with respect to these
concerns and will reevaluate the
regulation in light of such data.

1l1. Comments on Specific Provisions of
the Rules

Notification Requirement

Proposed § 59.5(a)(12(i)(A) required
that when prescription drugs or devices
are provided to an unemancipated
minor, the project must notify the
minor's parents or guardian that they
were provided within 10 working days
following their provision. The project
was required to tell the minor about the
notification requirement prior to the
provision of services.

Comment: Some of the specific
comments on the notification provision
addressed the timing of the notification.
Some writers who supported the
proposed regulations argued that
parental notification should occur prior
to the provision of service rather than 10
days following provision in order to
enable the parents to discuss the

decision regarding contraceptive use

with the minor before it was
implemented.

Some commenters question who must
be notified. They asked whether the
term “parents” means that both parents
always must be notified. Raised as
potential problems were cases where
children live with only one parent,
whera hnath naroante ara nnraachahle. ar
w t
parent (e.g.,, runaways, orphans, or
immigrant teenagers whose parents are
not in this country). Some commenters
also argued that the logistical difficulties
of notifying both parents would make
the rule extremely costly and
burdensome. Other urged that only one
parent be notified where the two
parents might be quite different in their
likely reactions to notification of their
child’s contraceptive use or inquired
whether the minor could designa
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which parent to notify. Similarly, some
commenters argued that siblings or
other relatives should be listed as
permissible alternates jo parents {or
notification purposes.

Questions were also raised about the
methed of netification. Commenters
criticized the proposed rule as vague,
asking if notification could be done by
telephone or mail, and if the latter, what
tvpe of mail. Some comments pointed
out that if certified or registered mail is
required, there wiil be significant costs
to the projects in preparing and mailing
the letters and handling necessary
follow-up. Other pointed out that manyv
parents who work during the day might
be unable to receive registered mail,
either because they were unwilling to
pick it up or because of other problems
(such as theft from mailboxes).

Many health professional who
commernled challenged the notification
requirement on the ground that it would
require them to violate State statutes
requiring that family planning services
be provided on a confidential basis. A
few providers also stated that, where
they provided services to a drug or
alcohol abuser, they would be required
to violate the Department’s
confidentiality regulations, 42 CFR Part
2.

Response: As already indicated in our
discussion on Comments on the Rule as
a Whole, the rules below retain the
requirement that the notification be
made within 10 working days following
provision of the prescription drug or
device to the patient. As stated above,
we continue to believe that a Federal
pre-service notification requirement is
not consistent with the statute's goal of
nroviding access to services. The 10-day
rule wiil assure that parents can become
involved on a timely basis and should
serve to provide most of the benefits
snught by those who supported
notification prior to service. With
respect to those commenters who
nuestioned whether the rule would
require repeated notifications, the
answer is that it does not. Paragraph
S9.5{a¥12}{1){A) by its terms applies only
to the “nitid” provision of a
prescription drug or device and when
notification has been veriticd, no further
notice is required for subsenuent -
Grmeinan

nt
polnis rarseqa 2y Me nters
concerning the practiral difficulty of
notifying both parerts. Therelore, the
term “parent or gauardian’ has been
defined as “a parent or guardian
residing with the minor or atherwige
caereising ordinary parental functions
with respect ' the minor.” We believe
that this chanae tddresses most of the

lcgistical difficulties raised by various
commenters. It is also consistent with
the policy underlying the rule, in that it
is the custodial parent who is likely to
be the most concerned with and able to
contribute to the minor's decision
regarding contraception. As for the
comments regarding orphans, we note
that many will be covered by the
“guardian” provision of the rule.
Although we recognize that many
runaways may be reluctant to have their
parents contacted, it is our view that the
Congressional policy of encouraging
family involvement applies equally to
such cases. Moreover, if the minor
became a runaway because of physical
abuse by a parent, the exemption of
§ 59.5(a)(12)(i)(B) would likely apply.

‘The Department has not accepted the
suggestion to expand the class of
persons to whom notification may be
provided. While we recognize that in
some cases siblings or other relatives
exercise a quasi-parental influence on
minors. we do not believe that it would
be appropriate to permit the
involvement of such relatives, in effect,
to supersede the parent's or guardian'’s
interest vis-a-vis the minor. Moreover,
nothing in this rule precludes a minor _
from seeking the advice of such a
relative, should the minor wish to do so.

While the Department, in general, has
concluded that projects should be
allowed administrative discretion in the
implementation of these regulations, the
notification and verification provisions
are critical and we have decided to
modify those provisions to spell out
more clearly the kind of process to be
used. The regulations as modilied
require that verification be
accomplished by certified mail (with
restricted delivery and return receipt
requested), or similar evidence of
notification (for example, a signed form,
if the project has one). While this
change leaves the projects with a degree
of flexibility. it also provides, by the
examples used, a minimum standard for
verification. With regard to the record-
keeping requirement of
§ 59.5(a)(12)(1)(D}. the type of records
kept will be a function of the notification
method used.

