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COMMITTEE: = Health and Human Services

ANATLYSIS

This bill requires parents or legal guardians to give consent before pharmacists may dispense
emergency contraceptives to minors.

This bill also establishes a pharmacist conscience clause which shields pharmacists refusing to
fill emergency contraceptive prescriptions from civil liability and disciplinary action by the pharmacy
board.

Ezxplanation: Matter added to current law appears in bold italics.
Matter removed from current law appears [in-brackets-and-struskthrough-|

Matter which is either (a) all new or (b) repealed and reenacted appears in regular type.
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STATE OF NEW HAMPSHIRE
In the Year of Qur Lord Two Thousand Six
AN ACT relative to emei'gency contraception.

Be it Enacted by the Senate and House of Representatives in General Court convened:

1 Parental Consent. RSA 318:47-e, VI is repealed and reenacted to read as follows:

VI.(a) Except as provided in subparagraph (b), 2 pharmacist shall not dispense emergency
contraception to a child less than 18 years of age without the written consent of one of the child’s
parents or a legal guardian of the child.

(b) Parental consent shall be waived if:

(1) The minor is the victim of rape or incest, provided charges have been filed with
the local authorities. - |

(2) The heaith care professional prescribing emergency contraception determines
and submits documentation with the prescription stating that compliance with the parental consent
requirement of this section may have an adverse effect on the welfare of the pregnant minor.

(3) The health care professional prescribing emergency contraception determines
and submits documentation with the prescription stating that the pregnancy endangers the health
or life of the pregnant minor in such a way that the requirement of parental consent may cause an
untimely delay in the administration of emergency contraception, further endangering the health or
life of the pregnant minor.

(¢) A pharmacist dispensing emergency contraception to a child less than 18 years of age
shall be guilty of a misdemeanor and shall be liable civilly to a parent or guardian who did not
provide consent and for whom consent could not be waived in accordance with this section. A
pharmacist shall not be held liable under this section if the pharmacist establishes by written
evidence that the pharmacist relied upon evidence sufficient to convince a careful and prudent
person that the representations of the pregnant minor regarding information necessary to comply
with this section are bone fide and true.

2 New Paragraph; Pharmacist Conscience Clause. Amend RSA 318:47-e by inserting after
paragraph VI the following new paragraph:

VII. Any pharmacist who states in writing an objection to emergency contraception on moral
or religious grounds shall not be required to fill a prescription for a drug used as an emergency
contraceptive. The refusal of the pharmacist to fill such prescription shall not form the basis of any
claim for damages because of such refusal or for any disciplinary action under RSA 318. The written
objection shall remain in effect until the person revokes it or terminates his or her association with
the facility with which it is filed.

3 Effective Date. This act shall take effect January 1, 2007.
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Health and Human Services Committee

Hearing Report
To: Members of the Senate
From: Joshua Chamberlain
Legislative Aide

Re:  SB 343 - relative to emergency contraception
Hearing date: February 14, 2006

Members present: Sen. Kenney, Sen. Bragdon, Sen. Gallus, Sen. Estabrook, Sen. Fuller
Clark

Members absent: Sen. Martel

Sponsor(s): Sen. Letourneau, Dist 19; Sen. Barnes, Dist 17; Sen. Boyce, Dist 4; Sen.
Kenney, Dist 3; Sen. Morse, Dist 22; Sen. Martel, Dist 18; Rep. Dowd, Rock 5; Rep.
Easson, Straf 3

What the bill does: This bill requires parents or legal guardians to give consent before
pharmacists may dispense emergency contraceptives to minors. This bill also establishes
a pharmacist conscience clause which shields pharmacists refusing to fill emergency

contraceptive prescriptions from civil liability and disciplinary action by the pharmacy
board

Who supports the bill: The sponsors, Rep. Souza, Joan Espinola, Patricia Kennedy, Rita
Mistretta, Debbie Brand, Helen McPhillips, Peter Cataldo (Diocese of Manchester), Rev.
Tad Pacholczyk (Bishop of Manchester), Dan Hogan,

Who opposes the bill: Sen. Martha Fuller Clark, Sen. Larsen, Sen. Burling, Sen.

D’ Allesandro, Sen. Hassan, Sara LeBoeuf, Mike Smith (Pharmacist), Sam Langley, Dr.
Gary Sobelson (NH Medical Society), Barry Smith, Krishna Psoinos (Child and Family
Services), Dawn Touzin (Planned Parenthood), Liza Dube (NARAL/Pro Choice NH),
Valerie Marshall (New Beginning Crisis Center), Armand Grady (NH Coalition Against
Domestic and Sexual Violence)

Summary of testimony received:

Senator Letourneau introduced the bill and said SB 30 (2005) did not address two
fundamental rights: the right of parents to raise and care for their children and the right of
a pharmacist to conscientiously object to dispensing emergency contraception. Section 1
of the bill requires parental consent before a child receives emergency contraception
(EC). The bill also provides waivers if the minor is a victim of rape, incest, provided
proper charges are filed with the authorities, 2) if parental consent may have an adverse
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effect on the welfare of the pregnant minor, 3) if a health care professional determines
and submits documentation stating the pregnancy endangers the life of the minor. The

second part of the bill states that pharmacists do not have to perform duties that they
believe are morally wrong.

Rep. Easton said EC is an amplified dose of hormones and parents should be aware of
their child receiving such a massive dose.

Sen. Clegg said in a letter to the committee that he supports the bill with an amendment
changing the age from 18 to 16. Changing the age 16 relieves some of the burden but
none of the guilt of a girl who realizes she made a mistake. The girl will be able to take
the pill within the effective time frame and be able to approach a mother figure to discuss
the situation. Clegg said pharmacists are allowed to submit documentation if they feel
the parental consent should be waived but that decision cannot be left to the pharmacists.
Why would a girl who was raped feel comfortable telling this information to a
pharmacist, he asked.

Senator Hassan said medical professional do provide treatment in emergency situations
without parental consent. The bill ignores emotional differences between teens and their
parents, differences that should not get in the way of an unintended pregnancy. Hassan
said pharmacists take an oath to serve the health needs of their clients. EC does not
disrupt a pregnancy rather than prevents a pregnancy. Hassan said she is not aware of
other medications pharmacists are allowed to opt out of and warned that this would be a
slippery slope in which pharmacists would opt out of dispensing other medications.

Senator D’ Allesandro said SB 30 (2005) does three things: 1) improve access to
healthcare, 2) reduces unintended pregnancies and abortions, 3) controls the cost of
health care by supporting efficient models of care. He said exempting parental consent in
cases of incest or rape only when charges have been filed is absurd because fast access to
EC is the most important step. The young girl will be scared and traumatized, thus going
to the authorities is not the easiest option. SB 343 goes against the original intent of SB
30 (2005) which passed both houses last year. At $40 a pill, teenagers will not use EC as
their main form of contraception when birth control costs as little as $2 per pack. Senator
D’ Allesandro said SB 30 (2005) established a voluntary program in which pharmacists
are not required to do anything.

Dr. Sobelson, NH Medical Society, opposes SB 343 and said the bill is not relevant to the
abortion issue. EC has effectively worked for 40 years. Parental notification could
seriously undermine timely access to EC and the collaboration between doctors and
pharmacists on SB 30 (2005) is important. The American College of OB-Gyn has
supported access of minors to EC based on science and the American Academy of
Pediatrics issued a similar statement. While the FDA has not yet approved EC for over
the counter use, its advisory panel has fully endorsed such a use. NH citizens should
have full access to EC without personal views of pharmacists getting in the way.

Rep. Suza supports the legislation and said young women need parental guidance. The
side effects of EC are considerable and the drug is abortive in nature because it prevents

implantation. The policy at Brooks Pharmacy is that their pharmacists cannot deny
anyone EC.
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Barry Smith, OB-Gyn, opposes the legislation and said EC reduces abortions
by 50%. EC prevents pregnancy by delaying ovulation and impeding sperm transfer.
Smith said barriers should not be put in front of this therapy. Ideal parenting cannot be
legislated, he said.

Dawn Touzin, Planned Parenthood, opposes SB 343 and said EC does not harm existing
pregnancies nor does it increase or promote sexual activity. State and federal law
recognize that while parental law is desirable, many minors will not seek services they
need if they have to tell their parents. The good news is that 60% of teens tell their
parents when they access sexual health services. Studies have also shown that only 7.6%
of teens said they would stop having sex if parental notification were required for
accessing sexual health services. 143 pharmacists have already been trained in the
collaborative program.

Liza Dube, NARAL/Pro Choice NH, opposes the legislation and presented statements
from a variety of medical academies, colleges and associations affirming that confidential
care is critical to improving health.

Peter Cataldo, Diocese of Manchester, supports the legislation and said NH law allowing
the distribution of EC to a child of less than 18 years of age is flawed and SB 343 will
address the error. EC can cause abortions, thus parental consent and pharmacists’
conscience provisions are necessary. EC may not suppress ovulation and prevent
fertilization but may prevent implantation of already conceived embryo and therefore
constitute a direct action against the life of a new human.

Rev. Tad Pacholczyk, Diocese of Manchester, supports the legislation and said the bill
recognizes the proper order of things. To suddenly treat a child as an adult is not
responsible and to treat a pharmacist as a machine who randomly dispenses medications

disregards the lengthy training of pharmacists. It is not right to force pharmacists to
dispense EC.

Future action: pending



Date: February 14, 2006
Time: 11:48 a.m.
Room: SH 100

The Senate Committee on Health and Human Services held a hearing on the
following:

SB 343 relative to emergency contraception.

Members of Committee present: Senator Kenney
Senator Gallus
Senator Bragdon
Senator Estabrook
Senator Fuller Clark

The Chair, Senator Joseph D. Kenney, opened the hearing.

I'll open the hearing on SB 343 which is relative to emergency contraception.
We ask the prime sponsor, Senator Letourneau, if you would speak to us
about it this morning.

Senator Robert J. Letourneau, D. 19: Good morning Senator and Members
of the Committee. I just want to say, welcome back Senator. We've missed
you and we're glad you are home safe and sound.

Senator Joseph D, Kenney, D. 3: Thank you very much. I appreciate that.

Senator Robert J. Letourneau, D. 19: To the Members of the Committee, I
am Senator Robert Letourneau, representing District #19, the Towns of

Derry, Hampstead and Windham. I'm here today as the prime sponsor of SB
343.

Please see written testimony of Senator Robert Letourneau attached hereto
and referred to as Attachment #1.

Now I received a letter from a concerned parent in one of the towns which is
right close to me and I'm going to read part of the letter to you folks so that
you will understand the reality of the situation. I'm going to leave the
parents name out for privacy reasons.



“Dear Senator Letourneau,

Sir, this past summer my daughter had just turned 17 and she was given the
morning after pill 4 times in less than 3 months. I had no idea at the time.
She bled for 5 weeks and had one normal cycle and then not another cycle for
3 more months. She still is not sure if she has not wrecked her body and is
afraid to go to the doctor. Please support this bill.”

She goes on with some other information. So I wrote to the lady and I said,
“Can you tell me how she got these drugs and under what circumstance?’
She wrote back and said, “My daughter went to Planned Parenthood and a
private doctor in a clinic in Manchester. They provide free care to teens
without the contact with the parents or guardians. They are careful not to
send any information to the residence. This way the secret stays with the
teen and providers so that it provides a pseudo authority figure relationship
allowing the teens to feel autonomous. In reality it makes them subject to the
clinic workers. They are afraid to tell their parents that they have gone
behind their backs and it is clever and devious. The worst of it is that this
clinic is paid for by taxpayers without the slightest idea what is going on.
The resulting promiscuity and following consequences are truly devastating.”

This lady is a nurse and she is in the health care system and she understands
what consequences could come of taking this particular drug. I have some
information if the committee would care to have it. Some results from the
Federal Drug Administration and some post market safety reviews and some
other things if you are interested.

Please see U.S. Food and Drug Administration attached hereto and referred to
as Attachment #2

Please see ODS Postmarketing Safety Review attached hereto and referred to
as Attachment # 3

I also want to make one last statement that the Federal Drug Administration
has not yet made this emergency contraceptive drug available for over the
counter use. There is still some ongoing problems and legal problems that
they are having by making this an over the counter drug. Primarily the
Federal Drug Administration does not make a over the counter drug and a
drug that is sold by prescription. The packaging can’t be the same and it
can’t be the same drug. I think a good example would be some of the pain
medicine that we take that is a stronger version, like Tylenol #3, you have to
get a prescription for it. The regular Tylenol you can buy over the counter.
That sort of thing. With that I close my testimony and open myself to any
questions. Thank you.



Senator Joseph D. Kenney, D. 3: Thank you for your testimony. Are there
any questions of the committee? Senator Estabrook.

Senator Iris W, Estabrook, D. 21: Thank you Mr. Chairman. Thank you to
the sponsor. I understand the spirit in which you brought this forward but I
have some questions about some aspects of it that I think are highly
problematic.

First of all, what constitutés documentation?

Senator Robert J. Letourneau, D. 19: It would probably be a form that
would be drawn up in Rules when the rules would be made in the Rules
Committee and what type of documentation would be required for the doctor
to say, for example, that this is a life threatening situation for the minor. It
had to go forward immediately. The same is if it was a case of incest. Proper
charges would have to be filled. You couldn’t just say that. It would have to
be charged. ‘

Senator Joseph D. Kenney, D). 3:  Follow-up question.

Senator Iris W. Estabrook, D. 21:  So you probably intended to make
rulemaking ability, although it is not in the bill?

Senator Robert J. Letourneau, D. 19: Well, we always have rulemaking
authority.

Senator Iris W. Estabrook, D. 21: Not unless you give it to them.

Senator Robert J. Letourneau, D. 19:  Well, most of the time.

Senator Joseph D. Kenney, D. 3: Follow-up question?

Senator Iris W. Estabrook, D. 21: Yes. Another area that I think is
problematic. You are exempting victims of rape or incest if they have filed
charges with the local authorities. So in order for a rape or incest victim to
have the benefit of a medical therapy, we are requiring them to move forward
with a court case. First of all, I think there might be some other legal
challenges to that kind of a requirement but how are the health professionals
going to know whether legal proceedings are underway?

Senator Robert J. Letourneau, D. 19;  Are you talking about the charges
being filed under the first (inaudible) ? I would expect that any charge that
had rape or incest and had to show up at a clinic for that, that would be a




first phone call. We have hospitals that have to call the police when they
suspect child abuse. This would be the same thing. This would be child
abuse.

Senator Iris W. Estabrook, D). 21: We have a separate bill on that, that is
not yet law. Also throughout the bill you refer to pregnant minors. My
understanding is that emergency contraception has nothing to do with
someone who is pregnant. That when someone is pregnant this therapy
won’t help at all. So I would like to try and understand why you would need
to tie this to a minor who is pregnant?

Senator Robert J. Letourneau, D. 19: That is what the contraception,
emergency contraception is for, to prevent pregnancy.

Senator Iris W. Estabrook, D. 21: Prevent.

Senator Robert J. Letourneau, D. 19:  This is the way the drafter wrote it
up and this is the way it came to me. I'm certainly open to the change in the
language to make sure that it fits the proper situation. We need to have
some protection for minors. There has to be parental consent. Parents need
to know what is going on in their child’s life. They are responsible for them.
They are responsible for the health and welfare of their minor children.

Senator Iris W. Estabrook, D. 21:  One last practical piece of this, did you
talk with anyone in the AG’s office or any of the legal experts about any of the
conflicts that this would create between state law and Title 20 or Medicaid
and other federal legislation?

Senator Robert J. Letourneau, D. 19: No I haven't.

Senator Iris W. Estabrook, D. 21: Thank you.

Senator Joseph D. Kenney, D. 3:  Are there any more questions of the
committee? Senator Clark.

Senator Martha Fuller Clark, D. 24: Yes. I have some other questions
again related to the context of this bill. One is that, how do you protect the
privacy of a patient if you are requiring them to file with local authorities and
then asking the pharmacist to have to check with that local enforcement
agency? Is this not in violation of HIPPA?

Senator Robert J. Letourneau, D. 19: I don’t know if it is a violation of
HIPPA but if a minor teen has been raped or has incest, I would expect that



there would be formal charges filed. I would expect it. It is illegal. There
should be charges filed.

Senator Joseph D. Kenney, D. 3:  Are there any more questions of the
committee? If not, thank you for your testimony and your service to the State
of New Hampshire. Our next speaker will be co-sponsor, Representative Tim
Easson.

Representative Tim Easson: Thank you Mr. Chairman and Members of the
Committee. First of all Mr. Chairman, welcome back and thank you for your
service to our nation. For that I'm proud to call myself one of your
constituents.

Senator Joseph D. Kenney, D. 3: I appreciate that. Thank you very much.

Representative Easson: I signed on a co-sponsor of this bill. I'm sorry, for the
record I am Representative Tim Easson. I represent Strafford County
District #3.

The honorable Senator from Derry asked me to co-sponsor this bill and the
reason I agreed to is, 1, what [ see as one primary flaw with SB 30 as passed
last year, that is, with emergency contraception you have an amplified dose of
a hormone available without a prescription and I think because of that
parents have the right and responsibility to be aware of that for the health of
their children. That is the overriding reason why I think parental
involvement needs to be secured in one form or another through this bill.

Out of respect for the committee’s long list of speakers following me, I will cut
it off at that.

Senator Joseph D. Kenney, D. 3:  Thank you for your testimony. Senator
Fuller Clark.

Senator Martha Fuller Clark, D. 24: Yes, [ have a question. Are you aware
that emergency contraception has been used in Europe for over 20 years for
women of all ages with no adverse effect in terms of health and safety?

Representative Easson: Yes I am Senator. I am also aware that in this
country we have laws stating that parent’s are responsible for the health and
well being of their children. I cannot speak intelligently regarding the laws
of Europe.

Senator Joseph D. Kenney, D. 3: Thank you. Any other committee
members wish to ask any questions? If not, thank you very much for your



testimony. I'd like to call forward the Majority Leader’s, Senator Clegg’s,
assistant Katie Coburn.

Katie Coburn: On behalf of Senator Clegg:

Please see written testimony for Senator Clegg, read by Katie Coburn attached
hereto and referred to as Attachment #4

Senator Joseph D, Kenney, ). 3: Thank you. Are there any questions of
the committee? So Senator Clegg got off cheap here today. Thank you Katie
for your excellent testimony. Our next speaker is Senator Peter Burling.

Senator Peter H. Burling, D. 5: Good afternoon Senator. Our side of the
hall has been unbalanced with you gone. Glad to have you back, balance will
return. For the record my name is Peter Burling. I represent Senate District
#5. It has been my privilege to be part of this legislature for almost the
entirety of the debate over a woman’s right to choose. I am a strong believer
in a woman's right to reproductive choice. I'm also a believer in the notion
that there are major reasons why we should reduce the number of abortions
that take place in this state. Passage of this bill will defeat both a woman’s
right to choose and the effort to reduce the numbers of abortions. Itis a bad
bill, poorly thought out which will have utterly negative consequences if it is
passed. I am therefore firmly in opposition. Thank you.