WVith respect to the concerns voiced
regarding the potential violation by
o lth n..nressgn,mls nf gr:‘te

lity ut not

no notification 1s underwxen unuy e
minor is advised of the notification and
cuinsents to services knowing that
swotification will occur. Thus, we see no
vinlation of State confidentiality
statutes. For the same reason, the
netlicntion provision would not recuire
croviders to vietate the Department's
v nfidentiality regulations.

Verification Requirement

Proposed 8 59.5(a)(12)(i)(A) required
prejects to verify that notification was
received. Where the project was unable
to verify receipt of the notification, it
was prohibited from providing
additional prescription drugs or devices
to the minor.

Comment: Commenters, both for and
against the proposed rules, criticized the
verification requirement as unduly
vague. Many questioned what methods
of verification would suffice: oral
acknowledgement, return receipts from
registered mail notifications, or written
“certificate of notice" signed by parents,
minors and health care providers.

Commenters on both sides of the issue
also criticized the requirement as too
susceptible to fraud. In the case of
return mail receipts, some writers
pointed out that signatures on these
could be forged. Other commenters
questioned the degree of proof required
in order for the project to verify that the
minor’s parents in fact received the
notification and, on the assumption that
some formal proof of identity would be
required, stated that the requirement
discriminated against persons without
such papers.

A number of letters from providers
questioned how the verification
requirement would be applied. For
example, a few writers questioned how
parental refusal to acknowledge
notification should be handled (how
much follow-up effort should be made)
and interpreted (i.e., as lack of verified
notification, or as de facto consent)
Similarly, questions were raised
concerning what liability clinics would
face in responding either positively or
negatively to a.continued request for
prescription contraceptives from an
adolescent in the fdace of parental
objection after notification, particularly
in cases where IUDs already have been
inserted.

Response: The Department agrees
with the comments criticizing the
proposed verification requirement as ioo
vague and full of loupholes. Therelore,
§ 59.5{a}(12)(i)(A) now specifies that
documentary verification is required. It
also provides that wherz. for example,

¢ ne on

¢
Lusts, w assure mnat yie parent or
cuardian actually receives the
notification. A clinic may employ a
different method of verification, but,
under the rule, it must obtain a “similar
form of documentation”. That is, the
Jdocumentation must be reasonably
designed to ussure that it was signed by
the pareat or guardian.
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As to the situation where verification
is not received, the rule is clear on its
fuce that failure to obtain the requisite
documentation means that additional
prescription services may not be
provided. The Department leaves to the
judgment of the project personnel how
much effort should be made a obtain
verification, as such judgments will
necessarily have to be made in light of
the facts of each case. The quesiion of
the liability of a project which
receives verificalion but where the
parent indicates that he or she objects to
continuation of service is one which is
dependent on State law, and is a
jndgment that projects routinely make in
providing services to minors.

Limitation ta Prescription Drugs and
Devices

Comment: Comments addressing
specific provisions {requently criticized
the fact that only prescription
contraceptives are covered by
§ 59.5(a)(12)(i)(A). Some argued that
parents have the right to know of any
and all contraceptives given to their
children. A related set of comments
urged that nonprescription
vontraceptives should be included so
that parents could be informed about
contraceptives being dispensed to male
children,

Many comments opposed the
Department's singling out of prescription
drugs and devices for regulation and
challenged the health basis for the
classification. These comments
frequently pointed out that the health
risks of prescription contraceptives are
relatively small compared to the risk of
pregnancy and argued that the
prescription classification would
therefore have a negative, rather then
positive, impact on the health of teenage
women. In this regard, the commenters
frequently pointed to the fact that the
classification includes the diaphragm,
which poses no appreciable health risk.
Some argued that use of diaphragms
wis no more likely to produce long-term
consequences than spermicidal form or
condoms which, as non-prescription
methods, are not covered by the rule.

as
i it
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female contraception without parental
notification but does not preclude
analogous male methods without
parental notification.

A number of comments were received
in support of the rule’s limitation to
prescription drugs and devices,
however. These comments noted that
while the pill and IUD have been shown
10 be safe for most women, studies have
cautioned against an array of harmful

side effects of these methods for some
women.

The commenters favoring the
prescription classification alsc argued
that informing parents of their children’s
use of contraceptive drugs or devices
would enable them to monitor for any
possible occurrence of these side effects.
These writers argued that, if parents
were involved from the beginning, the
minor would receive help in evaluating
any health effects that might occur from
using prescription contraceptives and
support for seeking medical attention
when needed, They also argued that it
would be less likely that the adolescent
would discontinue contraception at the
first sign of complications or be
inconsistent in the ongoing use of
prescription contraceptives, since the
adolescent would be able to discuss
sexual activity and contraceptive use
with an interested person, who would
support acting prudently.

Response: The Department has
retained the prescription classification
as proposed. We recognize that parents
have a legitimate concern in being
informed of contraceptive use by their
children. However, the statute expresses
two competing concerns—providing
adolescents with family planning
services and encouraging family
involvement—which the Department is
required to weigh. In our judgment, the
health risks generally associated with
prescription drugs and devices dictate
that steps be taken to promote family
involvement in the prescription
centraception decision that are
otherwise not warranted in the case of
nonprescription methods. It may be that
after experience with the notification
requirement in this critical area, the
Department will wish to reconsider
whether to broaden (or narrow) its
application.

As discussed above, the Department
does not agree with the projections
made by many commenters as to the
increase in teenage pregnancy likely to
result from requiring notification of
prescription methods. In this regard it
should be noted that where a minor
objects to notification, the project is free

eaucauon COncerning ueir use. u any
event, it is our belief that the health
concerns associated with the use of
prescription methods are, as pointed out
by mauy comments and discussed
previously, sufficiently significant to
justify providing parents with the
opportunity to influence the
contraceptive choice.

The prescription classification has not
been changed to exclude the diaphragm,
as urged by many comments. In the

Department's view, it is reasonable to
defer to the medical judgments made at
the State end Federal levels regarding
the general health consequences of
drugs and devices. See, for example, the
safety, and health criteria for
prescription drugs set out in 21 USC 353.
As discussed more fully above, the
commenters’ arguments with respect to
gender discrimination are without merit.

. The prescription classification does not

affect all women, just those choosing
prescription methods. Moreover, should
a male prescription method become
available, it would apply to male
adolescents also.

Exception for Adverse Physical Harm

Proposed § 59.5(a){12)(B) provided
that a project is not required to comply
with the parental notification
requirement when “the project
director determines that such
notification will result in physical harm
to the minor by the parents or
guardian.” The preamble to the
proposed rules explains that the
exception—

Was meant to apply to cases where there is
evidence of a history of child abuse, sexual
abuse, or incest, or where there are other
substantial grounds to determine that
notification would result in physical harm 1o
the minor by a parent or guardian. The
exception does not apply to cases where
notification would result in no more than
disciplinary actions of an unsubstantial
nature. 47 FR 7700.

Comment: The physical harm
exception frequently elicited substantial
public response. A few commenters
supported the exception as consistent
with the statute and their views of the
custodial rights and responsibilities of
parents and the law regulating parent-
child relationships.

Most letters, while not rejecting the
exception provision, suggested various
modifications. A number of these urged
that the scope of the exception be
broadened in several respects. Several
commenters believed that the exception
should be broadened to include harm of
a mental or emotional nature, arguing

COMINENIErs 1L1l I CACCPUUIL ﬁllUuld be
broadened to cover cases in which
someone other than the parent might
harm the child, such as another sibling
unhappy because of resulting
restrictions on behavior that might be
imposed upon that sibling as well. Still
other commenters argued that the
exemption category was too narrowly
drawn because it did not include all
potential victims, such as boyfriend who
might be subjected to harm from the
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minor's father. Others argued that
notification would put undue stress on
parents themselves.

Many of the comments criticized the
exception as vague and ambiguous.
Some noled that physical harm was no!
defined and suggested that the type and
degree of physical harm be defined. A
number of comments questioned the
“substantial/unsubstantial” discussion
in the preamble to the proposed rules
which is quoted above, pointing out that
such terms are vague and open to
varying interpretations by project
directors. Some letters argued that the
lack of precision in the concept of
substantial physical harm opened. up the
possibility that the exception provision
could be stretched to, in effect, swallow
the rule. For example, a project director
might determine that, if the girl's fear of
parental notification would lead her to
drop contraception while remaining
sexually active, the girl should be judged
as subject to physical harm in the form
of threatened pregnancy. Others argued
that the exception did and should cover
such physical harm, citing pregnancy of
an unwed teenager as an adverse
physical health consequence likely to
result if parental notification would
inhibit the teenager’s use of
contraception. Still others argued that
vagueness of the concept of substantial
physical harm would deter project
directors from applying the expception
even where warranted.

A related concern, based on the
substantial physical harm discussion
and the requirement that the projects
keep records of the factual basis for
exception determinations, was with the
degree of investigation and’
cdocumentation required in order for the
exception to be applied. A number of
commenters assumed that the exception
could not be applied unless the project
obtained concrete evidence of past
physical abuse, such as medical or court
records. Several of these commenters
thought the prospect of documenting a
history of child abuse, sexual abuse, or
incest was so burdensome and costly
that the provision would never be used.
Others argued that the requirement
would reanire modification of the

t
her record could be opened to inspection
as is allegedly provided by
§ 59.5(a)(12)(i)(D}. Others commenters
feared that enough information about
the child and family might be conveyed
to others to constitute a breach of
confidentiality if the clinic undertook
any form of investigation regarding
abuse. Still others said there are ethical

and lecal obligations to report evidence
of child abuse to the proper authorities
and that the requirement would
therefore add further costs to clinc
functioning.