Senator Joseph D. Kenney, D. 3: Thank you for your testimony. Are there
any questions from the committee members? If not, thank you. Our next
speaker will be Senator Maggie Hassan.

Senator Margaret Wood Hassan, D. 23: Good afternoon. Welcome back.
For the record my name is Maggie Hassan. I am honored to represent the
people of District 23 in the State Senate. Thank you for hearing my
testimony.

I just wanted to speak briefly on this bill because I am concerned that when
we talk in abstract about parental rights and responsibilities, we sometimes
blur the really important things. I think every parent in New Hampshire
takes their rights and responsibilities extremely seriously but I think that
they also know that their first responsibility is to protect their children’s
health. As much as we want to know what is going on with our children’s
lives, if I have to weigh between that knowledge and between a child’s health
I will choose the child’s health. That is why in this state and throughout this
country when our children need treatment for serious medical conditions
such as sexually transmitted diseases or when they have been victims of an



accident and their parents can’t be reached, medical professionals are allowed
to provide that treatment without parental consent, without parental contact.

QOur first job is to make sure that our children are healthy. Being able to
prevent an unwanted pregnancy is an essential part of that task and for that
reason I think this bill is very misguided.

I also think it is misguided because it ignores the very real emotional
differences that teenagers, adolescents and teenagers have from adults. They
perceive that their parents will react in certain ways that we may believe
that we may not. I do not want a young teenager’s perception that their
parent’s will be terribly disappointed them, will punish her or perhaps beat
her to getting in the way of her getting medical treatment that could prevent
an unwanted pregnancy. I think again, when we talk in the abstract about
rights and responsibilities we forget very much the age group that we are
dealing with and the way they perceive the world around them. They often
find it much easier to talk to other adults about these very real challenges.

With all due respect to those who keep bringing it up in this context, the
morning after pill is not the same thing as an ear piercing or tanning. If your
parents deny you consent for ear piercing or for tanning, your health will be
preserved. If they deny you consent for the morning after pill your health
may not be. You may very well become pregnant and then you will be faced
with even more health challenges whether you decide to continue the
pregnancy or whether you decide to terminate it. I just don’t think the
analogy is well suited and I think i1t would be important for us to remember
that.

With respect to the second section of the bill about pharmacists, my concern
here is that pharmacists take an ethical, an ethical oath I guess I would call
it to serve the health needs of their customers and clients. I understand that
some may have moral cbjections to the morning after pill although certainly
the studies that I have seen indicate that it does not interrupt a pregnancy, it
only prevents a pregnancy. My concern here is that if we allow pharmacists
to opt out, that we may in fact make the morning after pill inaccessible not
only for minors but also for adult women everywhere. I think if pharmacists
are uncomfortable with the fact that they may be dispensing the morning
after pill, they need to make a job choice that will put them on duty at all
times with the pharmacist who does not have that objection or, they need to
think about another line of work. That is not because I disrespect their moral
objection to it, but because of the type of work that they have chosen to do.
Their first obligation is to the patients who come to them legally for the kind
of help here that they need. The morning after pill, emergency contraception,
is in fact an important piece of health care in the lives of women.



So that’s my testimony. I would be happy to take any questions.

Senator Joseph D. Kenney, D. 3: Are there any questions of the committee?
Senator Estabrook.

Senator Iris W. Estabrook, D. 21: Thank you Mr. Chairman. Thank you for
your testimony. There were some good points. With regard to the section of
the bill that allows pharmacists to opt out, I'm glad you brought that up. We
haven’t really focused on that piece at all. Are you aware of any other
medications that pharmacists are allowed to opt out of filling prescriptions
for? Part 2 of the question would be if we were to adopt this kind of provision
based on what we understand is the moral objections of the pharmacist,
wouldn’t we then need to extend that to other medications that affect
reproductive health?

Senator Margaret Wood Hassan, D. 23:  As to the first part of your
question, 'm not aware of any other medication that a pharmacist may
choose not to dispense because of moral beliefs or yjudgments. As to the
second one, I think that it does raise a question about whether they would
then be allowed to opt out of other kinds of medications such as birth control
pills.

Senator Joseph D. Kenney, D. 3: Are there any other questions of the
committee? If not, thank you for your testimony. Our next speaker will be
Senator D’Allesandro.

Senator Lou I)’Allesandro, D. 20: Thank you Mr. Chairman and I echo the
sentiments of my colleagues. Welcome back, great to see you. It 1s nice to
have a full Senate.

I come to you opposed to this piece of legislation as the prime sponsor of the
original bill that is currently in place. I also come to you as the father of two
young women, they are older women now, and the grandfather of three
younger women. So I have a vested interest in this piece of legislation.

This legislation was originally proposed for three purposes. The first, to
improve access to health care. The second, to reduce unintended pregnancy
and abortion and third, to control the cost of health care by supporting
efficient models of care.

Preventing, placing any age restriction on this bill would be extremely
detrimental to the overall goals of the bill which I've just stated. Young
women under the age of 18 should not be denied over the counter access to



emergency contraception for a number of reasons. This age group, arguably,

may be the group that experiences the most difficulty in obtaining emergency
contraception through the current methods by prescription. It is not easy for
this age group to make an appointment with a doctor to get to the doctor and
get the prescription. How many of us have difficulty making an appointment
with a doctor? They are not available.

The language in this bill which allows for parental consent to be waived in
the event of rape or incest only if charges have been filed with local
authorities 1s absurd. If a young woman is the victim of incest, the most
important thing for her is to have fast and easy access to emergency
contraception. Do you really believe that after being the victim of incest that
a teenager 1s going to go straight to the authorities and admit what has just
happened to her as easily as if her purse had been snatched? Do you have
any idea how traumatic that experience is for a young woman? She is going
to be scared, ashamed and most likely will have been threatened against
telling anyone by the person who violated her.

After going through that kind of abuse and trauma, we should not be making
it more difficult for that teen to gain access to emergency contraception.
Emergency contraception is the most effective the sooner it is taken. How
long do you anticipate the filing of formal charges and proof of that such
action has occurred to take place? How long before the pharmacist has the
proof he needs according to this legislation to dispense the pill? Too long.
Then you end up with another unintended pregnancy which could result in
another abortion.

This is not why we passed this legislation in the first place. We all want to
reduce the number of abortions but placing restrictions on access to
emergency contraception, you're taking counter productive actions. You're
going against the original intent of the bill that passed both houses last year.
By the way it passed both houses the year before.

If a young woman is the victim of rape or incest, she may not be willing or
able to go to her physician for a prescription. As you know, timing is critical
to the access of emergency contraception. After such a traumatic experience,
it ought to be as simple and painless as possible for a young person to obtain
emergency contraception.

In the event of a contraceptive failure, having over the counter access to
emergency contraception provides a timely and effective backup solution that
will ultimately reduce the number of unintended pregnancies amongst
teenagers. While the cost of emergency contraception would be reduced by
making it available over the counter, it is still more than your average
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teenager could afford to spend on a regular basis. Therefore I don’t see any
validity to the concerns that this pill would promote promiscuity. At
approximately $40 a pill, teenagers are not going to suddenly have
unprotected sex and using emergency contraception as the main form of
contraception. Not when regular birth control pills cost as little as $2 per
pack. The cost of emergency contraception is hardly an incentive for
anything but an emergency use. I say to you categorically, the intent of this
piece of legislation is to do 3 basic things. Improve access to health care,
reduce unintended pregnancy and abortion and eliminate the cost of health
care by supporting efficient models of care. It appears to me that this piece of
legislation goes a long way to unraveling those basic premises and actually
doing something that will prove detrimental to the process.

I thank you for giving me the opportunity to testify before you and I'm happy
to answer any questions that you might have.

Senator Joseph D. Kenney, D. 3:  Are there any questions of the committee?
If not, thank you for your testimony and thank you for your service to the

state. Our next speaker is Senator Larsen, she had to leave. Senator Martha
Fuller Clark.

Senator Martha Fuller Clark, D. 24: For the record I'm Senator Martha
Fuller Clark. I represent District #24. That is Portsmouth and the 7
surrounding communities. I appear before you this morning in opposition to
SB 343. I oppose this bill because denying access to important health care for
young women under the age of 18 is the wrong thing to do. As you have
heard, this is the very age when these young women may need such access
the most.

You know and I know that contraceptive failure can occur at any time and at
any age but when it happens to such a young and vulnerable individual, it
can have a devastating impact. What emergency contraception does is as has
been pointed out, it prevents pregnancy. It does not affect an existing
pregnancy and we should make that contraceptive treatment available to
these young girls. Drawing a line between 16 and 18 makes no sense to me.

I have a daughter. I know my daughter and my daughters friends and their
friends and they deserve, deserved in their adolescent years access to this
type of prevention when failure would occur without the fear of parental or
society disapproval and worse.

I also oppose this bill because it is flawed in not only its premise but in its
application as you have heard. Federal law under Title X requires
contraceptive services and other reproductive health care be available to



11

anyone who needs them regardless of age. So we would be flying in the face
of federal law if we were to pass this bill.

Secondly, I think it is important to point out that the bill as it was passed
last year, does not require all pharmacists to participate. It is a voluntary
program where they receive through their choice, the education that they
need in order to be in a position to be able to dispense emergency
contraception.

I believe that our first responsibility as legislators and as parents is to
protect the health and welfare of all our citizens, especially our adolescents
and in this case, especially young women whose health and welfare will be
put at risk, could be put at risk if they do not have the same right to access as
older women.

Thank you.
Senator Joseph D. Kenney, D. 3:  Are there any questions of the committee?

Seeing none, thank you. Representative Souza, if I could sneak in Doctor
Gary Sobelson. He has to leave shortly. If you don't mind?

Doctor Gary Sobelson, New Hampshire Medical Society: Thank you for that
courtesy. As Senator I’Allesandro said about getting an appointment with
you physician, as the clock turned I was getting more anxious about the
opportunity and felt very responsible to my upcoming appointments.

For the record, my name is Doctor Gary Sobelson. I'm the Past President of
the New Hampshire Medical Society and I'm here representing the New
Hampshire Medical Society and its legislative task force. I do want to
represent that the physicians of the New Hampshire Medical Society
emerged from a process of deliberation which is somewhat broad. We bring
down physicians from every specialty to regular monthly and bimonthly
meetings to discuss the legislation that is relevant to health care in our state.
We try and come up with a consensus positions and present those to our
executive committee for approval. Our position in opposition to SB 343 does
meet those criteria.

I would like to emphasize the points why the physicians in the State of New
Hampshire are opposed to SB 343.

First of all, I premise that we don’t take a position in the New Hampshire
Medical Society on abortion. We see it as a controversial issue among our
own membership as well as in the state. We do not see this as relevant to a
bill on abortion. I think a number of the scientific studies that have looked at
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the concept of emergency contraception have made it clear that while we
don’t understand entirely the scientific reasons why emergency contraception
works, 1t has been effectively present for more than 40 years in our society,
since birth control was available. Mostly, it works by preventing a pregnancy,
not very clearly it is probably preventing effective ovulation when used
properly.

Second thing has to do with our collaboration with pharmacists. As some of
you may know, at times we are very protective at the New Hampshire
Medical Society of our prerogatives and privileges as physicians. This is an
area where we have felt that collaboration with co-professionals such as
pharmacists is very important to improving the public health. In fact, do
want to reach out with our co-professionals and working collaboratively as
the original legislation brought forth.

But clearly, our reason for opposing this bill comes from our public health
and scientific background. We clearly see emergency contraception as
reducing unwanted pregnancies and the need for abortion services as has
been stated. Frankly, there is clear evidence in literature that parental
notification could severely undermine the public health benefits of emergency
contraception access.

Physicians currently have broad rights as conducted through Title X but also
through the Medical Practice Acts in the State of New Hampshire. To treat
minors as well as their capacity to understand the ramifications for
treatment is present, this collaborative bill would allow through very formal
agreements that have been well outlined and designed by the Board of
Pharmacy I might add, to extend that, not to over the counter access to
emergency contraception as has been errantly cited, but to availability
through a collaborative practice between physicians and pharmacists.

There is an American College of OB/GYN practice bulletin on emergency
contraception that I'll submit and leave with you for duplication that
addresses almost all of the scientific discussion in very thorough and very
understandable terminology with lots of references and would support access
of minors to emergency contraception on the basis of the science, best
available.

Please see ACOG Practice Bulletin attached and referred to as Attachment # 5

There is a similar document available that I did not bring with me but I can
provide at the New Hampshire Medical Society from the American Academy
of Pediatrics advocating access for adolescents and teens to emergency
contraception.
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Furthermore as previously mentioned, while the FDA has not approved over
the counter access to emergency contraception, the FDA Advisory Committee
on Reproductive Drug Use, the committee commented on the safety of
emergency contraceptive and fully endorsed over the counter access. In fact,
the political ramifications of the failure of the FDA to support the findings of
its advisory committee have led to significant resignations from that
committee, again, are not based on the science of emergency contraception
but more based upon political considerations.

With regard to the section on the personal views of pharmacists and the
impact of this legislation, the New Hampshire Medical Society feels that with
drug as well as with other legally available prescription and non-prescription
medications, New Hampshire citizens should have full access to these
without any barriers created by imposed personal views of pharmacists and I
might add, of physicians as well.

Examples of this have been given. If one was to presume that the personal
views of the pharmacists could be used for emergency contraception that
would clearly be pharmacists of Catholic religious beliefs who might not be
comfortable prescribing birth control pills. There might be pharmacists of
the Church of Scientology, a recognized religion in our country, who wouldn’t
prescribe psychiatric medications. These are just the beginning of examples
that could come forth if we look at that. We think this is especially important
that the legislature certify the importance that our citizens should have
access to legally available drugs in our pharmacies.

So in conclusion, we encourage defeat. We at the New Hampshire Medical
Society encourage defeat of SB 343 to allow us to move forward with the
collaborative process of last years legislation, preserve the public health and
try to reduce the unintended pregnancies and the need for abortions in New
Hampshire,

Thank you.

Senator Joseph D. Kenney, D. 3: Thank you for you testimony doctor. Are
there any questions of the committee? If not, thank you.

Dr. Sobelson: I appreciate your courtesy.

Senator Joseph D. Kenney, D. 3: We have 11 more speakers. Honestly if
there is anything that has been said that you wish to repeat, please don’t
repeat it. With that let’s try to push this along as quickly as we can. Our
next speaker would be Representative Souza.
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Representative Kathleen Souza: Thank you Mr. Chairman and Members of
the Committee. For the record, my name is Kathleen Souza representing
Hillsborough District 11 which is Manchester’s Ward 4. [ am here to thank
the sponsors of this bill and to plead for its passage. The first part of the bill
concerning the young women. I very much feel that the young women getting
these pills need parental guidance. Just like we have seen in the press where
kids have been experimenting with Dramamine. Kids don’t think through
the consequences of what they are putting into their bodies and I think the
parental role is very, very important here. I was the sponsor of the parental
notification for abortion bill that was recently before the US Supreme Court
and I feel just as strongly that this bill is extremely, extremely important.

If you go to the websites of the FDA you will see the scientific reasons that
they did not give across the board, approval for across the board selling of
this pill. It tells that they are very concerned with the effects on girls under
16, that it has not been proven safe for girls under 16. A lot of girls under 16
now can avail themselves of this pill.

If you go to the website of Barr Pharmaceuticals, the makers of Plan B, the
name of this pill, it tells a little bit about how this pill works and the side
effects. There are considerable side effects. Irregular periods, menstrual
cramping, vomiting, etc. It talks about how the pill works. Both the FDA
website and the Barr Pharmaceutical website explain that although it is
called emergency contraceptive, it is abortive in nature also because one of
the three ways it works also is to prevent implantation. Implantation of
what? Implantation of a fertilized egg. Now, science has always held that
life begins at the beginning, at fertilization. There has been an attempt by
mostly people of the pro-abortion persuasion that life should be redefined as
beginning at the implantation stage but scientifically it doesn’t. It begins at
the beginning, at fertilization. By working to prevent the implantation, that
is an abortive method and so we are correct in saying that this bill is not only
a contraceptive but it is an abortifation.

That is bringing me to the second part of the bill. Why a lot of pharmacists
do not want to get involved in being forced to work with this bill. One of the
previous speakers said that the pharmacists did have some latitude in
freedom. But that isn’t correct. [ wish it were. I'm referring to the New
Hampshire Sunday News of May 29th. 1 apologize I just couldn’t get upstairs
to get the copies made but I will make copies, I promise to the committee.

Please see “Pharmacist: Why I won't sell ‘Plan B’ attached hereto and referred
to as Attachment #6



15

There is a story of a pharmacist up in Laconia who had to leave his job and
take another job because of his conscientious objections to Plan B, the
morning after pill.

“I was taught that life begins at fertilization. When an egg is fertilized by the
sperm, life begins at fertilization and this product will end that life so I can’t
dispense 1t.”

There is a long story as you can see when I make the copies so [ don’t need to
read it but this gentleman had to leave his job because of the conflict with his
conscience in prescribing this pill. Another part of the story talks about how
Brooks Pharmacy has a policy that the individual pharmacist cannot deny
filling these prescriptions. Our pharmacists cannot deny care to any
patients. They may be the exception. I don’t know but this is just proof that
this policy does exist among some of these stores, especially some of the small
stores that don’t have several pharmacy employees.

So on the two counts for the family integrity, for the right of parents to be
involved in their child’s health care, for the right of the girls or the benefit of
the girls to have the involvement of their families. Parenthetically I know a
woman who told me just last week, her daughter who has been missing her
periods for several months and after some discussion they found out that the
girl had taken 3 morning after pills within a very short period of several
weeks. So the girl is going to end up at the doctors. There has been a lot of
family disharmony because of this and the result that the people that oppose
this bill, privacy and health care, is just being completely contradicted. This
case, the family is upset, the daughter did something really stupid taking too
many of these and now her health has been impacted. For the pharmacists,
please be sensitive to their needs. They shouldn’t have to go along with
whatever legislation we pass despite their ethical and moral considerations.
The history of this country is that we all have the right act on our conscience
and pharmacists should not be singled out anymore than hospitals. Hospitals
have the right not to do certain procedures and pharmacists should have
these same rights. I thank you.

Senator Joseph D. Kenney, D. 3: Thank you for your testimony. Any
questions of the committee? Thank you. We're down to 10 speakers. Our
next speaker would be Joan Espinola.

Joan Espinola: I really don’t want to speak but I just want to hand these out
that we signed on the way up that we are for this bill expect for sub
paragraph b. Thank you.
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Please see “We the undersigned” attached hereto and referred to as Attachment
#7

Senator Joseph D. Kenney, D. 3: Thank you very much. Our next speaker
would be Helen McPhillips.