Several letters commented on the
difficulty of gauging the probability tha!
physical harm will occur with the
needed degree of accuracy, with some
concluding the exception provision will
not ensure that physical harm will not
occur. The question of legal liability in
this matter was often raised by lawyers,
doctors, and clinic staff. In particular, it
was questioned whether the project
director is legally responsible if the
minor's parent does abuse her as the
result of parental notification or if the
parents learn that they were not notified
because they were labelled as child -
abusers. Some commenters said the
language of the provision should be
clarified so that the exception could be
granted if only one parent, not both
parents, was determined to be a
physical threat to the child. A few
writers believed there was little need for
such an exception provision since those
teenagers subject to potential harm from
parents would themselves be deterred
from seeking services once they learned.
of the parental notification requirement.

Several comments from State agencies
and other umbrella agencies criticized
the exception provision as
administratively unworkable. Where the
grantee is, for example, a State and the
project director a State official, it was
argued that the project directors would
simply be unable to make the requisite
determinations.

Response: The Department recognizes
the merit of the comments regarding the
administrative problems caused by
limiting the waiver authority to the
project director. We have accordingly
revised the exception to provide that a
project director may delegate the
authority to make such determinations
to clinic directors. In our view, such
personnel will be better able to make
the substantive determinations called
for, as they will have direct access to
project records and be able to deal with
the minor personally. Continuation of
the reauirement that a record of the

COIMrol as a resuilt 01 uns cnange. in
addition, as suggested by many
comments, the exception has been
changed to clarify that the harm need
come from only one of the minor's
parents.

The Department has not broadened
the scope of the exception as urged by
the comments. The difficulty of
determining substantial mental harm

and the inherent ambiguity and breadth
of the concept lead us to conclude that
expanding the exception to include such
harm would create administrative
problems and would expand the
exception to a point where it might
vitiate the rule. The suggestions that the
exception be expanded to include other
potential abusers besides the parent or
guardian and other potential victims
besides the minor are also rejected. The
practical difficullies of determining the
likelihood of harm, recognized by so
many commenters, obviously increase
as the connection between the
notification and the projected result
becomes more remote. Moreover, we
believe that the cases of related abuse
forecast by the comments will be
exceedingly rarc.

We do not accept the arguments that
the type of physical harm falling within
the exception needs further clarification.
As staled in the preamble to the
proposed rules, the exception is
intended to cover cases where
substantial harm is probable. As
implicitly acknowledged by numerous
comments, health professionals
routinely make judgments about
whether substantial harm has occurred
and is likely to recur. To define further
the degree of harm would in our view
undesirably limit the flexibility of such
professionals to apply the exceriion to
the widx variety of fact situations they
are likely to confront.

The comments arguing that the threat
of pregnancy comes within the
exception misread the exception. As
written, the exception applies to harm to
the minor by a parent or guardian.
Presumably, a threat of pregnancy
caused by the parent or guardian would
not exist except in cases of incest; in
those limited cases, as stated in the
preamble to the proposed rules, the
exception would apply.

The comments challenging the rule as
imposing unduly costly investigation
and documentation requirements
generally misread the preamble
statement quoted above. The intent of
that statement was to describe the
degree of probable physical harm
required to come within the excention.

applies, the rule does not require
investigation of medical and court
records (which would generally be
unavailable in any event). Rather,
project or clinic directors are expected
to apply the exception based on a
reasonable professional judgment that a
credible factual basis for it exists.
Where the information received by the
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project or clinic director is such as to
require a report of abuse to the proper
authorities. he or she will have to
comply with responsibilities under State
law. In this regard, we note that the rule
does not expose project personnel to a
potential liability that does not already
exist, as the liability envisioned by the
comments ig a function of State
reporting statutes, not this rule.
Moreover, the decisions which the
regulations require project personne] to
make are not significantly different from
many decisions which those
professionals must make every day:.
Furthermore, family planning clinics in
many areas presently require parenta!
notification or consent, and we are
unaware of any significant liability
problem. Therefore, we do not anticipate
that the regulations will add to the
liability of project officials.

Definition of “Unemancipaled Minor"
Proposed § 59.5(a)(12{i){C) defined

“unemancipated minor” for purposes of *

the notification requirement as “an .
individual who is age 17 or under and is
not, with respect to factors other than
age, emancipated under State law."”
Proposed § 59.5(a)(12)(ii) provided that
projects must follow the applicable
State law definition of “unemancipated
minor” in complying with that
requirement.

Comment: Numerous commenters
questioned the “unemancipated minor”
definition. Many commenters argued
that it was inconsistent to defer to State
laws that are more restrictive than the
proposed definition of emancipation
while at the same time overriding the
legislative judgment of the 30 States
which permit minors to consent to
receiving birth control services.

A number of practical questions were
raised with the definition, such as
whether the word of the patient or
official proof of age or emancipated
status is required, and if so, what form
of proof is required. A small number of
coraments disputed the Department’s
contention that the emancipation
determination will nat nresent snecial

gecide whelner munors are emancipated -
to obtain appropriate consent for
provision of medical services. They
asserted that, i most States. clinics are
not now required to determine
emancipation status in order to obtain
consent for clinical services.