Helen McPhillips: I don’t think I signed up to speak. Did I? I don’t

remember signing up to speak. I know my name is on the list but I guess I
didn’t check it.

Senator Joseph D. Kenney, D. 3: Ok. Debbie Brand wishes not to speak
but is in favor, Sam Langley. Is Sam Langley here? No. Barry Smith?

Barry Smith: I recognize the fact that it is late and your time is short. I will
try to not be too repetitive and try to answer I think a couple of the things
that were raised. For the record, my name is Barry Smith. I am an
Obstetrician/Gynecologist. I have practiced in New Hampshire for 36 years
and I was the Chairman of (inaudible) at Dartmouth for the last long time
until about a year ago when I retired from that position. I now work part
time there in a quality assurance role.

Gary Sobelson spoke for the Medical Society although I sat in on all those
hearings, so I am speaking really for the New Hampshire section of the
American College of Obstetricians/Gynecologists which is the greater
majority of OB/GYNS in the state, all those that are board certified and have
chosen to join which is most of them.

I'm here to speak against the bill and against any legislation that would
restrict emergency contraception. The points I would like to emphasize is
that we have been using this for many years, long before it was FDA
approved as an off label use and it has been FDA approved now for 8 years.
It is extremely safe, extremely safe, you have heard others say how long it
has been used outside of the country. It is an extremely effective method of
preventing and I think the word preventing has to be emphasized, unwanted
pregnancies. Up to 85-89% prevention of pregnancy if used in a timely and I
think timely is the key when you are considering this bill, especially used
within the first 24 but definitely in the first 72 hours after unprotected
intercourse.

In my view and in the view of a large number of health professional
organizations who try to care for women and children this is an outstanding
therapeutic modality. Most of us agree that we want to lower the number of
abortions and this method has been shown in several studies that it
decreases abortions by at least 50%. Most scientific people, authorities feel
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that this prevents pregnancy primarily by delaying ovulation or effecting
sperm transport or sperm fertilization. We cannot 100% rule out obviously
changes in the lining of the uterus however I would say, this is not a massive
dose. There 1s what is called a massive dose of hormones, this is not a
massive dose of hormone. We have to use 7-10 and sometimes 14 days of
hormone to change the lining of the uterus in certain other therapeutic
situations.

So there are many organizations that support this. I think it is important to
emphasize that the American Academy of Pediatrics supports it for use in
adolescents and I think that is a very, they have issued a state in 1995,
excuse me, in 2005 overwhelmingly endorsing the use of this in adolescents.

We don’t believe that any barriers should be put in the place of this therapy.
The, all of these organizations if you have heard before have wondered why
and are frustrated by the fact that it is, Plan B is not available over the
counter at this point because of its proven safety record. Therefore we at this
point do not want to put yet another barrier in the way of its use which by
necessity has to be timely. The issues that have been raised earlier about
massive hormones, it is not. The, it doesn’t kill a pregnancy, it prevents
pregnancy.

Unfortunately we can’t legislate ideal parent child relations and these issues
about them, we don’t want to get involved in that. We would like fo have it
all be perfect. It doesn't work. We all know that. The questions raised about
these individual cases about abnormal bleeding, it is more likely, much more
likely that the emotional stress of whether a person was pregnant affected
their periods than these two or four pills depending upon which ones you
used. The stress involved in this, the stress on whether they can discuss this
comfortably with their parents or other people we know can throw off their
periods. It is like going away to camp in the summer for long periods.
Therefore emergency contraception is safe, it is effective, it doesn’t cause
abortions, it prevents them and we also know from some of the recent studies
in the last couple of years, where the questions have been asked, it doesn’t
increase promiscuity. I think that is something that we are all worried about
but I think the studies have clearly shown that that is just not true. So we
think it should be readily available and therefore as a group we strongly wish
to oppose this bill. I would be happy to answer any questions.

Senator Joseph D. Kenney, D. 3:  Are there any questions of the committee?
There are not. Thank you very much for your testimony. Our next speaker
would be Dawn Touzin.
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Dawn Touzin, Planned Parenthood: Good afternoon Mr. Chairman. My
name is Dawn Touzin and I am the Public Affairs Director for Planned
Parenthood, Northern New England in New Hampshire. I have testimony
and documents here that I will pass along but rather than go through them
because so much has been covered, I will merely point to some of the items
that are in there that might be informative for the committee.

I begin with, there have been discussions about emergency contraception and
whether it is safe, whether it is contraception. What I have included is a copy
of the federal register in which the Department of Health and Human
Services speaks to emergency contraception. I have highlighted just for
convenience where it talks about emergency contraception not being effective
if a woman is pregnant, having no adverse effect on an established pregnancy
and discussing also the fact that the commissioner has concluded that
combined oral contraceptives taken initially within 72 hours of unprotected
intercourse are safe and effective for post coital emergency contraception.

Please see Federal Register, Department of Health and Human Services
attached hereto and referred to as Attachment #8

So this again scientific determination and evidence by the federal
government, Health and Human Services, based on FDA information.

I've also in my testimony regarding the parental consent aspects refer to the
federal register there but also some studies that have been done that would
indicate, in New Hampshire for instance, we know that in 2003 according to
the Health and Human Services website there were 825 pregnancies to
teenagers. How many of those might have been prevented with greater
access to emergency contraception we won’t know but certainly that is what
the program is about. How many abortions there were we don’t know. How
many of those could have been prevented is open to speculation but again,
that is what the Emergency Contraception Collaborative Practice Program is
all about.

There is also a study that would indicate that teenage girls have a higher risk
of pregnancy complications and are less likely to obtain prenatal care. So EC
does prevent teen pregnancies and the serious negative health consequences
that impact teens lives and that also we in all of our various services in the
state, then try to deal with. These can be prevented.

It has been mentioned and as a representative of an organization that
receives Title X money as well as Medicaid money, we are under
confidentiality requirements of the federal government. So how this would
conflict with that is something that would really be very difficult. It would
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certainly have to be resolved. Reading right from the program guidelines for
the project grants that are put out by the federal government it says, “Title X
requires that services be provided to adolescents regardless of ability to pay.
Under Title X written consent of parents or guardians for provisions of
services to minors may not be required prior to rendering service. Further,
nor can parents or guardians be notified after a minor has requested and
received family planning services.”

I think so much of this goes to the fact that under New Hampshire law prior
to this and federal law, minors should have access to confidential health care
services when it comes to contraceptives really speaks to the wisdom of those
policies, again, what we are trying to accomplish. We are not trying to keep
parents and teens from communicating, in fact, we at Planned Parenthood
have many programs that promote just that but we are trying to make sure
that we have sound public policy that benefits us in the best way.

There have been no studies that would indicate what the result would be if
parental involvement were required specifically for emergency contraception.
There have been studies as to how it would affect teens access to
contraception as a whole. There is some good news that we already know.
60% of the teens who went for contraceptive services, their parents already
knew that they were there. Further, the study indicates that the younger
teens, the younger teens are, the more likely that the parents know of their
visit. So what we are concerned about are the 40% that go for services and
don’t tell their parents and what would the impact of imposing some type of
parental notification or parental consent be on that. What we find is that
7.6% say that they would stop having sex, unfortunately all the rest say they
would then engage in riskier sex behavior. We would not be helping them.
We would in fact be pushing them to behaviors that would have a far worse
impact on their health.

The bill was passed last year as Senator D’Allesandro said, it was passed the
year before as well. Last year I was here to hear the activity in both houses
and age restrictions were debated in both bodies and defeated and for a good
reason. I would also add that we have already been implementing the
Emergency Contraceptive Collaborative Practice Program here in the state.
After the bill was passed last year, the Board of Pharmacy implemented
regulations and based on those, the program has gone forward to a very
strong reception among the pharmacy community. I'm told by the Board of
Pharmacy that there are probably around 900 pharmacists in the type of
setting for whom the Collaborative Practice Program would apply. 16% of
those right off the bat went for the first trainings that were conducted in
December. On a Saturday night and a Sunday morning, 143 pharmacists
were trained. There will be another training session coming up in March and
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from what we understand there will be another at least another 100 wanting
to go there as well. That is an absolutely voluntary program that then has
hours of training required on the part of the pharmacist. It requires
informed consent forms that very clearly lay out what emergency
contraception is about. It requires that the pharmacist advise a patient
coming in as to what the ramifications are, what the side effects might be,
what the pills do, how they should be used. It also requires at any health
care provider that if the pharmacists has any indication that this is a result
of an abusive situation, they are informed that the mandatory requirement is
that they call the state authorities and report that. So the protections for
teens are there to prevent abusive situations from continuing unaddressed
and protective cautions are there so that the teens are advised as to what 1s
going on when they access these pills. But they are and continue to be, the
best way of preventing unwanted pregnancies and preventing the need for
abortions.

In regards to the second part of the bill regarding the right of the pharmacist
to refuse, our concern there is that it makes no provisions there at all to
recognize a patients rights to lawfully prescribed medication. It does not
recognize the medical judgment of the health care provider who prescribed
the medication. It makes no protection for employers and reduces their right
to freely contract with their employees and it singles out a highly effective
method of preventing unplanned pregnancies and reducing the needs for
abortions. A policy that discriminates against women.

Thank you. I would be glad to answer any questions.

Please see written testimony Planned Parenthood, Oppose Parental Consent
attached hereto and referred to as Attachment #9

Please see written testimony Planned Parenthood, Refusing to Fill
Prescriptions attached hereto and referred to as Attachment #10

Senator Joseph D. Kenney, D. 3:  Are there any questions of the committee?
If not, thank you for your testimony. Our next speaker would be Liza Dube.

Liza Dube, NARAL New Hampshire: Good afternoon. In the interest of time
and because I know that many things have already been covered that I would
have planned to have said, I'm going to try to keep this as possible for you all.

To begin, I am Liza Dube. I am the Political Director of NARAL Pro-Choice,
New Hampshire. On behalf of our 2,800 members statewide we are

expressing our opposition to SB 343. I believe most of the information that
we really find to be the most prominent information in terms of our objection
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to the parental consent for access to emergency contraception for the most
part has been covered by Gary Sobelson and Dawn Touzin.

I would say however, that with the pharmacists refusal provision there are a
few additional pieces of information that should be, you should be aware of.
To begin with, to respond to Representative Souza’s story about the
pharmacist who was fired from his position in Laconia New Hampshire for
refusing to dispense emergency contraception. That newspaper article much
like this pharmacists refusal clause only covers half of the story and that is
the pharmacists half of the story.

The other side of the story is the story of Suzanne Richards who 1s a 21 year
old single mother who went to get a prescription for emergency contraception
filled by that pharmacist. The pharmacist told Richards that he was morally
opposed to filling prescriptions for the pills. Refused to transfer her
prescription to another pharmacy and by the time she found a willing
pharmacist to fill her prescription, the efficacy time had passed. There are
other examples of stories of that happening with pharmacists who chose to
refuse to dispense emergency contraception. Some of those stories grow even
more disturbing than just the refusal to dispense, also the refusal to transfer
but include pharmacists berating women or lecturing women in very public
places about their moral objection to this particular medication. It is just
something that we find particularly objectionable.

Our primary concern is really that the law does focus only on the pharmacists
and not on the patient particularly because it does obstruct access to a basic
health care need which is accessing emergency contraception as a last resort
for preventing pregnancy.

Just a little bit more information for you. The American Public Health
Association which has about 50,000 members nationwide and is the nations
oldest and largest public health organization, states that when a health
professional has prescribed contraception, the patient must be able to obtain
the contraceptive in a timely manner at a licensed pharmacy without
interference from those pharmacists who have personal objections to
contraception. Any delay caused by such interference can endanger the
patients health by increasing the risk of unintended pregnancy or
exacerbating the other medical conditions for which contraceptives are
sometimes prescribed.

The American Pharmacists Association, a national organization of equal size
to the American Public Health Association in America, states that if a
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pharmacist refuses to fill a prescription there should be established systems
to ensure patient access to legally prescribed therapy.

So we are asking you to oppose SB 343 and in addition to written copies of my
testimony which has a little bit more information than I just gave you, I do
also have statements from, more expansive statements from the American
Pharmacists Association about their objection to pharmacists refusals
without protections for the patient as well as a statement from the American
Public Health Association. Also a collection of statements from organizations
like the American College of Obstetricians and Gynecologists and the Society
for Adolescent Medicine on their support of teens access to confidential health
care.

Please see NARAL Pro-Choice New Hampshire written testimony attached
hereto and referred to as Attachment #11

Senator Joseph D. Kenney, D. 3:  Are there any questions of the committee?
Senator Bragdon.

Senator Peter E. Bragdon, D. 11: Thank you Mr. Chairman. 'm just,
refresh my memory with regards to SB 40. Is that a voluntary participation
right now on the part of the pharmacists?

Ms. Dube: That is a voluntary participation on the part of the pharmacists.
Senator Peter E. Bragdon, D. 11: Because they don’t take this training.

Mas. Dube: That is correct. What we have learned from the other states that
have already begun to have the collaborative agreements for emergency
contraception is that in particular chain pharmacies but there have been no
instances of a pharmacist or pharmacy owner forcing one of their employees
to participate in the program.

Senator Peter E. Bragdon, D. 11:  Thank you.

Senator Joseph D. Kenney, D. 3: Thank you for your testimony. Our next
speaker would be Valerie Marshall. I believe I have three after this.

Valerie Marshall, New Beginnings Crisis Center: Good afternoon. My name
is Valerie Marshall to briefly read a letter from New Beginnings Crisis
Center in Laconia, New Hampshire.

Please see written testimony of New Beginnings attached hereto and referred
to as Attachment #12
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Senator Joseph D. Kenney, D. 3: Thank you for your testimony. Our next
speaker would be Peter Cataldo.

Reverend Tad Pacholczyk: Peter had to leave and he wanted me to submit
his testimony.

Please see written testimony of Diocese of Manchester attached hereto and
referred to as Attachment #13

This is on behalf of the Catholic Bishop of Manchester.

Senator Joseph D. Kenney, D. 3: Thank you. Our next speaker would be
Reverend Tad Pacholezyk.

Reverend Pacholczyk: Members of the committee, thank you again for
hearing my testimony. This bill SB 343 I think raises some important issues
in terms of understanding the prerogatives of parents. I think it is a very
sensible kind of a legislation that we see formulated here. I'm speaking
obviously in favor of this bill.

Our parents have such an important role in forming who the future
individual is going to be. Almost every choice that ends up happening for our
kids, our parents are intimately involved in. If you're talking about, are we
going to be doing soccer or are we going to be doing baseball, it can even be at
that level that there is a good deal of parental involvement in what the child
ultimately ends up doing. Which kind of school, public or private? Again,
this is a decision that is made with a heavy input if not an overarching input
from parents. I know that when I was growing up even things like whether
my sisters could date, that was determined by my dad. There was a date at
which they could start dating and not prior. This represents the kind of area
that is so important because it is dealing with the future formation of this
human individual who then will be an autonomous member of society.

So allow for parental involvement to such a thorough degree even when you
look at other health care areas as mentioned already. Issues such as tattoos
and other forms of rather minor interventions do require parental
permission. But if you look at surgery or something even bigger in that
arena, who is it that signs the consent forms. Who gives informed consent?
Again, it is the parents who stand in the place of the minor who cannot yet do
this. So here we have a bill that is simply attempting to recognize that
proper order of things. Say that when you are dealing now with something
like emergency contraception which deals with the decision that affects the
whole future of this individual to suddenly try to cordon that off and say that
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now we're going to treat that child as if they are an adult and they should be
able to move freely and do basically what they want. detach themselves from
the familial contacts is simply not a reasonable understanding of what it
means to be a responsible parent.

I think there have been some false dichotomies that have been presented
here. People are saying that it is about health care for the kids. Ifitisa
question of whether we are going to be knowing what the kids are doing
versus providing health care, then I'm going to choose the health care. That
is a false dichotomy and that represents a kind of abdication of the
responsibility of what it is to be a parent, to be involved in these incredibly
important choices. When you are dealing with issues of human sexuality and
questions of the sexual choices and their consequences, parents have so much
to contribute. They have been down these roads themselves. This tendency
to sort of just sideline them and suggest that there is a kind of autonomy here
that the minor should have, again is not a reasonable thing and it is not a
recognition of the right order within a family. So our laws need to be
safeguarded very much for those prerogatives of parents.

I want to say just a little bit about the conscience clause as well. I think that
this is a very important area and I think there is again a great deal of
misunderstanding of the basic kind of question that is at play here. We often
hear that the first obligation to the pharmacist is toward the patient. The
implication is that if the pharmacist is going to refuse to dispense something
that the patient wants, that’s not right. Even as stated earlier, if the doctor
refuses to dispense something that the patient wants, that is not right. Well,
that is missing the whole context of what we are talking about here. We're
talking about the context of providing health care to the needy individuals.

In the health care context that means that there is an exchange between the
health care provider, the doctor, the pharmacist and the patient. There is
cross talk that is happening. This is ultimately oriented towards the health
needs of the patient. So to suggest that the pharmacist should be nothing but
a machine who stands there and randomly dispenses whatever comes to him
based on something he receives from the physician is to fail to recognize how
much training those pharmacists had to go through. How many years of
study before they could get that pharmacists degree.

There are those pharmacists who recognize that emergency contraception as
printed on the inserts within that drug that is included with that drug from
the company, has this effect of rendering the uterine environment hostile to
the arrival of an embryo so that simply providing this may indeed be
involving you in an abortifacation effect, in other words a chemical abortion.
These are obviously very serious grounds for a pharmacist to say this is
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something that on conscience grounds I should not be forced to do. I should
not have my hand twisted up against my back and be compelled to do
something that is clearly morally objectionable to a large segment of our
population.

So I think what is essential to realize here is that we are talking about a
context, a very important context of health care. This bill simply recognizes
that unfortunately now even within the health care setting there is some
ambiguity about what the mission of the physician and the health care
provider should be and whether it should include providing agents that cause
the direct destruction of younger members of the human species sometimes
as one of the modes of mechanism. So this bill is a very reasonable one, again
recognizing this natural right of conscience that should always be
safeguarded for individuals and for institutions.

So thank you very much.

Senator Joseph D. Kenney, D. 3: Thank you father for your testimony. Are
there any questions:

Father Pacholczyk: Could I just mention briefly, not that this really matters
but I always forget when I come up to give these kinds of testimonies,
sometimes people are interested to know my background. I was a scientist
before I became a priest. I worked as a neuroscientist. I have my PhD in
neuroscience from Yale University. I did postdoctoral work at Harvard and I
now serve as the Director of Education for the National Catholic Bioethics
Center in Philadelphia. So these areas of bioethical concern, I think you can
understand why I have such an interest in the proceedings that are
happening here today.