A few comments criticized the
definition on the grounds that the
ambiguity and lack of
comprehensiveness of many State
emarcipation laws make the definition
difficult to apply. For example, some
stated that unmarried minors living with

3 male partner and receiving no suppart
from parents are considered
emancipated for some purposes and nof
for others under many State laws, or
that many State laws do nol specifv the
statuy of a minor when pregnancy ended
in stillbirth. Other queried whether
minors considered emancipated for
receiving other medical treatment wil
be considered unemancipated when
they seek prescription contraceptives.

A number of concerns were voiced
about the potential for fraud inherent in
application of the definition. For
example, many commenters speculated
that minors would lie about their age
and obtain bogus identification cards.
Other commenters questioned what the
responsibility of the project would be for
investigating or reporting such fraud.

Finally, many commenters argued that
the regulation fails to distinguish
between mature and immature minors
and thus is unconstitutionally overly
broad on its face. Thig argument is
discussed in the section on the
constitutional issues above. In addition,
several commenters cited national and
local clinic surveys which claimed that
most unemancipated minors who are
patients at family planning clinics are
16-17 years old and therefore probably
fall within the mature minor category.
Also, younger patients are more likely to
have parental consent already,
according to these surveys. On the other
hand, a small number of comments
argued that the mature minor doctrine is
seriously {lawed. According to these
comments, the doctrine is vague and
inconsistent, curtails custodial rights of
parents without diminishing their
responsibilities, and places minors in an
undefined position between minority
and majority. These comrienters also
argued that even if the mature minor
doctrine applies to the provision of
contraceptive services to minors, this
application would not negate the right of
parents to know what type of medical
treatment their children are receiving
from public agencies.

Response: The Department has
"-""’nm’ R o/ WAV IYY rvn virnevana d
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purposes of the notification requirement,
minors who under State law can give
legally effective consent for limited
purposcs. As stated by wav of
explanation of the definition in the
preamble to the proposed rules. “if State
Jaw would treat persons age 12 or older
as emancipated for purposes of congent
te medical care, Title X projects wauld
nonetheless have to treat them as
vnamancipated for purposes of [the
notification requirement).” 47 FR at 7699.
The definition of "unemancipated

minor” does not override the legislative
judgment of 30 States, as contended b
many commenters. Minors served in
those States continue, under the rule
below. to be able to consent to receipt of
prescription services. Moreover, the
State laws in question generally do not
deal with the issue of notification (as
opposed to consent). Further, it is
reasonable to set a Federal age standard
to accomplish a Federal statutory
purpose. See Roe v. Califane, 434 F.
Supp. 1058 (D. Conn. 1977); Navlor v.
Weinberger, C.A. No. 75-1790 (E.D. Pa.
1976). Additionally, although one section
of the rule sets a Federal age of
emancipation and another requires
adherence to State law, these sections
are not inconsistent; rather, they
accomplish the goals of encouraging
family participation, as required by
statute, while clarifying the relationship
between Federal and State law.

With respect to the practical concerns
raised by the comments, projects should
follow their established procedures
(which may include requiring some
proof of age) for determining when &
minor is emancipated. While the
concept of emancipation will vary
somewhat from State to State and will
require judgments on the part of project
officials, these determinations are of the
sort that project officials often make
under current procedures. Accordi: 4l
we conclude that the regulation will no:
materially add to project burdens.

We disagree with the comments
challenging the definition as
unconstitutional because it does not
provide an exception for mature minors
{except, of course, where the minor is
emancipated under State law). As stated
above, the court cases making the
mature/immature distinction arose from
governmental attempts to limit access to
services and do not apply to situations
where the government chooses to
impose conditions on the financial
assistance it provides. In addition. we
believe that a mature minor exception in
the definition would present major

government.
Exception for Venereal Disease

Proposed § 59.5{a}{12)(i){E) provided
that the notification requirement does
not apply where prescription drugs are
provided for the {reatment of venereal
disease. The preamble to the proposed
rule stated that the exception for
venereal disease "is consistent with the
overriding public health necessity of
ensuring prevention of infection of
others.” 47 FR at 7700.
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Conunent: The majerity of e letlern
commenting on § S9.50a){12)(1){17) used
terminology divergent from that
employed in this subsection. The term,
“sexually-transmitted diseases” or
“STD" was suggested instead of
“venereal disease.”

Commenis supnorting the exception
aeneraily mirrored the seblic heaith
coacerns addressed in the preamble to
the proposed ruies. Som= of these
comments pointed out frut the safety of
others is fostered when STD is ireated,
while the rrovision of contr u'cpti\m
has implications for the whysica! hzalth
of only the patier:t. Other ommer:ters
argued that the prescription of drigs
was “tharaveutic” in the case of STD
but not in the case of contracentives, It
was argued that dicect and severe
negalive consequences to the patient
fallow non-treatment of ST, «hile
furlure to prov.;* v xeacllpnon
contraceptives does noet inevitably
nrodice such serious medical
complications. Giher commenters said
that there are no medically accentable
alternatives to immeciate
adminigtration of therapeutic
medication to someone with a
potentiaily curable STD, while the
srevision of prescription coniraceotives
is but one ol several strateagies for
presenting pregnancies, e.g., non-
prescriptina methods or abstinence. A
few commenters expressed the belief
that the exempticn had 0 be included
because 50 States, the Qistrict of
Columbia, and Puerto Rico have laws or

regulations winich allow minors to be
examined and treated for STD without
parental consent.