Senator Joseph D. Kenney, D. 3: Father, you might run for office and we’ll
put you on the Science and Technology Committee.

Father Pacholczyk: Priests aren’t supposed to run for office.

Senator Joseph D. Kenney, D. 3: Thank you very much for your testimony.
Our final speaker is Dan Hogan.

Dan Hogan: My name is Dan Hogan and I am from Nashua, New
Hampshire. I do not have the degrees that Father Tad has but I certainly do
have the same interest in the subject. I spend a great deal of time thinking,
working and reading and preparing to speak on this subject.
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If I were to introduce a bill to dump all of the deicing fluid used at the
Manchester Airport, untreated into the Merrimack River, you would be
offended. Right? You would be offended. People are drinking that water
downstream in Nashua. IfI called it the Clean Water Act, you would be
outraged.

Yes, this is analogous to what the New Hampshire supporters of the morning
after pill have done. They have stated in the bill that approved the bill, that
this product will be defined as a contraceptive. Wonderful. You can decide to
define it as anything that you want but you can’t argue with the facts. People
are trying to do that.

Call the law the morning after pill a contraceptive is disingenuous and
medically incorrect, only done to confuse the issue of when life begins which
is what the medical community has always known, that new life always
begins at conception. Now, this book, A Consensus Guide to the Pill by a
pharmacist John Wilkes B Fram, an Australian pharmacist, explains it very
well. How the definition was changed from what we have known for
thousands of years when contraceptive, when conception took place. Soin
order to promote the pill they had to confuse the issue and say, “oh no. You
are not pregnant until in fact the egg, the embryo, the fertilized egg, the
zygote has implanted.

Now let’s continue. This book gives the story of the myth of the morning
after pill and says it certainly will interrupt a pregnancy.

I have another book with me. It is called A Child is Born. On page, it doesn’t
really matter what the numbers are, the effort is very clearly outlined in the
picture of what can happen after intercourse in the instance where a
pregnancy results. It is very simply done. I didn’t have time to Xerox it and I
wish I had but somebody who 1s involved in this would take the time to go
duplicate these simple two pages.

Please see A Child is Born attached hereto and referred to as Attachment # 14

The book is simple enough to understand. Even I can understand. Even a
pro-choice citizen will be able to understand this because it goes by hours and
days.

Now when the original bill was being argued, I asked my legislator, a young
woman from Nashua, New Hampshire, if she would give me that
documentation which sold however she was going to vote to her because I was
interested. I'm not going to ask you how you are going to vote. I simply want
to know what is the documentation that convinced you that that was the
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right way to go. She gave me a literature that was a study. A study was done
on rhesus monkeys, it was done on rats, it was done on 28 Latino women who
were told were already sterilized by tubal ligations. This is how we are going
to determine the affect of a product like the morning after pill. I don’t think
so. She is a good legislator. I've heard her dealing in other instances. She
must have had something more compelling than this. She certainly didn’t
provide 1it.

One last thing, emergency contraception by the numbers. This agency took
the time to go through here and evaluate day by day, twenty eight days of a
normal cycle, what could happen if an individual took this pill on each and
every one of those 28 days. The conclusion is that in the majority of cases,
the morning after pill would do nothing because there is not a time within
that cycle when it would be activated. But when it does act, when it does act,
57% of the time it acts as an abortifation. The figures are here. If you would
like to go through, day by day. If we are wrong, come back to us and say,
“You were fine up to this point and here is where you went wrong.” I doubt
where you can find anywhere where medically we are incorrect in this.

Please see Emergency Contraception by the Numbers attached hereto and
referred to as Attachment #15

We answer to a higher authority. We've got to tell the truth. All right. The
evidence is here. If you would like I would be happy to answer any questions.
I can provide you as the lady did who came up here day after day to try to get
you to look at all of this information and to get you to vote intelligently on it.
Was very disappointed when after perhaps 30 trips to Concord to work with
people who were going to vote on this bill, the bill went the wrong way.

I'm a dad, a grandfather. I work with kids, coach at Nashua High, coach both
boys and girls in the pole vault. I feel very, very strongly about what we are
doing to our kids.

Our kids are told that they can’t be executed. The Supreme Court said that
they don’t have the brain power. Their brain is not fully developed so
therefore they can’t make a rational decision that killing a person is seriously
wrong. Therefore we can’'t condemn them to death. Now we hear people
come here and say that these people are perfectly capable of making a
decision. They don’t need their parents to help them with this decision. Yet,
we have women now who have had abortions who say, “The rest of my life
has been like carrying a bag of rocks around. I have never gotten over the
fact that I have killed my pre-born child.” This is definitely something worth
considering. When we are told by the last young lady who was here, 1in 7
young women are victims of sexual assault. What does that tell you. The
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governor 1s concerned. He wants penalties. Put an individual who performs
sexual assault into prison for 25 years. We are creating these people. We are
creating, they start off as innocent pre-born’s. They were born. They become
2 year olds. They move on. They get an education that says that they have a
right to have sex. They can do i1t with anyone they want at any time. Then
we are surprised when somebody rejects them and they get violent about this
thing that they then become victims of sexual assault. I don’t find it strange.
I think it is pretty logical with the training that they have.

We are told that 825 teenage pregnancies were in New Hampshire and we
don’t know how many abortions we had. We have tested this bill every single
year. We want a record of all abortions. It is the death of an individual.

Who fights us? It is the same people that are opposed to this bill now. We
can’t reveal who the doctor was who performed that abortion. He might be
gunned down and yet that same doctor from Bedford has a video tape made of
him called, Live Free or Die and he shows it on public television all over the
country with his picture and his home and his address and his family. Then
his wife comes in and she says, “Oh he can’t allow his name to be put out
there because somebody might shoot him and we’re so concerned about
publicity.” It can’t be both ways.

Let’s be serious about this. We're all intelligent human beings. Which way is
it?

The last point. Title X. Minors and the rules and the parents are cut out.
That lady is right. She is right. That is the way that the federal law for Title
X is written. That is where the emphasis has to be placed. We've got to go
back to Washington and say, “You are killing our kids.” Dr. Meg Neither, Dr.
Meg Neither 1s a pediatrician. In her book and she has written two of them,
both called Epidemic. She said, the first one the subtitled, Epidemic,
Teenage Sex is Killing Our Kids. She said, “When I graduated from medical
school I thought the best thing I could do going into the ghetto was put all
these young ladies on birth control.” She said, “I've now been a pediatrician
for 20 years and have 4 daughters of my own. I recognize now that was the
worst thing I could have possibly done to those young people.”

We have the evidence, we know it is right, we know it is right. The kids
know it is right. Unless you want them to come back and tell you, “I have
carried this weight of killing my unborn child around on my back for the rest
of my life because no one told us the truth.” All we're asking for is that we
tell we truth. Let’s stop lying to these kids.

Are there any questions?
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Senator Joseph D. Kenney, D. 3:  Are there any questions of the committee?
There aren’t. Thank you so much for your testimony and your passion.

Mr. Hogan: If you want copies of the book I can tell you where they came
from.

Senator Joseph D. Kenney, D. 3: If you have anything for the committee.

Mr. Hogan: I came to testify on two other bills today. I had not originally
intended to be involved here. When I was I grabbed those things that were
easily available. I think that this particular two pages, if you could send
somebody to Xerox it now and the analysis of the 28 day cycle.

Senator Joseph D. Kenney, D. 3:  Is there anyone else who wishes to speak
on SB 343? If not, we'll go ahead and close the hearing.

Hearing closed at 1:25 p.m.

Respectfully submitted,

WJ’QA@&

P'amela Manocchi
June 20, 2006

Attachments
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TESTIMONY ON SB 343 (EMERGENCY CONTRACEPTION)
Before Health & Human Services Committee

I am pleased to be here today as the prime sponsor of SB 343. Last year, the
legislature passed a law (SB 30) allowing pharmacists to dispense emergency
contraception. But that law neglected to address two fundamental rights which cannot be
separated out from the emergency contraception issue. This bill is intended to fix those
problems.

The first section of the bilt concerns the fundamental right of parents to raise and
care for their children.

Under the New Hampshire emergency contraception law, a pharmacist is allowed to
give a minor child emergency contraceptive drugs without any input from the child’s
mother or father.

In New Hampshire, no child under 18 can have body piercing done without the
consent of a parent or guardian. No child under 18 can use a tanning booth without the

consent of a parent or guardian. But New Hampshire currently allows emergency

contraceptive drugs - a massive dose of hormones - to be given to a child without the

parent’s consent or even knowledge.

This is wrong. It is up to the parents, not a pharmacist, to counsel a child
concerning the decision to use this drug. It is for the parents, not a pharmacist, to counsel
their child concerning the “emergency” situation which prompted the child to seek out this

drug. And it is the parent, not the pharmacist, who will be with the child after the drug 1s



taken and who needs to be aware of what has happened in order to be on the watch for any
side effects.

Thus, Section 1 of this bill requires parental consent of a parent or guardian before a
child receives emergency contraception.

This bill also provides waivers for extreme circumstances. 1) 1f the minor is the
victim of rape or incest, provided proper charges are filed with the authortties. 2) If the
health care professional determines and submits documentation that parental consent may
have an adverse effect on the welfare of the pregnant minor. 3) The health care
professional determines and submits documentation stating that the pregnancy endangers
the health or life of the pregnant minor in such a way the requirement of parental consent
may cause an untimely delay of emergency contraception further endangering the health or

life of the pregnant minor.

The second part of this bill addresses the rights of pharmacists who conscientiously
object to dispensing emergency contraceptives.

If conception has occurred before emergency contraception drugs are administered,
then these drugs have the effect of killing that human embryo. In the eyes of some
pharmacists, therefore, dispensing these emergency contraception drugs is actually the
same as assisting in an abortion. As a result, some pharmacists around the country, and it
will certainly happen here in New Hampshire, because of their moral opposition to
abortion, have refused to dispense emergency contraception.

Doctors who perform abortions do so by their own choice. No state law forces
doctors to perform abortions. We should not require pharmacists to perform acts which
they believe are morally wrong. Thus, Part 2 of this bill is intended to protect against the
firing or disciplining of pharmacists who exercise their conscience with respect to

dispensing emergency contraception. Thank you for your time and consideration

I urge this committee to vote ought-to-pass on SB 343
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FDA Takes Action on Plan B
Statement by FDA Commissioner Lester M. Crawford

Thank you for coming today.

We are announcing the action we took today of sending a letter to Barr Labs concerning their
application to allow Plan B to be sold over-the-counter.

| want to start by making sure everyone is clear on what this drug is. Also, it's important that we
define what the FDA has been asked by Barr Labs to address with respect to this drug.

Plan B has been referred to as emergency contraception. It contains one of the same active
ingredients used in ordinary prescription birth control pifls — only in the case of Plan B - each pill
contains a much higher dose and is taken in a different way.

Like ordinary birth control pills, Plan B is currently availabie to all women as a prescription drug.
There is a second drug called Preven that is similar to Plan B. That drug is also sold with a
prescription. Preven was first introduced on the market before Plan B.

The question we have been asked to address is whether Plan B should be available without a
prescription on a pharmacy shelf, similar to the way other over-the-counter medicines like some
cough syrups and allergy pills are sold, for women age 16 and older, and remain prescription-only
for those under the age of 16.

The issues that we were asked to resolve, and the proposal that was put forward by Barr Labs,
presented us with many difficult and novel policy and regulatory issues.

In some cases, the questions we were asked to answer were unprecedented for this agency. In
particular;

Can age be used as a criterion on which we decide whether a drug should be prescription or over-
the-counter, as has been proposead in this case?

Can the prescription and over-the-counter version of the same dnug be marketed in a single
package?

In addition, if we do use age as the only criterion on which we decide whether a drug is sold as a
prescription product, or an over-the-counter product, how, as a practical matter, would such a
limitation be enforced?

These are profound regulatory decisions that cut to the heart of our work. The answers to these
questions can establish very broad and far-reaching policies that could have a significant effect on
the way FDA regulates many different drugs.

http://www.fda.gov/bbs/topics/news/2005/NEW01223 html 2/13/2006
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In fact, the answers to these questions couid establish pathways that could make many more
products available as over-the-counter drugs.

That could be a positive public health step, and one that | would support as the agency’s
Commissioner if it means we could safely make many more effective medicines more easily
available.

We believe these novel regulatory issues should be considered in an open, public process.

Rather than answering these questions in the context of a decision on a single drug, we need to
have an open process to solicit public comment.

These regulatory and policy questions are too profound and cut across too many different
products to be made behind closed doors,

And so today we are alsc announcing that we are taking the action of publishing an advance
notice of proposed rulemaking to initiate an open public process to consider these important
regulatory and policy questions.

This notice will speak only to the regulatory and policy issues raised by this application.

The resubmitted supplemental new drug application that the FDA was asked to review provides
for a switch from prescription only status to Over the Counter status only for women ages sixteen
years and older.

( Plan B would remain prescription only for women under sixteen years of age.)

The FDA's drug center, the Center for Drug Evaluation and Research or CDER, completed its

review of this application, as amended, and has concluded that the available scientific data are
sufficient to support the safe use of Plan B as an over the counter product, but only for women
who are 17 years of age and older.

What we are saying today is that the Agency is unable at this time to reach a decision on the
approvability of the application because of these unresolved regulatory and policy issues that
relate to the application we were asked to evaluate.

We need to resolve thess policy and regulatory questions before we can reach a final decision on
the underlying sctence that was presented to us.

FDA is both a scientific and a regulatory agency. And what we are saying today is that there are
unique regulatory issues that need to be addressed before we can take a final action on the
application.

We are beginning a process that will address the regulatory questions today, but we believe we
can only decide these issues in an open, public process.

Through this process, all interested parties can weigh in on the questions of whether a drug may
be both prescription and over the counter based on uses by different subpopulations and whether
the prescription and over the counter versions of the drug may be marketed in a single package.

There is precedent for this kind of careful, public policy making inside FDA and inside many
federal agencies. This action ensures that the rules that an Agency like ours sets are done so in
an open fashion. These rules have lots of implications that aren't always easy to anticipate at first
blush.

Today | am making the commitment that we will work with our stakeholders to make sure that this
process is expeditious and thorough.

http.//www.fda.gov/bbs/topics/news/2005/NEW01223 . htm! 2/13/2006



FDA Takes Action on Plan B Page 3 of 4

Before | close, | want to step back and give you a little more detail on the regulatory pathway that
led us to our current action.

And | want to help expiain why the question of whether a drug can be sold simultaneousiy both
over the counter and as a prescription product, in the same dosage, for the same indication, and
in the same package, and with age as the only deciding criteria, is so profound.

FDA used to prohibit products from being both over the counter and prescription at the same time.
They had to be one or the other. The idea was that if an active ingredient was safe and effactive
without a practitioner's supervision it had to be over-the-counter. If it needed a prescription for one
group of people, then it needed a prescription for all people.

That was FDA’s practice for a very long time.

In the late 1970s, FDA formed a task force to undertake a formal process to consider changing
that policy, to determine whether a drug couid be soid prescription and over-thecounter in different
settings, for example, for different medical indications.

But ultimately, this task force rejected changing the policy, and so the policy continued. And from
the 1950s until the 1980s, drugs were either anly prescription or only over-thecounter.

Thera was no molecule that existed on the market as both a prescription drug and an over-the-
counter product.

Then in the 1980s, the agency was challenged on an application. FDA decided to allow the
molecule to be sold as a prescripticn product for one use and an over-the-counter product for
another.

Since then, there have been only a small number of ingredients approved as both prescription and
over-thecounter and in these cases there was a meaningful difference in the way the two products
are used.

In the Plan B application, we are grappling not with the same question but with a different
question: whether we can have the same molecule exist as both a prescription and over-
thecounter product for the SAME indication?

And if FDA were to attempt to limit sale of an over-thecounter product to a particular sub
population, would FDA be able to enforce such a limitation as matter of taw, and could it do so as
practical matter and then how?

Moreover, we are being asked to determine whether a product can be labeled for over-the-counter
and prescription us and be sold in the same package.

| am committed to expediting this rule-making process, and in order to do so, | have ordered a 60-
day comment period instead of the usual 80 to 120 day comment period. FDA will process and
post the comments as they come in to us and finalization of this regulatory and policymaking
process will be a personal priority of mine.

The action FDA took today underscores the Agency’s commitment to public health and safety.

As an agency and as its Commissioner personally, | want to say that FDA remains committed to
making safe and effective contraceptive products available to women and men who choose to use
them.

HiHHE

FDA Letter to Sponsor
Federal Register Document [PDF 17KB]

http://'www.fda.gov/bbs/topics/news/2005/NEW01223 html 2/13/2006
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Public Health Service
Food and Drug Administration
Rockyvilte, MD 20587

: 4Department of Health and Human Services

NDA 21-045/S-011

Duramed Research, Inc.

Attention: Joseph A. Carrado, M.Sc., R.Ph.
Senior Director, Regulatory Affairs

One Belmont Ave, 11 th floor

Bala Cynwyd, PA 19004

Dear Mr. Carrado:

Please refer to your supplemental new drug application dated April 16, 2003, received April 22, 2003,
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (the Act) for Plan B ®
(levonorgestrel) Tablets, 0.75 mg.

We acknowledge receipt of your submissions dated April 16, July 25 (3), and 31, August 8 (2),
September 4, 8, 9, and 15, October 6, 10, 15 (2), 17, 21, 24, 29, 30, and 31, December 3, and 9,
2003, January 9, and 30, February 6, 10, 13, 20, and 24, March 11 and 26, May 6 and 11, June 30,
July 21, 2004, and January 6, 12, 13, 14, 18, 19 and 21, 2005.

Your submission of July 21, 2004 constituted a complete response to our May 6, 2004 Not
Approvable action letter.

The resubmitted supplemental new drug application provides for a switch from Rx only status to Over
the Counter (OTC) status for women ages sixteen years and older. Plan B would remain Rx only for
women under sixtean years of age. In addition, you have proposed that both the Rx and OTC version
of Plan B be marketed in a single package.

™

The Center for Drug Evaluation and Research (CDERY) has completed its review of this application, as
amendad, and has concluded that the available scientific data are sufficient to support the safe use of
Plan B as an OTC product, but only for women who are 17 years of age and older. However, the.
Agency is unable at this time to reach a decision on the approvability of the application because of-
unresalved issues that relate to your NDA discussed below.

Your application has presented us with three difficult and novel issues, Specifically, you have
proposed that Plan B be marketed in a single packags, and sold either as Rx or QTC, depending on
the age of the patient. While the Agency has allowed the same active ingredient to be marketed both
Rx and OTC based on indication, strength, dosage form and route of administration, the Agency has
never determined whether a drug may be both Rx and OTC based on the age of the individual using
the drug. A related concern is how, as a practical matter, an age-based distinction could be enforced.
In addition, we have never been confronted with whether the Rx and OTC versions of the same active
ingredient may be marketed in a single package.

As you may be aware, questions have arisen over the years about whether there are any conditions
under which an active ingredient may be simuitaneously marketed in both a prescription drug product

http://www.fda.gov/bbs/topics/news/2005/duramed_Itr.html 2/13/2006
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and an OTC drug product. Notwithstanding our having allowed the practice in those rare instances
where there is a meaningful difference in the indication, strength, dosage form or route of
administration of the two products, we recognize that FDA's interpretation of section 503(b) of the Act
has not been explicitly set forth in any of the regulations that discuss the process by which FDA
classifies (or re-classifies) drugs as OTC or prescription. See 21 CFR 310,200 and 310.201.

In this case, we have decided that the appropriate course is to ask for public comments on whether
we should initiate a rulemaking to codify our interpretation of section 503(b) regarding when an active
ingredient can be simultaneously marketed in both a prescription drug product and an OTC drug
product. To this end, we have decided to publish an advance notice of proposed rulemaking in the
Federal Register. In addition, the notice will seek public comments on questions related to the
marketing of Rx and OTC versions of the same active ingredient in a single package.

At this time, the drug product may not be legally marketed OTC. In the future, you will be notified in
writing regarding changes in the status of your application,

Under 21 CFR 314.102(d), you may request an informal meeting or telephone conference to discuss
what steps need to be taken before the application may be approved .

Sincerely,

Lester M. Crawford, DVM, PhD
Commissioner of Food and Drugs

FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | Privacy | Accessibility

FDA Website Management Staff
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DEPARTMENF;r OT.I}éEI:ELXITT:lND HUMAN SERVICES oDS
uB SERVICE
FOOD AND DRUG ADMINISTRATION POSTMARKETING

CENTER FOR DRUG EVALUATION AND RESEARCH SAFETY REVIEW
TO: FROM: ODS PID#,
Daniel Shames, M.D., Director Sarah J. Singer, R.Ph., Safety Evaluator DATE:
Division of Reproductive and Urologic Health Products Division of Drug Risk Evaluation (DDRE) D030586
(DRUDP), HFD-580 HFD-430 October 31,

2003
DESIRED COMPLETION DATE: REQUESTOR:
October 31, 2003 Daniel Shames, M.D.
DATE RECEIVED BY ODS:
September 30, 2003
DRUG: NDA #: SPONSOR:
Plan B® (levonorgestre!) 21-045 Women'’s Capital Corporation,
Barr Laboratories

EVENT: All events, with an emphasis on ectopic pregnancies

EXECUTIVE SUMMARY:

As background information for an upcoming advisory committee meeting on a proposed OTC switch for Plan B®, DRUDP
requested AERS information and information from the United Kingdom on adverse events reported in association with the
use of postcoital levonorgestrel. The division indicated they would be most concemed about deaths (if any) and ectopic
pregnancies.

Neither AERS nor the U.K.’s database contained any reports of death in women using postcoital levonorgestrel.

AERS contained 28 unduplicated cases of ectopic pregnancy (none from the United States) in users of postcoital
levonorgestrel. Four of the cases had been published.

Most of the other reported events were nonserious and already are described in the product labeling. However, there
were ten cases of hypersensitivity reactions, seven of which were considered life-threatening. The curent Plan B®
labeling does not address hypersensitivity reactions.

REASON FOR REQUEST/REVIEW:

As background information for an upcoming advisory committee meeting on a proposed OTC switch for Plan B®, DRUDP
submitted a consult request but did not state what information they wanted ODS to provide. Daniel Davis, M.D., the
medical officer for Plan B®, was contacted and indicated that he would be most interested in cases involving death (if any)
and/or ectopic pregnancies. Information on other events reported to the FDA could be presented in tabular format.

Dr. Davis also asked if ODS could obtain information from the United Kingdom on adverse reactions to Levonelie and
Levonelle-2 (the U.K. equivalents of Plan B®). He later requested U.K. utilization data as well.

USAGE INFORMATION:
**Information from IMS HEALTH, INC. is copyrighted and cannot be used outside the FDA without prior clearance
from IMS HEALTH.*™

The utilization databases usually used by ODS were deemed inadequate to determine the use of Plan B®, which is often
dispensed by family planning clinics rather than outpatient pharmacies or offi ce-based physicians. Accordingly, sales
data were requested from the IMS HEALTH INC. Nationat Sales Perspectives'™ database, which captures sales to U.S.
non-refail outlets such as clinics, as well as retail pharmacies. The data show that approximately 314,000 Plan B® kits
were sold in the United States between the approval of the drug in July, 1999 and the end of August, 2003. There is no
way of knowing what percentage of the sold kits have actuaily been distributed to patients.

At the request of HFD-580, ODS has also requested utilization data from the United Kingdom. [If the U.K. is willing to
provide it, we have asked that it be sent directly to DRUDP.

SEARCH DATE: DATABASE SEARCHED:
October 9, 2003 Adverse Event Reporting System (AERS)




r

SEARCH CRITERIA:

A typical AERS search using the drug active ingredient (generic name), levonorgestrel, would capture ali the Norplant®
cases as well as those associated with Plan B®. Thousands of Norplant® cases have been received in association with
class action lawsuits. Therefore, AERS was searched using only the trade name Plan B and various verbatim reported
names such as foreign trade names (Levonelie, Levonelle-2, Postinor, Postinor-2). The search retrieved all AERS cases
with any of those drug names listed as suspect products.

SEARCH RESULTS:

The search identified 130 cases, all of which were retrieved for hands-on analysis. After eliminating duplicaie reports, a
total of 116 unduplicated cases remained. There were no reports involving death,

Most of the reports involved nonserious expected (labeled) events and are tallied below. The other cases will be
presented in the sections that follow.

Unintended pregnancy (no other event)’: 21
Delayed menstruation: 3

Menstrual dysfunction: 2

3
-]

Vaginal bleeding:

Additional events:
Cramps, pain, &/or backache:
Diarrhea:
Dizziness:
Headache:
Passing clots:
Nausea &/or vomiting:

Nausea and/or vomiting (no bleeding):
Additional events:
Cramps or pain:
Dizziness:
Headache:
Mood swings:

S A NW 0 WWa -

! Three additional patients had unintended pregnancies resulting in spontaneous abortions, and a fourth had a missed abortion. See POSSIBLE FETAL
EFFECTS.




ECTOPIC PREGNANCIES:
Number of cases, country of origin:

The AERS search identified 29 cases. During hands-on review, only one definite duplication was identified, so this
analysis will be presented as covering 28 unduplicated cases’.

None of the 28 cases occurred in the United States.

Twelve cases were reported from Gedeon Richter in Hungary without information on the actual country of origin.
Levonelle-2 was listed as the drug in eight of the 12 cases, and Postinor-2 in the other four. Ten of the cases provided
demographic information; among those ten cases, there does not appear to be duplication of a case reported from
another country.

There were ten cases from the United Kingdom, one of which had been published:
Fabunmi I, Perks N. Caesarean section scar ectopic pregnancy following postcoital contraception. J Family
Planning Repro Health Care 2002;28:155-6.

Three cases came from {srael and had also been published:
Sheffer-Mimouni G, Pauzner D, Maslovitch S, Lessing JB, Gamzu R. Ectopic pregnancies following emergency
levonorgestrel contraception. Contraception 2003,67:267-9.

There was a single case from Sweden and a case from a Chinese study, as well as a literature case (see footnote 1) in
which the country of origin could not be determined.

Characteristics of the cases:
The patients ranged in age from15 to 38 years (N=23).

The drug used for postcoital contraception was reported as Levonelle-2 in 18 cases, Postinor-2 in 8 cases, and “two-dose
levonorgestrel” in 2 cases.

Most of the reports provided no information other than that an ectopic pregnancy had occurred. However, tubal
pregnancies were specified in eight cases, and the published case from the United Kingdom presented a pregnancy
occurring in the surgical scar from an earlier Caesarean section.

The event was considered life-threatening in 15 cases. Fifteen patients were stated to have been hospitalized, and
surgery was performed in ten cases.

Orne patient was stated to have a history of three prior ectopic pregnancies, unassociated with postcoital contraception.
Two patients (including the U.K. literature case mentioned above) had histories of prior Caesarean sections. One patient
had undergone a D&C for a first-trimester termination of pregnancy 2 to 3 weeks before the unprotected intercourse for
which she received levonorgestrel. Two patients were stated to have had histories of normal pregnancies.

Concomitant medications were only listed in three cases: mebeverine (an antispasmeodic) and ranitidine in a patient with
irmitable bowel syndrome; topical erythromycin + zinc in a 15-year-old patient; and oral contraceptives, which had been
discontinued two months before the unprotected intercourse, in the third patient. Six patients were specifically stated not
to be taking any concomitant medications.

2 Four of the 28 cases contained very little information {no demagraphic information) and therefore could be duplicates of more completsly documented
cases. One of the four is a literature report:
von Hertzen H et al for the WHO Research Group on Post-ovulatery Methods of Fertility Regulation. Low dose mifepristone and two regimens of
levonorgestrel for emergency contraception: a WHO muiticentre randomised trial. Lancet 2002:360:1803-10.
1t mentions cne patient in the two-dose levonorgestrel group who experienced an ectopic pregnancy requiring unspecified surgical treatment. The trial was
conducted in China, Sweden, and the United Kingdom (among other countries). AERS contains reports of ectopic pregnancies from each of those
countries, so this case may be a duplicate.



POSSIBLE FETAL EFFECTS:

A 14-year-old in the U.K. had been taking Microgynon (levonorgestrel/ethinyl estradiol) for contraception. For an unstated
reason she was also given Levonelie-2 for postcoital contraception. Several conflicting reports were provided on the
case, but the most recent followup indicates that conception had occurred 10 days before the use of Levonelle-2. She
received x-rays for abdomina! pain “at approximately 12/40 gestation (pregnancy was not diagnosed until 14/40)". Atan
unspecified time, major fetal anomalies were discovered: extensive abdominal wall defects, thoracic wall defects,
amputation of left arm, loss of bony rib cage, and scoliosis. The reports do not provide the outcome of the pregnancy.

A 36-year-old woman in the U.S. reported that she had received Plan B® a year earlier, and had later determined that she
had been pregnant at the time. She experienced 3 weeks of continuous spotting, so an ultrasound was performed. The
fetus was detached from the uterine wall. A D&C was performed.

A 30-year-old woman received Levoneile-2 as posteoital contraception; erythromycin was started the same day and
continued for a week (indication not stated). An unintended pregnancy occurred, and a baby with translocated Down
syndrome was later bomn.

A 29-year-otd woman who had received Levonelle-2 experienced an intrauterine death at 15 weeks’ gestation. The fetus
was found to have “possible Edward’s syndrome (trisomy) on triple testing”.

Three patients {none from the United States) had unintended pregnancies resuiting in spontaneous abortions, and a
fourth patient had a missed abortion.

CONVULSIONS:

The AERS search identified three unduplicated cases of convulsions. One occurred in the United States. The patient, of
unstated age, reported that she had taken her first dose of Plan B® at 7 or 8 AM, and the second dose 12 hours later.
The following moring a family member went to wake her and found her in bed “shaking with her eyes rolling back in her
head”. She was hospitalized and claimed that a physician had confirmed she had a grand mal seizure. However, an MR!
and unstated blood tests had “appeared” normal. She had no history of seizures and was on no other medications.

The two other cases both involved Levonelle-2. One patient had no previous history of epilepsy. She experienced
convulsions the day she took Levonelie-2, and was hospitalized. The report stated that she was also on Minulet (ethiny!
estradiol/gestodene). The second patient had a fong history of epilepsy, which was stated to have been well-controlled
with carbamazepine. The reporter indicated that a drug interaction had been invoived.

HYPERSENSITIVITY:

The AERS search identified ten unduplicated cases of hypersensitivity reactions, three of which occurred in the United
States. Events ranged from minor rashes to urticaria, whole-body rashes and edematous reactions involving dyspnea.
Seven of the cases were considered life-threatening. The time to onset was stated in 8 reports and ranged from four
hours to two days after taking the drug. The current labeling for Plan B® does not mention hypersensitivity reactions.




MISCELLANEOUS (Single cases):
Thrombocytopenia:

Two days after taking Plan B®, the U.S. patient of unstated age noticed bruising and petechiae and had epistaxis. She
was hospitalized with a platelet count of 1000. She was treated with immune globulin and prednisone and her platelet
count rose to 9000 two days later. Two months later her platelet count was up to 146,000 and she was off prednisone.
She had a history of a similar event occurring following a rubeila vaccination several years earlier, but five months before
using Plan B® her platelet count had been “in the mid-200,000 range”.

Other events:

The other cases were:
+ Numbnessfingling of the fingers, jaw tightening, shakiness, sore throat, nausea
Breast soreness, tiredness, loss of appetite
Urinary frequency/urgency/pain, breast tendemness, headache
Abdominal bloating, cramping, extreme fatigue
Ruptured corpus luteum cyst
Headache, disorientation, dizziness

UNITED KINGDOM POST-MARKETING ADVERSE EVENT DATA:
The Medicines and Healthcare products Regulatory Agency (MHRA) sent printouts to ODS from the Adverse Drug

Reactions Online Information Tracking (ADROIT) database of all events reported for Levonelle and Levonelfle-2 since their
approval in the United Kingdom. There were 45 total reports for Levonelle and 243 for Levonelie-2®. There were no

deaths reported for either druq.

The printouts showed 5 reports of ectopic pregnancy with Levonelle and 16 with Levonelle-2.

Copies of the printouts have been provided to DRUDP.

SUMMARY:

A search of the Adverse Event Reporting System on October 9, 2003 identified 130 cases with Plan B® or a foreign
equivalent as the suspect drug. Hands-on review of the cases eliminated 14 duplicates, leaving 116 unduplicated cases
which were analyzed for this document.

There were no deaths.

The event of most concern to DRUDP was ectopic pregnancy. AERS contained 28 unduplicated cases (none from the
United States) of ectopic pregnancy in users of postcoital levonorgestrel. Four of the cases had been published.

Most of the other reported events were nonserious and already are described in the product labeling. However, there
were ten cases of hypersensitivity reactions, seven of which were considered life-threatening. The current Plan B®
labeling does not address hypersensitivity reactions.
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Testimony for Senator Clegg, read by Katie Coburn:

I am here today to speak in favor of this bill, with an amendment which changes
the age from 18 to16. I feel that the age which requires parental consent to obtain this
morning afier piil should be 16. I would rather have a 16 year old girl who thinks she is
in love and makes a mistake one night in the back of a car learn from her mistake early,
and feel the effects from the pill, rather than have to deal with the choice of an abortion 2
or 3 months down the road.

When a female takes the morning after pill, three things happen. Incredible
nausea and cramping take place, as well as a fear that the pill may not work, and that she
may become pregnant. Dramamine can help the nausea, however one way to ease that
incredible fear would be to allow a girl who has made a mistake to make sure she can
remedy that mistake before pregnancy occurs. If a minor is required to obtain parental
consent to get this pill, the arguing and conflict that results in her asking her parents may
last longer than the 24 hour period when the mornihg after pill is most effective. So on
top of the horrible nausea and the cramping and the fear of the pill not working, the girl
now has to deal with the stress of disappointing her family. This stress can also possibly
lead to the delay of the pill working, as stress often stunts menstruation, which has to
occur in order for the pill to have worked. By allowing the age to be changed to 16, we
are relieving some of the burden, but none of the guilt of a girl who realizes she has made
a mistake. The girl will be able to take the pill within the effective time frame, and be
able to approach a mother-figure more comfortably to discuss the situation, knowing that

she 1s not pregnant.



These girls who use the morning after pill are not all promiscuous girls. These are
the girls you see in your church, the girls you see on the honor roll in the high schools,
and the girls you see in the supermarkets shopping with their parents. Not every gir'l who
uses the pill is promiscuous, and usually after one dose of the morning after pill, will. not
make the same mistake again.

I understand that the pharmacists are allowed to submit documentation if they feel
parental consent should be waived, but that decision cannot be left to pharmacists. Ifa
girl who has been raped by a stranger or family member, and does not feel comfortable
going to a stranger to file charges, why would she feel comfortable disclosing that
information to a pharmacist? |

After speaking to a young woman who has used the morning after pill, who
knows other young women who have also used the pill, I urge you to reconsider the age
requiring parental consent. Pharmacists who choose to distribute this emergency
contraception are trained to provide adequate information to these girls. A constituent
told me, “After feeling the effects of the drug first hand, I can honestly say that I will
never made the same mistake again, and [ can tell you that several other young women [
know would certainly say the same thing. The 24 hours following taking the pill are
painful and the next 3-7 days waiting for the pill to complete its course is not something I

would ever want to risk experiencing again.”
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Emergency Contraception

Emergency contraception, also called the morning-
after pill and postcoital contracepfion, is therapy used
to prevent pregnancy affer an unprotected or
inadequately protected act of sexual intercourse.
Women seeking emergency contraception fypically are
younger than 25 years, have never been pregnant,
and have used some form of contraception in the past
{14€°3). Common indications for emergency
corfraceptior: include contraceptive failure (eg,
condom breakage, missed doses of oral
contraceptives) and failure to use any form of
contraception (2, 4, 5). Although oral emergency
contraception was first described in the medical
literature decades ago, this therapy is still not widely
used in the United States to reduce unintended
pregnancy. The results of a 2003 survey of 800 U.S.
women aged 184€"49 years indicate that only 6%
reported having ever used emergency contraception
(1). Many women are unaware of the existence of
emergency conlraception, misunderstand its use and
safely, do not have convenient and prompt access fo
it, or do not use it when a need arises. Increasing
emergency confraception awareness, knowledge, and
access are important prioities in the effort to reduce
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the incidence of unintended pregnancy.

Methods of emergency confraception include
administration of progestin-only or combination
esirogena€ progestin oral contraceptives, synthetic
esfrogens and conjugated estrogens, or antiprogestins
and the insertion of a copper infrauterine device (IUD).
o oo This bulletin addresses the progestin-only and
combined oral contraceptive medical methods, which
are the most frequently used and the only methods
currently approved by the U.S. Food and Drug Administration (FDA) specifically for
emergency confraception, and briefly addresses the IUD because of its use as long-ferm
contraception in addition to emergency coniracepfion.

Background

Research on the postcoital use of contraceptive steroids began in the 1960s. The first
oral regimen, which used a widely available brand of combined estrogen&€*progestin
oral contraceptive pills, was published in 1974 by Yuzpe and colleagues (6). Research
on progestin-only regimens for occasional postcoital use by women having infrequent
intercourse also began about that time (7).