Occasionaily, letters argued against
the inclusion of an exemption for STD.
Some argued that parents have the right
to know if their child has STD, while a
few others arrued that parents should
be noiilied about their child's treatment
for STD, since the health risks of the
antibiotics nrescribed for such diseases
are greater than those of prescription
contraceptives. A few commenters
sugpested a modification of the
provosed regsiations to exempt
adolescents being treated for STD from
the requirement for parental notific mon
for contracentive services.

Manv 0 vpoir

out the propable impact ot the
regulations generally on the incidence of
STD among adoiescents. Some believed
that the regulations would help curtail
STD by causing adoiescent sexual
activity to decrease and bv improving
contraceptive practices of the sexually
active through parental invoivement in
contraceptive decision-making. More
frequently, however, commenters

thought that the regulations wouald result
nm upswine of ST among
adolescents due to reduced attendance
at familv planning clinics. Information
about STD, checkups for such diseases,
and trmfment of discovered cases
nrovided 2t clinics in associaticn with
contraceptive services would allegedly
be forgone.

A number of commenters argued that
the exemption tor STD exposed a basic
inconsistency in the rule as a whole.
They argued that, if the exempticn
derives frem a concern that adolescents
would not go to ciinics tor treatment of
STD if parents were netified, the same
logic applied to prescription
contraceptives. Some also argued that
the entire notification requircment
should be dropped on the basis that
adolescent pregnarcy is as major a
public heaith problem as STD is.
Opponents of the proposed regulation
ulso asserted that inclusion of the
cxemption recognizes that sexual
aclivity amorz adolescents will
continue regardless of these rezulations.

Response: Ag suggested by many
comments, the terminology of the
exemption has been changed from
“veneral disease” to “sexually
transmitted disease.” The exemption
otherwise remains unchanged. The
Department agrees with the commenters
supporting the exemption that materially
different considerations apply to the
treatment of STD than apply to the
prescription contraception decision. We
reject the arguments equating the health
risk to females of pregnancy to that of
STD, as that arqument does not consider
the relevant risk in its entirety: The
public health risk is not limited to
females who forego contraception while
engaging in sexual activity, but rather
extends to the entire sexually active
adolescent nopulation. Moreover, as
pointed out by many comments, there is
no reasonable alternative to treatment
in the case of STD, while a number of
alternatives exist in the case cf the
prescription contraception decision.
This consideration also justifies, in our
view, not notifying the parents of minors
being treated for STD.

For all these rezsons, the Department
also reiecte the aranmente that the QT

]
Incons:

Requirement of Compliance WWith State
Leawy

Propused § 59.5(2)(12)(ii) required
projects to comply svith State trwvg
reqguiring parental notification er
consent to the provision of family
planning services to persons who ure
unemancipated mipors under State law.

Conunent: A sizable minority of the
comments discussed this provision of
the proposed rule. Many commenters
criticized the provision as inconsistent
with the policy of “New Federalism”
arguing that it would selectively defer to
more restrictive State laws while
overriding less restrictive State laws
providing for confidential family
planning services to adolescents. These
commenters claimed that 30 States and
the District of Columbia authorize
mincrs to cbtain family planning
services or all health care including
family planning on the basis of their
own consent. Several of these
commenters also claimed that 17 other
States have granted physicians the
ability to prescribe contraceptives to
minors without parental consent or
notification if deemed to be in the best
interest of the minor. Several
commenters asserted that either no
State or only one State, Utah, requires
parental notification of any kind and
that Utah's statute is now subject to a
constitutional challenge in light of H.L.
v. Matheson, 450 U.S. 398 (1981), and is
not being enforced.

Other commenters discussed
administrative problems of the
provision. They argued that unless State
statutes providing for confidential
family planning services for teenagers
are repealed, Title X grantees who also
receive Slate fur.ds may violate either
Federal regulations or State statutes in
providing contraceptive services to
adolescents,

Response: The proposed provision
regarding compliance with State law
remains unchanged in the rule set forth
below. The Department notes that
§ 59.5{a)(12)(ii) is not inconsistent with

~State laws; on its face, it defers to State-

imposed notification or consent
requirements. Nor do we think that there
is any inconsistency in deferring only to
those State laws which impose parental
notification or consent requirements
going beyond the Federal mandates. As
discussed above, we have deferred to
the consent laws of all States, which are
unaffected by any part of the rule. We
recognize that conflicts may exist to the
extent that States enact laws prohibiting
narental notification. However. failure
a

wnole. KKather, 1n view ot our penef Lhat
a parental notification requirement best
acconplishes the intent of the 1981
amendment of section 1¢01{a), it would
be inconsistent with this view were the
Department to defer to contrary State
laws,

With respect to the confidentiality
problems under State laws, those
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sroblems generally should not arise
ocause the minor witl have, in effect,
cansented to the parental notification.
“rojects are of course {ree to obtain
written consents to such disclosures
irom the minors involved if they believe
at it is legally advisable.