Regimens

The two most commonly used oral emergency confraception regimens are the progestin-
only regimen, which consists of a total of 1.5 mg levonorgestrel, and the combined
estrogena€“progestin regimen, which consists of two doses&€”each containing 100 pg of
ethiny! estradiol plus 0.5 mg of levonorgestrel&€™taken 12 hours apart. Both regimens are
available in many countries as products labeled specifically for use as emergency
contraception, but the levonorgestrel-only product (Plan B) is the only dedicated
emergency contraception product currently marketed in the United States. Both regimens
also can be made from a variety of standard oral contraceptives (Table 1), although data
exist only for regimens containing levonorgestrel, norgestrel (levonorgestrel pius an
equal amount of the inactive enantiomer dextronor-gestrel), and norethindrone.

The package insert of Plan B instructs patients to take one 0.75-mg levonorgestrel pill as
soon as possible after unprotected intercourse and to take the second 0.75-mg pill 12
hours after the first dose. However, randomized trials have shown that taking both pills at
the same time (8, 9) or taking each 0.75-mg pill 24 hours apart (10) is as effective as
taking them 12 hours apart and does not increase the risk of side effects.

Method of Action

No single mechanism of action has been established for emergency contraception;
rather, the mode of action varies according to the day of the menstrual cycle on which
intercourse occurs and emergency contraception is administered (114€“14). Both the
combined regimen and the levonorgestrel-only regimen have been shown to inhibit or
delay ovulation (158€“21). Earlier studies documented histologic and biochemical
changes in the endometrium after administration of the combined regimen, suggesting
that emergency contraception may alter the recepfiveness of the endometrium and inhibit
implantation of a fertilized egg (6, 18, 225€"24). However, several more recent studies
have not supported these findings (16, 19, 21, 253€°28), and the endometrial changes
that have been observed may not be sufficient to prevent implantation. Interference with
sperm transport or penetration (7, 29) and impairment of corpus luteum function (18, 30)
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have been proposed as other possible mechanisms of action, but there is no direct
clinical evidence to support these theories. However, it is statistically unlikely that
emergency contraception could be as effective as it is for preventing pregnancy if
interference with ovulation is its only method of action (31).

Emergency contraception is sometimes confused with medical abortion (32). However,
whereas medical abortion is used to terminate an existing pregnancy, emergency
contraception is effective only before a pregnancy is established. Emergency

contraception can prevent pregnancy during the 5 or more days between intercourse and
implantation of a fertilized egg, but it is ineffective after implantation. Studies of high-dose

oral contraceptives indicate that emergency contraception confers no increased risk to

an established pregnancy or harm to a developing embryo (33).

Side Effects

Plan B is available only by prescripion. However, in 2003 a combined panel of the
FDAA€™s Advisory Committee on Reproductive Health Drugs and the Advisory

Committee on Nonprescription Drugs concluded that the safety of the levenorgestrel-onty

emergency contraception regimen has been sufficiently demonstrated to warrant
approval for nonprescription status.

No deaths or serious complications have been causally linked to emergency

contraception (34). Short-term side effects include the following:

» Nausea and vomiting: The levanorgestrel-only regimen is associated with

significantly lower incidences of nausea and vomiting than the combined regimen

{35, 36). Nausea and vomiting, respectively, occur in about 18% and 4% of
women using levonorgestrel-only emergency contraception (8, 9, 36) and in
approximately 43% and 15% of women using the combined regimen (37).

o lregular bleeding: After emergency contraception use, the menstrual period

usually occurs within 1 week before or after the expected time (36). Some patients
experience irregular bleeding or spotting in the week or month after treatment; one

recent trial of the levonorgestrel-only regimen found that 16% of women reported

nonmenstruat bleeding in the first week after use (8). Irregular bleeding associated
with emergency contraception resolves without treatment.

o COther side effects: Some patients have reported experiencing short-term side
effects, such as breast tenderness, abdominal pain, dizziness, headache, and
fatigue (38).

Table 1. Twenty-one Brands of Oral Contraceptives That Can Be Used for Emergency
Contraception in the United States

Ethinyl Levonorgestrel
Estradiol per Dose (mg)®€
per Dose
Brand Company Pills per Dose* {ug)
Pian B3 ||Barr 1 white pill 0 0.75
Wyeth- Y
Ovral Ayerst 2 white pills 100 0.50
Ogestrel ||Watson 2 white pilis 100 0.50
Cryselle Barr 4 white pills 120 0.60
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Levora Watson 4 white pills 120 0.60
Wyeth- .

Lo/Ovral ||Ayerst 4 white pills 120 0.60

l.ow- I

Ogestrel || Watson 4 white pills 120 0.60

Levlen Berlex 4 light orange pills 120 0.60
Wyeth- . .

Nordette || Ayerst 4 light orange pills 120 0.60

Portia Barr 4 pink pills 120 0.60

Seasonale || Barr 4 pink pills 120 0.60

Trivora Watson 4 pink pills 120 0.50

Tri-Levien ||Berlex 4 yellow pills 120 0.50
Wyeth- .

Triphasil || Ayerst 4 ygllow pills 120 0.50

Enpresse ||Barr 4 orange pills 120 0.50
Wyeth- . .

Alesse Ayerst 5 pink pills 100 0.50

Lessina Barr 5 pink pills 100 0.50

Levlite Berlex 5 pink pills 100 0.50

Lutera Watson 5 white pills 100 0.50

Aviane Barr S orange pills 100 0.50
Wyeth- .

Ovrette Ayerst 20 yellow pills 0 0.75

*The treatment schedule is one dose as soon as possible after unprotected intercourse, and another dose 12
hours later. However, recent research has found that both doses of Plan B or Ovrette can be taken at the same
time.

#€ Thg progestin in Cryselle, Lo/Ovral, Low-Ogestrel, Ogestrel, Ovral, and Ovrette is norgestrel, which contains
two isomers, only one of which (levonorgestral) is bioactive; the amount of norgestrel in each tablet is twice the
amount of lovonorgestrel. Levonorgestrel regimens also can be formulated by substituting double the amount of
norgestrel as is indicated for levonorgestrel.

%€)pjan B is the only dadicated product specifically marketed for emergency contraception in the United States.
Preven, a combined emergency contraception pill, is no longer available on the U.S. market.

www.NOT-2-LATE.com: the emergency contracaption website. Princeton University Office of Population
Research. Princeton {NJ): Office of Population Research; 2005. Available at:

http:/fec.princeton.eduiquestions/dose himl. Retrieved October 13, 2005.

Effects on Pregnancy

No studies have specifically investigated adverse effects of exposure to emergency
contraception during early pregnancy. However, numerous studies of the teratogenic risk
of conception during daily use of oral contraceptives (including older, higher-dose
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preparations) have found no increase in risk to either the pregnant woman or the
developing fetus (39).

Existing data indicate that use of emergency contraception does not increase the chance
that a subsequent pregnancy will be ectopic. Emergency contraception, like all other
contraceptives, actually reduces the absolute risk of ectopic pregnancy by preventing
pregnancy overall (40).

Drug interactions

Although no evidence exists regarding the interaction between emergency contraception
and other medications, it is biologically plausible that any drug interactions involving
emergency contraception would be similar to those interactions observed with use of
combined estrogen&€“progestin oral contraceptives. A detailed discussion of adverse
interactions involving oral contraceptives is beyond the scope of this bulletin, but several
resources are available on this topic (4153€°45). Medications and herbal supplements that
may decrease the effectiveness of oral contraceptives (including but not limited to
rifampicin, St. John&€™s wort, certain anticonvulsants, and certain antiretrovirals) also
may reduce the efficacy of emergency contraception.

Awareness and Access

Recent surveys have documented that a large number of women are unaware of the
existence of emergency contraception or have insufficient knowledge to allow them to
use it effectively (468€°50). The resuits of a 2003 survey of Californians between the
ages of 15 and 44 years indicate that 35% did not know of any way to prevent becoming
pregnant after sex, and 43% were not aware that emergency contraception is available in
the United States (1). Many health care providers are poorly informed about this method
{51&4€"53), and access to emergency contraception through heatth care providers,
pharmacies, student health centers, urgent care centers, and other sources is limited
{54, 55). A study of 320 pharmacies in Pennsylvania found that only 35% could fill a
prescription for emergency contraception on the same day it was requested (56). Data
from a nationally representative sample of female sexual assautt victims seen in U.S.
emergency departments in 2002 indicated that only 21% of eligible women received
emergency contraception (57),

A prominent concern among both women and health care providers is that making
emergency contraception more readily available could encourage irresponsible sexual
behavior, which would increase the risks of both unintended pregnancy and sexually
transmitted diseases (58). However, numerous studies have shown that this concern is
unfounded. At least seven published randomized trials have evaluated the policy of
providing emergency contraception to women at the time of a routine gynecologic visit,
so that they will have the medication immediately available if a contraceptive mishap
occurs (4, S95€E°64). These trials compared this policy of advance provision with a policy
of instructing women to contact a clinician if emergency contraception is needed. All but
one (63) of these trials showed no difference between groups regarding self-reported
frequency of either unprotected intercourse or use of contraception. In all the trials, use
of emergency contraception was substantially more common in the group that was
provided emergency contraception in advance, and one trial found that providing
emergency contraception in advance of need resulted in earlier use of the treatment (4).

Clinical Considerations and Recommendations

+» Who are candidates for emergency contraception?
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Emergency contraception should be offered to women who have had unprotected or
inadequately protected sexual intercourse and who do not desire pregnancy. Some
emergency contraception studies have exciuded women with specific contraindications
to oral contraceptives, but no evidence demonstrates that emergency contraception is
unsafe for women with these contraindications or for those with any particular medical
conditions. Similarly, althcugh some product package inserts list contraindications similar
to those accepted for regular use of oral contraceptives, these precautions likely do not
apply to emergency contraception because of the short duration of use. The World
Health Organization&€™s "Medical Eligibility Criteria for Contraceptive Use" include no
conditions in which the risks of emergency contraception use outweigh the benefits (65).
These criteria note specifically that women with previous ectopic pregnancy,
cardiovascular disease, migraines, or liver disease and women who are breastfeeding
may use emergency contraception. No data specifically examine the risk of using
hormonal methods of emergency contraception among women with contraindications to
the use of conventional oral contraceptive preparations; nevertheless, emergency
contraception may be made available to such women. In addition, no rationale exists for
denying emergency contraception to women with undiagnosed genital bleeding.
Although existing pregnancy is not a contraindication for emergency contraception use in
terms of risk of adverse effects, emergency contraception is not indicated in women with
confirmed pregnancy because it wilt have no effect.

s What screening procedures are needed before provision of emergency
contraception?

No clinical examination or testing is required before emergency contraception is
provided. Emergency contraception should not be withheld or delayed in order to test for
pregnancy, nor should it be denied because the unprotected coital act may not have
occuited on a fertile day of the menstrual cycle. Emergency contraception generally
should be provided any time unprotected or inadequately protected intercourse occurs
and the patient is concerned that she is at risk for unwanted pregnancy.

o When should emergency contraception be initiated?

Treatment should be initiated as soon as possible after unprotected or inadequately
protected intercourse, because efficacy seems to decline substantially with time (9, 66).
Several studies have shown that both combined and progestin-only regimens are more
effective the closer dosing is to the time of intercourse (8, 35, 36, 67). However, a few
studies have not observed this time effect with the combined regimen (68, 69). Because
earlier studies demonstrated that both regimens are effective when initiated up to 72
tiours after intercourse (6, 36), some product package instructions advise use only within
that ime frame. More recent studies have shown that emergency contraception is still
moderately effective when the first dose is taken up to 120 hours after intercourse.
Therefore, emergency contraception should be made available to patients who request it
up to 120 hours after intercourse (9, 59, 69a8€"72). There currently are no data evaluating
the efficacy of emergency contraception when treatment is initiated rore than 120 hours
after intercourse.

o How effective is emergency contraception in preventing pregnancy?

In the ideal setting, the effectiveness of a preventive therapy is best measured by
comparing the probability that the condition will occur if the therapy is used with the
probability that it will occur without treatment. For emergency contraception, efficacy is
defined as the number of pregnancies observed after treatment divided by the estimated
number of pregnancies that wouid occur without treatment. When this proportion is
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subtracted from one, the resulting statistic is the &€ceprevented fraction,3€0 which
represents the estimated percentage of cases averted by the treatment. Calculation of
this statistic in clinical observation involves many assumptions that are difficult to
validate. The numerator may become artificially inflated because preexisting pregnancies
and those resulting from subsequent acts of intercourse are difficult to distinguish from
pregnancies resulting from emergency contraception treatment failure. In addition,
calculation of the denominator requires that estimates of the timing of ovulation be
compared with data about the daily probability of conception that may not be appropriate
for the study populations. Therefore, reported figures on the efficacy of emergency
contraception vary considerably and are imprecise.

Six studies comprising a total of more than 8,000 women who used the levonorgestrel-
only regimen calculated prevented fractions ranging from 60% to 94%, meaning that the
regimen reduced women&€™s chances of pregnancy by that amount (8&€°10, 35, 36,
73). Similarly, eight studies including a total of more than 3,800 women who used the
combined regimen yielded prevented fractions ranging from 56% to 89%; a meta-
analysis of pooled data from these studies concluded that the regimen prevents at least
74% of expected pregnancies (74).

Other data suggest that the levonorgestrel-only regimen is more effective than the
combined regimen. The first of two randomized frials that directly compared the two
regimens found no statistically significant difference in efficacy between failure rates of
the levonorgestrel-only regimen and the combined regimen (2.4% versus 2.7%,
respectively) (35). However, a second larger trial reported that the levonorgestrel-only
regimen was significantly more effective for preventing pregnancy than the combined
regimen (85% versus 57%, respectively) (36). Estimates based on combined data from
these two studies show a reduced relative risk of pregnancy (0.51, 95% confidence
interval, 0.314€°0.83) with the levonorgestrel-only regimen (75). Therefore, the
levonorgestrei-only regimen is preferred to the combined estrogena€”progestin regimen,
if available.

¢ Are antiemetics useful as an adjunct to treatment?

Because the incidence of nausea and vomiting is low with the levonorgestrel-only
regimen, prophylactic antiemetics are probably not necessary. With the combined
regimen, antiemetic pretreatment may be beneficial because the incidence of nausea is
reported to be 303€°60% (76). A single dose of an antiemetic taken 1 hour before the
first dose of emergency contraception has been shown to decrease the incidence or
severity of nausea (37, 77). Taking emergency contraception with food does not appear
to affect the risk of nausea (37, 78). No evidence exists that vomiting within 3 hours of
taking the dose is associated with an increased failure rate; how-ever, no studies were
designed specifically to measure this effect. Many experts recommend that the dose
should be repeated if vomiting occurs within 2 hours of taking a dose. If severe vomiting
occurs, emergency contraception may be administered vaginally. Studies of vaginally
administered combined oral contraceptive pills suggest that the hormones are effectively
absorbed through the vaginal epithelium (79, 80).

s Is emergency contraception safe if used repeatedly?

Data are not available on the safety of current regimens of emergency contraception if
used frequently over a long period. However, experience with similar regimens {81} and
with high-dose orat contraceptives suggests that the likelihood of serious harm from at
least moderate repeat use is low. Therefore, emergency contraception may be used
even if the woman has used it before, even within the same menstrual cycle. information

file://C:\Documents%20and%20Settings\Palmer%20Jones\Local%20Settings\Temporary%...

Page 7 of 17

2/7/2006



ACOG Practice Bulletin, Number 69, December 2005 — Emergency Contraception

about other forms of contraception and counseling about how to avoid future
contraceptive failures should be made available to women who use emergency
contraception, especially those who use it repeatedly.

Emergency contraception is less effective than most other available methods for long-
term contraception. In addition, continued use would result in exposure to higher total
levels of hormones than those of either combined or progestin-only oral contraceptives,
and frequent use also would resuit in more side effects, including menstrual irregularities.
Therefore, emergency contraception should not be used as long-term contraception.

s What clinical follow-up is needed after use of emergency contraception?

No scheduled follow-up is required after use of emergency contraception. However, the
woman should be advised that if her menstrual period is delayed by a week or more, she
should consider the possibility that she may be pregnant and seek clinical evaluation. A
woman also should seek follow-up care for persistent irregular bleeding or lower
abdominal pain because these symptoms could indicate a spontaneous abortion or an
ectopic pregnancy. Women also should be advised about available resources if they
need ongoing contraceptive or other services, such as testing for sexually transmitted
diseases, at the time emergency contraception is provided or at some convenient time
thereafter.

o When should regular contraception be initiated or resumed after use of
emergency contraception?

Treatment with emergency contraception may not protect against pregnancy in
subsequent coital acts (9); in fact, because emergency contraception may work by
delaying ovulation, women who have taken emergency contraception are at risk for
becoming pregnant later in the same menstrual cycle. Therefore, all women should begin
using barrier contraceptives to prevent pregnancy (eg, condoms, diaphragms, and
spermicides) immediately after taking emergency contraception. Short-term hormonal
contraceptives (eg, pills, patches, and rings) may be started either immediately (with a
backup barrier method) or after the next menstrual period. Long-term hormonal methods
should be started after the next menstrual period, when it is clear that the patient is not
pregnant.

o How can access to emergency contraception be facilitated?

To maximize the effectiveness of treatment, women should be able to obtain emergency
contraception quickly when the need arises. Providing an advance prescription or supply
of emergency contraception, educating staff who may be in contact with the patient about
its avaitability, and prescribing it by phone without requiring an office visit will facilitate
access (82).

o When is an intrauterine device appropriate for emergency contraception?

Use of a copper 1UD for emergency contraception, first reported in 1976 (83), has been
studied in prospective cohort trials with pregnancy rates of 03€0.1% (84). In these trials,
the IUD was inserted up to 5 days after unprotected intercourse. A more recent report of
1,013 women who underwent insertion of a copper 1UD for emergency contraception,
inctuding 170 nulliparous women, found a pregnancy rate of 0.2% (85). One advantage
of the copper IUD for emergency contraception is that it can be retained for continued
long-term contraception. The same study found 86% of parous women and 80% of
nulliparous women maintained the IUD for contraception. No randomized controlled trials
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have compared IUD insertion with medical regimens for emergency contraception. A
recent meta-analysis concluded that the 1UD is very effective for emergency
contraception but that further comparative studies are needed (86).

The copper T380A is appropriate for emergency contraception in women who meet
standard criteria for IUD insertion and is most effective if inserted within 5 days after
unprotected intercourse. This method is particularly useful for women who desire long-
term contraception and who are otherwise appropriate candidates for IUD use.

Summary of Recommendations and Conclusions

The following recommendations are based on good and consistent scientific
evidence (Level A):

¢ Emergency contraception should be offered or made available to women who
have had unprotected or inadequately protected sexual intercourse and who do
not desire pregnancy.

s The levonorgestrel-only regimen is more effective and is associated with less
nausea and vomiting; therefore, if available, it should be used in preference to the
combined estrogen&€*progestin regimen.

¢ The 1.5-mg levonorgestrel-only regimen can be taken as a single dose.

s The two 0.75-mg doses of the levonorgestrel-only regimen are equally effective if
taken 12&€“24 hours apart.

+ To reduce the chance of nausea with the combined estrogen&€"progestin
regimen, an antiemetic agent may be taken 1 hour before the first emergency
contraception dose.

s Prescription or provision of emergency contraception in advance of need can
increase availability and use.

The following recommendations are based on limited or inconsistent scientific
evidence (Level B):

¢ Treatment with emergency contraception should be initiated as soon as possible
after unprotected or inadequately protected intercourse to maximize efficacy.

« Emergency contraception should be made available to patients who request it up
to 120 hours after unprotected intercourse.

« No clinician examination or pregnancy testing is necessary before provision or
prescription of emergency cantraception.

The following recommendations are based primarily on consensus and expert
opinion (Level C);

o No data specifically examine the risk of using hormonal methods of emergency
contraception among women with contraindications to the use of conventional oral
contraceptive preparations; nevertheless, emergency contraception may be made
available to such women.

o Clinical evaluation is indicated for women who have used emergency
contraception if menses are delayed by a week or more after the expected time or
if lower abdominal pain or persistent irregular bleeding develops.

« Information regarding effective contraceptive methods should be made available
either at the time emergency contraception is prescribed or at some convenient
time thereafter.

s Emergency contraception may be used even if the woman has used it before,
even within the same menstruat cycle.
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Additional Resources

Emergency Contraception Hotline: 1-888-NOT-2-LATE

World Wide Web Pages:

. & & 0

The Amearican College of Obstetricians and Gynecologists: www.acog.org
Emergency Contraception: hitp://www.not-2-late.com

International Consortium for Emergency Contraception: hitp://www.cecinfo.org
Pastillas Anticonceptivas de Emergencia: http:.//www.en3dias.org.mx

References

1.

10.

Henry J. Kaiser Family Foundation. Emergency contraception in California.
Findings from a 2003 Kaiser Family Foundation survey. Menlo Park (CA): KFF;
2004. Available at: hitp:/mwww kff.org/womenshealth/upload/Emergency-
Contraception-in-California.pdf. Retrieved August 18, 2005. (Level 1)

Lete |, Cabero C, Alvarez D, Qlle C. Observational study on the use of emergency
contraception in Spain: results of a national survey. Eur J Contracept Reprod
Health Care 2003;8:2034€"9. (Level 11-2)

Tyden T, Wetterholm M, Odlind V. Emergency contraception: the user profile. Adv
Contracept 1998;14:171&€8. (Level lll)

Gold MA, Wolford JE, Smith KA, Parker AM. The effects of advance provision of
emergency contraception on adolescent women3€™s sexual and contraceptive
behaviors. J Pediatr Adolesc Gynecol 2004;17:874€°96. (Level 1)

Harvey SM, Beckman LJ, Sherman C, Petitti D. Women&€™s experience and
satisfaction with emergency contraception. Fam Plann Perspect
1999;31:2374€40, 260. (level II1)

Yuzpe AA, Thurlow HJ, Ramzy |, Leyshon JI. Post coital contraception&€™A pilot
study. J Reprod Med 1974;13:53&4€"8. (Level I1-3)

Kesseru E, Garmendia F, Westphal N, Parada J. The hormonal and peripheral
effects of d-norgestrel in postcoital contraception. Contraception
1974;10:4115€24. (Level IN)

Arowojolu AO, Okewole A, Adekunle AO. Comparative evaluation of the
effectiveness and safety of two regimens of levonorgestrel for emergency
contraception in Nigerians [published erratum appears in Contraception
2003;67:165]. Contraception 2002;66:2694€"73. {Level 1)

von Hertzen H, Piaggio G, Ding J, Chen J, Song S, Bartfai G, et al. Low dose
mifepristone and two regimens of levonorgestrel for emergency contraception: a
WHO multicentre randomised trial. WHO Research Group on Post-Ovulatory
Methods of Fertility Regulation. Lancet 2002;360:18034€"10. (Level )

Ngai SW, Fan 8, Li S, Cheng L, Ding J, Jing X, et al. A randomized trial to
compare 24 h versus 12 h double dose regimen of levonorgestrel for emergency

Page 10 of 17

file://C:\Documents%20and%20Settings\Palmer%20Jones\Local%208Settings\Temporary%...  2/7/2006



ACOG Practice Bulletin, Number 69, December 2005 — Emergency Contraception Page 11 of 17

contraception. Hum Reprod 2005;20:3073€"11. (Level I)

11. Croxatto HB, Devoto L, Durand M, Ezcurra E, Larrea F, Nagle C, et al.
Mechanism of action of hormonal preparations used for emergency contraception:
a review of the literature. Contraception 2001;63:1118€°21. (Level lll)

12. Croxatto HB, Ortiz ME, Mulier AL. Mechanisms of action of emergency
contraception. Steroids 2003;68: 10952€"8. (Level IIl)

13. Gemzell-Danielsson K, Marions L. Mechanisms of action of mifepristone and
levonorgestrel when used for emergency contraception. Hum Reprod Update
2004;10: 3414€"8. (Level )

14. Grimes DA, Raymoend EG. Emergency contraception. Ann intern Med
2002;137:1804€"9. (Level lil)

15. Croxatte HB, Fuentealba B, Brache V, Salvatierra AM, Alvarez F, Massai F, et al.
Effects of the Yuzpe regimen, given during the follicular phase, on ovarian
function. Contraception 2002;65:1214€"8. (Level II-3)

16. Durand M, del Carmen Cravioto M, Raymond EG, Duran-Sanchez Q, De la Luz
Cruz-Hinojosa M, Castell-Rodriguez A, et al. On the mechanisms of action of
short-term levonorgestrel administration in emergency contraception.
Contracepfion 2001;64:2273€"34._ (Level I)

17. Hapangama D, Glasier AF, Baird DT. The effects of peri-ovulatory administration
of levonorgestrel on the menstrual cycle. Contraception 2001,63:123&€9. (Level
1-3)

18. Ling WY, Robichaud A, Zayid |, Wrixon W, MacLeod SC. Mode of action of DL-
norgestrel and ethinylestradicl combination in postcoital contraception. Fertil Steril
1979;32:2974€°302. (Level 11-3)

19. Marions L, Hultenby K, Lindell I, Sun X, Stabi B, Gemzell-Danielsson K.
Emergency contraception with mifepristone and levonorgestrel; mechanism of
action. Obstet Gynecol 2002;100:654€"71. (Level |I-3)

20. Marions L, Cekan $Z, Bygdeman M, Gemzell-Danielsson K. Effect of emergency
contraception with levonorgestrel or mifepristone on ovarian function.
Contraception 2004;69:373&€"7. (Level Il-2)

21. Swahn ML, Westlund P, Johannissan E, Bygdeman M. Effect of post-coital
contraceptive methods on the endometrium and the menstrual cycle. Acta Obstet
Gynecol Scand 1996;75.738a€"44. (Level II-2)

22. Kubba AA, White JO, Guillebaud J, Elder MG. The biochemistry of human
endometrium after two regimens of postcoital contraception: a dl-
norgestrel/ethinylestradiol combination or danazol. Fertil Steril 1986;45:5124€°6.
(Level lll)

23. Ling WY, Wrixon W, Zayid |, Acorn T, Popat R, Wilson E. Mode of action of di-
norgestrel and ethinylestradiol combination in postcoital contraception. ll. Effect of
postovulatory administration on ovarian function and endometrium. Fertil Steril

file://C:\Documents%20and%20Settings\Palmer%20Jones\Local %208ettings\Temporary%... 2/7/2006




ACOG Practice Bulletin, Number 69, December 2005 — Emergency Contraception

1983;39:2924€°7. (Level 11-3)

24. Young DC, Wiehle RD, Joshi SG, Poindexter AN 3rd. Emergency contraception
alters progestercne-associated endometrial protein in serum and uterine luminal
fluid. Obstet Gynecol 1994;84:2664€°71. (Level HI)

25. Muller AL, Llados CM, Croxatto HB. Postcoital treatment with levonorgestrel does
not disrupt postfertiization events in the rat. Contraception 2003;67:4153€°9.
(Level 1I})

26. Ortiz ME, Ortiz RE, Fuentes MA, Parraguez VH, Croxattc HB. Post-coital
administration of levonorgestrel does not interfere with post-fertilization events in
the new-world monkey Cebus apella. Hum Reprod 2004;19:13524E°6. (Level I}

27. Raymond EG, Lovely LP, Chen-Mok M, Seppala M, Kurman RJ, Lessey BA.
Effect of the Yuzpe regimen of emergency contraception on markers of
endometrial receptivity. Hum Reprod 2000;15:23512€"5. (Level |I-2)

28. Taskin O, Brown RW, Young DC, Poindexier AN, Wiehle RD. High doses of oral
contraceptives do not after endometrial alpha 1 and a'pha v beta 3 integrins in the
late implantation window. Fertil Steril 1994,;61:8504€"5. (Level IIl)

29. ¥Kesseru E, Camacho-Ortega P, Laudahn G, Schopflin G. In vitro action of
progestogens on sperm migration in human cervical mucus. Fertil Steril
1975;26:574€°61. (Level I1-3)

30. Ling WY, Wrixon W, Acom T, Wilson E, Collins J. Mode of action of dl-norgestrel
and ethinylestradiol combination in postcoital contraception. lll. Effect of
preovulatory administration following the luteinizing hormone surge on ovarian
steroidogenesis. Fertit Steril 1983;40:6315€"6. (Level 11-3)

31. Trussell J, Raymond EG. Statistical evidence about the mechanism of action of
the Yuzpe regimen of emergency contraception. Obstet Gynecol
1999:93.8723€"6. (Level lI)

32. Conard LA, Gold MA. Emergency contraceptive pills: a review of the recent
literature. Curr Opin Obstet Gynecol 2004;16:3894€°95. (Level 1ll)

33. Bacic M, Wesselius de Casparis A, Diczfalusy E. Failure of large doses of ethinyl
estradiol to interfere with early embryonic development in the human species. Am
J Obstet Gynecol 1970;107:5314€*4. (Level ill)

34. Vasilakis C, Jick S5, Jick H. The risk of venous thromboembolism in users of
postcoital contraceptive pills. Contraception 1999,59:79a8€83. (Level I1-2)

35. Ho PC, Kwan MS. A prospective randomized comparison of levonorgestrel with
the Yuzpe regimen in post-coital contracepfion. Hum Reprod 1993;8:38%4€92.
(Level I)

36. Randomised controlled trial of levonorgestrel versus the Yuzpe regimen of
combined oral contraceptives for emergency contraception. Task Force on
Postovulatory Methods of Fertility Regulation. Lancet 1998;352:4283€“33. (Level

1

Page 12 of 17

file://C:\Documents%20and%20Settings\Palmer%20Jones\Local%20Settings\Temporary%... 2/7/2006



ACOQG Practice Bulletin, Number 69, December 2005 — Emergency Contraception

37. Raymond EG, Creinin MD, Barnhart KT, Lovvorn AE, Rountree RW, Trussell J.
Meclizine for prevention of nausea associated with use of emergency
contraceptive pills: a randomized trial. Obstet Gynecol 2000,95:271a€7. (Level I)

38. Van Santen MR, Haspels AA. Interception Il: postcoital low-dose estrogens and
norgestrel combination in 633 women. Contraception 1985;31:2753€"93. (Level II-
3)

39. Prescription drug products; certain combined oral contraceptives for use as
postcoital emergency contraception; notice. Fed Regist 1997,62:86094€"12.
(Level lI)

40. Trussell J, Hedley A, Raymond E. Ectopic pregnancy following use of progestin-
only ECPs. J Fam Plann Reprod Health Care 2003,29:249. (Level lll}

41. Breckenridge AM, Back DJ, Orme M. Interactions between oral contraceptives
and other drugs. Pharmacol Ther 1979;7:6178€"26. (Level Ill)

42. Dickinson BD, Altman RD, Nielsen NH, Sterling ML. Drug interactions between
oral contraceptives and antibiotics. Council on Scientific Affairs, American Medical
Association. Qbstet Gynecol 2001;98:8538€°60. (Level iil)

43. Geurts TB, Goorissen EM, Sitsen JM. Summary of drug interactions with oral
contraceptives. Carnforth, Lancs (UK); Pearl River (NY): Parthenon Publishing
Group; 1993,

44. Shenfield GM. Drug interactions with oral contraceptive preparations. Med J Aust
1986;144:2054€“11. (Level III)

45. Szoka PR, Edgren RA. Drug interactions with oral contraceptives: compilation and
analysis of an adverse experience report database. Fertil Steril
1988;49:3154€"88S. (Level llI)

46. Abbott 4, Feldhaus KM, Houry D, Lowenstein SR. Emergency contraception: what
do our patients know? Ann Emerg Med 2004,43:3764€"81. (Level lli)

47. Foster DG, Harper CC, Bley JJ, Mikanda JJ, indunia M, Saviano EC, et al.
Knowledge of emergency contraception among women aged 18 to 44 in
California. Am J Qbstet Gyneccl 2004;191:150&€"6. (Level lIl)

48. lIsaacs JN, Creinin MD. Miscommunication between healthcare providers and
patients may result in unplanned pregnancies. Contraception 2003;68:3734€6.
(Level HI)

49. Romo LF, Berenson AB, Wu ZH. The role of misconceptions on Latino
womena€™s acceptance of emergency contraceptive pills. Contraception
2004,69:2275€“35. (Level 111}

50. Spence MR, Elgen KK, Harwell TS. Awareness, prior use, and intent to use
emergency contraception among Montana women at the time of pregnancy
testing. Matern Child Health J 2003,7:1974€"203. (Level lli)

51. Golden NH, Seigel WM, Fisher M, Schneider M, Quijano E, Suss A, et al.

Page 13 of 17

file://C:\Documents%20and%20Settings\Palmer%20Jones\Local%208ettings\Temporary%... 2/7/2006



ACOG Practice Bulletin, Number 69, December 2005 — Emergency Contraception

Emergency contraception; pediatricians&€™ knowledge, attitudes, and opinions.
Pediatrics 2001;107: 287&€42. (Level Ill)

52. KhanY, Sbrocca N, Stanojevic S, Penava D. Exposure to emergency
contraception in an undergraduate medical curriculum. J Obstet Gynaecol Can
2003;25:3915€"5. (Level HI)

53. Sherman CA, Harvey SM, Beckman LJ, Petitti DB. Emergency contraception:
knowledge and attitudes of health care providers in a health maintenance
organization [published erratum appears in Womens Heatth Issues 2001;11:503].
Womens Heaith Issues 2001;11:4483€"57. (Level Ilf)

54. Brening RK, Dalve-Endres AM, Patrick K. Emergency contraception pills (ECPs):
current trends in United States college health centers. Contraception
2003;67:4493€"56. (Level III)

55. Wallace JL, Wu J, Weinstein J, Gorenflo DW, Fetters MD. Emergency
contraception: knowledge and attitudes of family medicine providers. Fam Med
2004;36:4173€°22. (Level II)

56. Bennett W, Petraitis C, D&€™Anella A, Marcella S. Pharmacists8€™ knowledge
and the difficulty of obtaining emergency contraception. Contraception
2003;68:2613€"7. (Level lll)

57. Rovi S, Shimoni N. Prophylaxis provided to sexual assault victims seen at US
emergency departments. J Am Med Womens Assoc 2002;57:2044€"7. (Level 11-3)

58. Karasz A, Kirchen NT, Gold M. The visit before the morning after; barriers to
preprescribing emergency contraception. Ann Fam Med 2004,2:2453€°50. (Level
1))

59. Ellertson C, Ambardekar S, Hedley A, Covyaji K, Trussell J, Blanchard K.
Emergency contraception: randomized comparison of advance provision and
information only. Obstet Gynecol 2001;98:5705€°5. (Level I)

60. Glasier A, Baird D. The effects of seif-administering emergency contraception. N
EnglJ Med 1998;339:14€"4. (Lovel II-1)

61. Jackson RA, Bimla Schwarz E, Freedman L, Darney P. Advance supply of
emergency contraception. Effect on use and usual contraception&€"a randomized
trial. Obstet Gynecol 2003;102:88€"16. (L.evel I}

62. Lo SS, Fan SY, Ho PC, Glasier AF. Effect of advanced provision of emergency
contraception on womena€™s contraceptive behaviour: a randomized controlled
trial. Hum Reprod 2004,19:24048€“10. (Level )

63. Raine T, Harper C, Leon K, Darney P. Emergency contraception: advance
provision in a young, high-risk clinic population. Obstet Gynecol 2000;96:1a€"7.
{Level 1I-1)

64. Raine TR, Harper CC, Rocca CH, Fischer R, Padian N, Klausner JD, et al. Direct
access to emergency contraception through pharmacies and effect on unintended
pregnancy and STis: a randomized controlled trial. JAMA 2005;293:544€"62.

Page 14 of 17

file://C:\Documents%20and%20Settings\Palmer%20Jones\Local%20Settings\Temporary%... 2/7/2006



ACOG Practice Bulletin, Number 69, December 2005 — Emergency Contraception

65,
66.

67.

68.
69.
70.

7.

72,
73.
74.
75.
76.
77.

78,

file://C:\Documents%20and%20Settings\Palmer%20Jones\Local%20Settings\Temporary%...

{Level I)

World Health Organization. Medical eligibility criteria for contraceptive use. 3rd ed.
Geneva: WHO; 2004. Available at: hitp:./www.who.int/reproductive-
health/publications/med/mec.pdf. Retrieved August 18, 2005. (Level IIl)

Piaggio G, von Herizen H, Grimes DA, Van Look PF. Timing of emergency
contraception with levonorgestrel or the Yuzpe regimen. Task Force on
Postovulatory Methods of Fertility Regulation. Lancet 1999;353:721. (Level Il!)