Definition of Low Income Family

Under the proposed rule, the
Jdefinition of the term “low income
family™ at 42 CFR 59.2 would be revised
i0 eliminate the requirement that minors
e considered on the basis of their
resources rather than those of their
families.

Comment: A significant number of
:omments addressed the change in the
Jefinition of "low income famly.” A
sumber argued that the change is an
improvement, since the present
definition has the effect of diverting
limited Federal monies from those who
most need firancial assistance. Related
omments stated that the change was
justified because taxpayers should not
subsidize health care which adolescents
and their families could pav for
themselves. Some of these commenters
also argued that the present policy, by
sroviding minors with free or below-cost
services, allows them to avoid family
participation in family planning
services.

Many commenters criticized the
rhapge as unfair to poor and minority
adolescents and argued that the current
definition represents better public
nolicy. It was arzued in support of this
position that adolescents earn little or
0 maney on their own, the adults 2re
often unwilling to disclose their incomes
to children or to institutions, and that
most adolescents do not have access to
their families’ income to pay for family
planning services. A few commenters
cited studies which found that
leenagers’ disposable income has little
relationship to the income of their
parents.

Other commenters discussed a report
nublished by Chamie, et al,, “Factors
Affecting Adolescents’ Use of Family
Blanning Clinics,” Familv Plar»/yg
Porspectives, (1962) in which © 5
minor patients gave reasons why they

used family planmng clinics rather than 7

private physicians, Answering a
aultiple-response question, 60 percent
of the patients reported that they
thought doctors were too expensive. and
43 percent of the patients said that they
frared a private physician would inform
their parents. These commenters
predicted from this data that the change
in definition would deter many
adolescents from using family planning
clinics.
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A few comments from clinic staff
members discussed the effects of the
change in definition by describing the
characteristics of their own clinic
population. A small number noted that,
among their patients, low income minors
were likely to inform their parents and
that middle class (and usually white}
minors were least likely to inform their
parents. They predicted that many of
these middle class minors would stop
using etfective contraceptives, become
pregnant, and be likely to abort the
pregnancy because a child would
disrupi their lifestyle and career plans.

Several commenters raised questions
regarding the mechanics of the change.
They questioned how family income
would be assessed: would the word of
the minor be acceptable or would a
signed statement by the parents or
official tax form be required. In addition,
when the minor does not live at home or
is in the custody of only one parent, they
questioned whether the income of both
parents must be considered.

Manyv comments opposing this
provision argued that the change in
definition would deter minors from
seeking family planning services, and
thereby violate the Title X provision
regarding expanding services to
adolescents. In this regard. some argued
that the change is, de facto, a parental
consent requirement, because it requires
teenagers who cannot pay for
themselves to ascertain and verify
parental income prior to service; they
alleged that if the parents refuse to
disclose the family's income, it would
effectively prohibit the teenager's
receipt of family planning services,
contrary to Congressional intent. They
also asserted that the change is
inconsistent with the requirement of sec.
1006(c) that "low income family” be
delined so as to insure that “economic
status shall not be a deterrent to
participation” in family planning
services,

Response: The proposed change in the
definition of "low income family” is
retained in the rule below. The
Department ~ontinues to halieve that it
5] [ te to target  reasit
scarce Title X dollars to minors wou,
because of their family circumstances,
can pay all or a portion of the cost of
services.

The basic question raised by the
proposed change is whether it will
render family planning services
unaffordable by adolescents. The
Chamie study cited by many
commenters indicates that
avproximately 50 percent of all
adulescents already pay some amount”
for the services they receive. Moreover,

because of its methodology, the study
does not, in our view, clearly establish
that lessening or eliminating the present
subsidy will make the services
unalfordable. We do not agree that .
children of middle class families will
forgo family planning services because
of the change in the definition of income.
In the few cases where parents who are
able to help pay for these services
refuse to contribute, the clinics, in
accordance with the existing language
of the current regulations, will be able to
adjust the fees. We also note in this
regard that projects have significant
latitude in establishing charging policy,
as there is no Federal requirement that
each service provided bear precisely its
proportionate share of the project charge
structure. Thus, where a project is
concerned about the possible effect of
the change, it has some flexibility in
pricing its services. For these reasons,
the low income provision is not a de
facto consent requirement.

We also disagree with the contentions
of opponents of the change that it
violates Title X in various respects. For
the reasons stated above, we do not
think that the change will constitute an
economic deterrent to services for
adolescents whose families are not low
income. Moreover, under section 1008{c),
it is the income of the “family”, not of
the “person” that is relevant; thus, the
definition below is more consistent with
the statutory lan. e on its face than
was the prior detintion. In addition, the
legislative history of this provision
makes clear that the focus of the
provision was “medically indigent
families” See H.R. Rep. No. 94-192 at
104; see also S. Rep. No. 94-29 at 93. The
definition below is therefore completely
consistent with sec. 1006(c).

The change in the definition is also
consistent with the 1978 amendment to
sec. 1001(a) requiring “services to
adolescents.” The regulation as a whole
continues to require that such services
be provided and, where the adolescent
is from a low income family, that they
be provided at no or reduced charge.

The rhanoe kardly diaaniminatan anainat
the .

SOME COMMEens, SHIte We Cudlge m uie
definition stands to benefit them the
most by targeting scarce Federal dollars
to then.

With respect to the administrative
difficulties foreseen by some
coinmenters, the Department disagrees
that these should be materially different
from any that now exist. At present,
projects are required by section 1006(r)
and § 59.2 to make income
determinations for the purpose of
determining whether patients are "“low
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income.” This requirement continues to
apply. and we assume that projects will
continue to employ the procedures they
have already developed to comply with
the existing regulatory requirements.
Lxecutive Order 12291

Some commenters stated that the
Department failed to comply with the
requirements of Executive Order 12291.
As noted in the preamble to the
proposed amendments, the Secretary
concluded that these amendments are
not major rules within the meaning of
the Executive Order because they will
not have an effect on the economy of
5100 million or more or otherwise meet
the threshold criteria. We have also
considered the section 2 requirements of
the Executive Order and, as retlected in
the preamble to the notice of proposed
ralemaking, have found (1) that we had
adequate information concerning the
need for and consequences of the
requirements imposed by the
amendments, (2) that the potential
benefits to society outweigh potential
costs to society, (3) that the amendments
maximize the net benefits to society,
and (4) that among the alternatives
available to us, the requirements of
these amendments involve the least net
costs to society.

Paperwork Reduction

These amendments to the
Department’s Title X regulations contain
require ments which have been reviewed
and approved by the Office of
Management and Budget {OMB)
sursuant to the Paperwork Reduction
Act of 1950, The OMB control number
assigned to these requirements is 0937~
0111.

Regulatory Flexibility Analysis

For the reasons stated in the prcamble
to the proposed rules, the Secretary
certifies that an initial regulatory
flexibility analysis is not required.

List of Subjects in 42 CFR Part 59

Family planning, Grant programs-—
health, Youth.

The HHS regulations governing grants
for family planning services, 42 CFR Part
59, are hereby revised as set forth -
below.

1
Laward N. Brandt, r.,
-\ssistant Secretary for Health.

Approved: January 7, 1983,
Richard S. Schweiker,
Saecretary.

PART 59—{AMENDED]

§59.2 [Amended]

1. The last sentence of the definition
of “low income family” in 42 CFR 59.2 is
revoked and removed.

2. 42 CFR 59.5 is amended by adding
thereto the following paragraph (a){12).
o read as iollows:

§59.5 What requirements must be met by
a family planning project?

(il) L3 -« L]

{12) Encourage, to the extént practical,
fumily participation in the provision of
the project’s services to unemancipated
minors. Notwithstanding any other
requirement of this subpart, a project
shall,

(i)(A) When prescription drugs or
prescription devices are initially
provided by the project to an
unemancipated minor, notify a parent or
guardian that they were provided,
within 10 working days following their
provision. The project must tell the
minor prior to the provision of services
about this notification requirement. As
used in this subsection, the phrase
“parent or guardian” shall refer to a
parent or guardian residing with the
minor or otherwise exercising ordinary
parental functions with respect to the
minor. The project shall verify by
certified mail (with restricted delivery
and return receipt requested), or other
similar form of documentation, that the
notification has been received. Where
the project is unable to verify that
notification was received, the project
shall not provide additional prescription
drugs or devices to the minor.

{B) A project is not required to comply
with paragraph (a)(12)(i){(A) of this
section where the project director or
clinic head (svhen specifically so
designated by the project director)
determines that notification will result
in physical harm to the minor by a
parent or guardian.

{(C) For the purposes of this paragraph
{a)(12)(i), an “unemancipated minor” is
an individual who is age 17 or under and
is not, with respect to factors other than
age, emancipated under State law.

{D) The project must keep records of
notifications provided pursuant to the
first sentence of paragraph fa)X12)(i){A),

aroject
must aiso keep records ot the number of
determinations made under paragraph
{«)(12){1)(B) and the factual basis for
such determinations. The project must
make records required by this

subparagraph available to the Secretary
on request.

(E) This paragraph (a)(12)(i) does not
apply where prescription drugs are
vrovided for the treatment of sexually
transmitted diseases.

{ii) Where State law requires the
notification or consent of a parent or
guardian to the provision of family
planning services to an individual who
is an unemancipated minor under State
law, provide such services only in the
compliance with such law.

{Sec. 215, Public Health Service Act, 58 Stat.
€90. 42 U.S.C. 216: Sec. 1006(a), Public Health
Service Act, 84 Stat. 1507, 42 U.S.C. 300a-4(a);
sec. 931(b)(1) of Pub. L. 97-35, 95 Stat. 570, 42
U.S.C. 300(a))
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