Kane LA, Sparrow MJ. Postcoital contraception: a family planning study. N Z Med
J 1989;102:1514€"3. (Level 1-3)

Trussell J, Ellertson C, von Hertzen H, Bigrigg A, Webb A, Evans M, et al.
Estimating the effectiveness of emergency contraceptive pills. Contraception
2003;67:2594€“65. (Level lll)

Trussell J, Ellertson C, Rodriguez G. The Yuzpe regimen of emergency
contraception: how long after the morning after? Obstet Gynecol
1996;88:1504€"4, (Meta-analysis)

Elertson C, Evans M, Ferden S, Leadbetter C, Spears A, Johnstone K, et al.
Extending the time limit for starting the Yuzpe regimen of emergency
contraception to 120 hours. Obstet Gynecol 2003;101:11684€"71. (Level 11-3)

Grou F, Redrigues |. The moming-after pill3€™how long after? Am J Obstet
Gynecol 1994;171:15294€°34. (Meta-analysis)

Rodrigues |, Grou F, Joly J. Effectiveness of emergency contraceptive pills
between 72 and 120 hours after unprotected sexual intercourse. Am J Obstet
Gynecol 2001; 184:5314€7. (Level 1I-2)

Hamoda H, Ashok PW, Stalder C, Flett GM, Kennedy E, Templeton A. A
randomized trial of mifepristone (10 mg) and levonorgestrel for emergency
contraception. Obstet Gynecol 2004;104:13072€"13. (Level I)

Trussell J, Rodriguez G, Ellertson C. Updated estimates of the effectiveness of
the Yuzpe regimen of emergency contraception. Contraception
1999;59:1474€"51. (Level Iil}

Raymond E, Taylor D, Trussell J, Steiner MJ. Minimum effectiveness of the
levonorgestrel regimen of emergency contraception. Contraception
2004;69:7935€"81. (Level Iil)

Rowlands S, Guillebaud J, Bounds W, Booth M. Side effects of danazol compared
with an ethinyleestradiol/norgestrel combination when used for postcoital
contraception. Contraception 1983;27:39a€"48. (Level 1)

Ragan RE, Rock RW, Buck HW. Metoclopramide pretreatment attenuates
emergency contraceptive-associated nausea. Am J Obstet Gynecol
2003;188:330a€“3. (Leve! 1I-1)

Ellertson C, Webb A, Blanchard K, Bigrigg A, Haskell S, Shochet T, et al.

Page 15 of 17

2/7/2006



ACOG Practice Bulletin, Number 69, December 2005 — Emergency Contraception

Modifying the Yuzpe regimen of emergency contraception: a multicenter
randomized controfled trial. Obstet Gynecol 2003;101:1160a€"7. (l.evel I)

79. Alvarez F, Faundes A, Johansson E, Coutinho E. Blood levels of levonorgestrel in
women following vaginal placement of contraceptive pills. Fertil Steril 1983;40:

120&€"3. (Level II})

80. Back DJ, Grimmer SF, Rogers S, Stevenson PJ, Orme ML. Comparative
pharmacokinetics of levonorgestrel and ethinyloestradiol following intravenous,
oral and vaginal administration. Contraception 1987;36:471&€"9. (Level 1I-3)

81. Efficacy and side effects of immediate postcoital levonorgestrel used repeatedly
for contraception. United Nations Development Programme/United Nations
Population Fund/World Health Organization/Worid Bank Special Programme of
Research, Development and Research Training in Human Reproduction, Task
Force on Post-Ovulatory Methods of Ferility Regulation. Contraception

2000;61:3034€"8. (Level 1I-3)

82. Raymond EG, Spruyt A, Bley K, Colm J, Gross S, Robbins LA. The North Carolina
DIAL EC project: increasing access to emergency contraceptive pills by
telephone. Contraception 2004,69:3674€°72. (Level Ill)

83. Lippes J, Malik T, Tatum HJ. The postcoital copper-T. Adv Plan Parent

1976;11:242€"9. (Level Hl)

84. Trussell J, Leveque JA, Koenig JD, London R, Borden S, Henneberry J, et al. The
economic value of contraception; a comparison of 15 methods. Am J Public

Health 1995;85:4944€°503. {L.evel HI)

85. Zhou L, Xiao B. Emergency contraception with Multiload Cu-375 SL IUD: a
multicenter clinical trial. Contraception 2001;64:1073€"12. (Level I}

86. Cheng L, GA%Imezoglu AM, Van Oel CJ, Piaggio G, Ezcurra E, Van Look PF.
Interventions for emergency contraception. The Cochrane Database of Systematic
Reviews 2004, Issue 3. Art. No.: CD001324. DOI:
10.1002/14651858.CD001324.pub2. (Meta-analysis)

The MEDLINE database, tha Cochrane Library, and ACOG's own
internal rasources and documents were used to conduct a
literatura search to locate relevant articles published batween
January 1985 and January 2005. The search was restricted to
articles published in the English language. Priority was given to
articles reporting results of originat research, although review
articles and commentaries also ware consulted. Abstracts of
research presented at symposia and scientific conferences were
not considerad adequate for inclusion in this document,
Guidelines published by organizations ot institutions such as the
National Institutes of Health and the American College of
Obstetricians and Gynecologists were reviewed, and additionat
studies were located by reviewing bibliographies of identified
articles. When reliable research was not available, expert
opinions from obstetrician—gynecologists were used.

Studies were reviewed and evaluated for quality according to the
method outlined by the U.S. Prevantive Services Task Force:
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| Evidence obtained from at least one properly designed 409 12th Street, SW, PO Box
randomized controlled trial. 96920
Washington, DC 20090-6920
lI-1 Evidence cbtained from weli-designed controlled trials without
randomization. 12345/98765
I-2 Evidence obtained from weli-designed cohort or case—control Emergency contraception. ACOG
analytic studies, preferably from more than one center or Practice Bulletin No. 9. American
research group. College of Obstetricians and
Gynscologists. Cbstet Gynecol 2005,
1{-3 Evidence obtained from multiple time series with ot without 106:14 2.
the intervention. Dramatic results in uncontrofled experiments
also could be regarded as this type of evidence.
1{i Opinions of respectad authorities, based on dinical experience,
descriptive studies, or reports of expert committees.
Based on the highest level of evidence found in the data,
recommendations are provided and graded according to the
following categories:
Level A—Recommendations are based on good and consistent
scientific evidence.
Level B—Recommendations are based on limited or inconsistent
scientific evidence.
Level C—Recommendations are basad primarily on consensus
and expert opinion.
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Pharmacist: Why I won’t sell ‘Plan B’

By SHAWNE K. WICKHAM
Sunday News Staff

A phammacist who refused to dis-
pense emergency contraception to a
woman last September because of his
personal beliefs no longer works at
the Brooks Pharmacy in Laconia.

Todd Sklencar told the Sunday
News he left that job in October and
now works at Wal-Mart in Rochester.
He said Wal-Mart pharmacies do not
stock the “Plan B” product, an elevat-
ed dose of birth control often called
the “morning-after pill” because it
can prevent pregnancy when taken
within several days of unprotected
sex.

And Sklencar said that makes Wal-
Mart “a better fit” for him. “It's nice

" to not have it be an issue.”

Emergency contraception is be-

coming more of an issue around the
country, as other pharmacists do
what Sklencar did. Their objection is
based on the possibility that the med-
ication, if taken after an egg already
has been fertilized, can prevent im-
plantation. -

And that's what Sklencar told a

woman when she asked him to fill

her prescription for the drug last fall,

he said.

“I was taught that life begins at fer- .

tilization,” he told the Sunday News
yesterday. “When an egg is fertilized
by the sperm, life begins at fertiliza-
tion, and this product will end that
life so I can’t dispense it.”

“I said one sentence, and I tried to
back out of it a couple times. I never
mentioned ethical, I never mentioned
moral, I never mentioned religion.”

“T was taught that life
begins at fertilization.
When an egg is fertilized
by the sperm, life begins
at fertilization, and this
- product will end that life
so I can’t dispense it.”

TODD SKLENCAR
pharmadst

Sklencar said press reports about
the incident failed to note that he of-
fered to transfer the woman’'s pre-
scription to another pharmacy just a
few miles away. “It was refused
twice.” .

Instead, he said the woman came
back later that same night with her

father and again tried to get him to
fill the prescription. “They wanted to

_force the issue, force me to do this.”

Sklencar said his employer at the
time, Brooks pharmacy in Laconia,
backed him “behind the scenes,” but
“not publicly.”

Sklencar said the store did make
“an accommeodation” for him, allow-
ing him to refer any requests for the
Plan B prescription to another phar-
macist on duty. But he said he felt he
was "being targeted” after the public-

ity surrounding the September inci-

dent: “As in, somebedy that wanted
to do this. while I was on duty would
come in and testit.”

Sklencar said he would like the
State Board of Pharmacy to adopt
some sort of “conscience clause” that
would allow pharmacists to follow
their personal beliefs in such martters,

And that would be especially im-
portant, he said, now that the Legisla-
ture has approved a program that will
allow women of all ages to obtain
Plan B directly from participating
pharmacists without having to first
get a prescription from a doctor;

Sklencar said he wishes the Legisla-
ture had set some age limijts for thé
program. And he would like to see
the medical information that accom-
panies the medication explain the bi-
ological process involved. “The
company promotes it as not ending a
pregnancy, and I guess by the cuurent
definitions that would be true.”

But he said, “Somewhere between
fertilization and implantation, if that
life has started, this product would
end that life, and the person that
picks up the emergency contracep-
tion should be made aware of that.”
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fore the'y join the program.

And that process will likely
put off the program until next
year.

Unresolved issues

Paul Boisseau, executive sec-

retary for the State Board of BE

Pharmacy, called the language
of SB 30 “very vague.” He wants
the Artorney General's office to
clarify some legal issues before
his board begins the rule-mak-
ing process.

Among them:

® Can the board establish
miniraum age or parental noti-
fication requirements?

® What legal obligations does
a participating pharmnacist have
to notify officials if a woman re-
ports beluﬁjthe victim of a rapef

® What liability does a phar-
rnacist have for afat possible ad-
verse outcome after dispensi
ECPs? nene

® Can the board include a
“conscience clause” so a phas-
macist could refuse to dispense
the medicine to a customer for
-ethical reasons?

Medical experts s:gjeme:gen-
€y contracepticn, ch works
by preventing ovulation, fertil-
ization or implantation of a fer-
tilized egg, can waork within five
days after unproiected sex but
is most effective when taken as
early as possible, That is what is
driving states to allow programs
like the New Hampshire Legis-
lature just approved.

Boisseau said the board of
pharmacy will take up the issue
at its next meeting on June 15;
he plans to contact other states

successful rograms 10 see
what has wmkesI elsewhere.

Maine is the only other East-
ern state with such a pro; ;
laws also have passed in Am
Califomnia, Hewaii, New Mexico
and Washington.

The New Hampshire Legisla-
ture passed a similar measure
last year, but then-Gov. Craig
Benson vetoed it.

Legislative intent

Sen. Lou D’'Allesandro, D-
Manchester, who sponsored SB
30, told the Sunday News he
does not believe the board of
pharmacy can include in its
rules an age limit or parental
consent clause, even for the
youngest children, He said the

with drafting rules for a program

TOM THISEAULTAUNON LEADER
Ronald L Petrin, owner of Bedford Pharmacy, holds a pack of Plan B
pills. He serves on the state board of pharmacy, which is charged

to allow women to obtain emer-

gency contraception fike Plan B from a pharmacist without a doctor’s

il

legislative intent is clear.

When the measure came be-
fore the House last Wednesday,
a floor amendment to limit the
program to women 18 and
older, and require parental con-

.sent for younger teens, failed by

a 14]-225 vote,

“They tried to amend the bill
so that those parameters could
be Put in but they were refect-

D'Allesandro said.

Ann Lamey, chief of the civil
bureau for. the state Attorney
General's office, told the Sun-
day News on Friday that the
legislative h.lstory of the mea-
sure would be “an important
factor” her office would consid-
er in admsmg the pharmacy
board.

“The Leglslature is the policy
maket, and the agencies ... are
there to carry out the pollcy
that js contained in the law,”

she said.

“The purpose of & rule is to
implement and interpret the
statute, not 10 add or subtract
from ir."

Lynch spokesperson Pamela
Walsh also said the House ac-
tion makes legislative "intent
clear. *T would think if the Leg-
istature has considered some-
thing and rejected it, it would
be hard to write administrative
rules that contradict legislative
intent.”

Limits for young girls

Asked if the governor person-
ally favors any age limit at all
for such a program, Waish said,
“He believes families should
talk about this issue and he
hopes that they do, but that you
can't legislate family communi-
cation.”
* “We don't have an age limit

on selling other forms of birth
control, like condoms,” she
added.

However, a young girl would
have to see a medical practi-
tioner to get a prescription for
birth control pills. The new
emergency contraception pro-

gram puts the burden on the

pharmacist for dispensing the
higher dosage of the pills,

And that makes some phar-
macists uneasy.

Pharmadist misgivings

Ken Gillis, owner of Ken's
Pharmacy in Manchester, said
he would like to see the board
draft rules that contain an age
limit. “If 1 had my say, I would
prefer not to dispense it to mi-
nors without permission from
their parents,” he said.

“Children are precious,” Gillis
said. “You don't want to take
care of someone else's child or
do something to someone else’s
child without the permission of
their paren1s.”

Boisseau said he understands
such misgivings. “It's difficult.
What's the age that you really
question this? When do you re-
ally have a concem or a moral
abligation that you just can't
continue without doing a pa-
rental notification?”

*So without having a min-
imum age requirement 1 think
it'lt make It very difficult to de-
velop rules that pharmacists
would be somewhat comfort-
able with,” Boisseau said.

Don Messina, president of
the New Hampshire Pharma-
cists Association, said he would
like the board to include what's
known as a “conscience clause”
in its rules, allowing a pharma-
cist 10 refuse to dispense ECPs
to someone if he has a moral or

ethical objection. “It gives us an
:apﬁon to say yes or no,” he

The organization Pharmacists
for Life International, which op-
poses emergency contraception
and labels it “chemical abor-
tion,” has been pushing for
states to adopt conscience
clauses, to allow practitioners
to exercise their own moral
judgment in such matters,
Making choices

But D'Allesandro stressed
that while participation in the

emergency contraception pro- as

gram in New Hampshire will be
voluntary, once a pharmacist
agrees to participate, he cannot

decline to offer the medication

to certain custorners. If some-
one has a moral concern about
dispensing to minors, for in-
stance, “Then the pharmacist as
shouldn't participate, because
there is no age limit in the bilL”
Gillis expects some pharma-
cists will in fact choose not to
participate. “1 suppose that’s a
way out If you don't want to
dispense it or be forced to dis-
gense d:; to a mino a;ybyggy just
on't nse it to o
But Mg:r.ina said pharmacists
make ethical choices all the
time in everyday practice. And
he believes that's how the
emergency confraception pro-
will work as well.

Public hearings part of rule- makmg process

A community asset

Ron Pewin is the owner of
Bedford Pharmacy and one of
five pharmacists who serve on
the state board. He said he
hasn't made up his mind, but
leans toward not putting age
limits on the program,

“Would | be comfortable with
a 13-year-ald? Probably not. But
if a 13-year-old is having sex, it
might be wiser to not get preg-
nant than to tum into a 13-
year-old mother,” he said.
Petrin sees the new program

"a pood opportunity” for
pharmacists. "We are one of the
most readily accessible health
care practitioners out there, and
I think with adequate knowl-
edge and wraining we can be an
asset to the community, partic-
m:arthlgl,rs with something as timely

Once the board writes its
proposed rules, it will hold a
public hearing. Then the rules
g to the joint Legislative Com-
miftee on Administrative Rules
(JLCAR).

Any changes from the JLCAR
are reviewed by the phamacy
board, and then go back to the
commitiee for another public
hearing, Boisseau said. And
based on public input, "The
proposed rules could be further

ended.”

“I think each individual case am

is going to warrant considera-
tion,” he said,
“They can tell us OK, that's

‘going to be the siration and

spell it out and all the rest of it
But when it comes right down
to the situation, I think the

‘pharmacist is going to be able

to make a good judgmem call

as to yea or nay.”

Boissean said the new pro-
gram could be in place by the
beginning of next year — but
that's only if the rule-making
doesn't hit a snag,

“We atways say that rulemak-
ing takes longer than getting
laws passed in this state,” he
said. 'Itisnlen{:hyandwm
belsomep




Pharmacies’ policies vary
on dispensing ‘Plan B’ pills

By SHAWNE K. WICKHAM
Sunday News Staff

Independent pharmacists in New Hamp-
shire can choose whether to stock and dis-
pense emergency contraception and other
medications that could raise ethical issues.

But those who work for some chain drug-
tores may not have a choice.

Helene Bisson, a spokesman for Brogks
Pharmacy, said by company policy, “Our
pharmacists cannot deny care to any pa-
tients.” :

She sent the Sunday News a press rele
issued last month that states, “Our pharma-
cists must ensure that patients receive their

prescription needs regardless of any religious,

political or moral beliefs.”

The statement notes Brooks Pharmacy
stores have traditionally carried the “Plan B”
emergency contraception product “and will
continue to provide it.”

Jody Cook, spokesman for Rite Aid, which
has about 40 pharmacies in New Hampshire,
said the company’s policy allows for pharma-
cists to act on their moral or ethical princi-
ples. 4 .

¥

“The first step is they need to find another
pharmacist in the store to fill the prescription.
If that's not possible, they need to refer the
patient to a nearby Rite Aid to have it filled.

‘They have to work with the patient and either

refer them to a nearby Rite Aid or contact an-
other Rite Aid and have the prescription
brought to their store.”

And if neither of those options is feasible,
the pharmacist has to refer the customer to
any other nearby drugstore, Cook said.

Mike DeAngelis, manager of corporate com-
munications for CVS, which has 27 stores in
New Hampshire, also said the decision of .
whether to participate in such.a program
would be left up to an individual CVS phar-
macist.

He provided the Sunday News a copy of the
company's “dispensing policy,” which states,
“It is our policy to fill prescriptions for all le-
gally prescribed medications.”

“If a pharmacist wanted an accommodation
for a sincerely held religious conviction, we
would work to accommodate that pharmacist
while ensuring that all customer needs are
prompily and.c?mpletely satisfied.”
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SB343, February 14, 2006

We the undersigned agree with SB343 requiring parents or legal guardians to give consent before pharmacists
may dispense emergency contraceptives to minors and establishing a pharmacist conscience clause which
shields pharmacists refusing to fill emergency contr*aceptive prescriptions from civil liability and
disciplinary action by the pharmacy board, w ¢ sub pore QD

J/Q“L"‘("—_ >, ' y/4 1_\\1'71.01%“

doan Espinola, Box 1022, Salem, NH 03079 ~T

CnAe dmw,%— < b ot 03077

Patricia Kennedy, 8 St. Marys Lane, Salem, NH 03079 ¢
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Department of
Health and Human
Services

Food and Drug Administration

Prescription Drug Products; Certain

Combined Oral Contraceptives for Use as

Postcoital Emergency Contraception;
Notice
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25, 1997 / Notices

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 96N-0492]

Prescription Drug Products; Certain
Combined Oral Contraceptives for Use

as Postcoital Emergency
Contraception

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the Commissicner of Food and,
Drugs (the Commissioner) has
concluded that certain combined oral
contraceptives containing ethinyl
estradiol and norgestrel or
levonorgestrel are safe and effective for
use as postcoital emergency
contraception, and requests submission
of new drug applications (NDA's) for
this use. This notice is intended to
encourage manufacturers to make this
additional contraceptive option
available.

ADDRESSES: Submit NDA’s to the Food
and Drug Administration, Center for
Drug Evaluation and Research, Central
Document Room, 12229 Wilkins Ave.,
Rockville, MD 20852,

FOR FURTHER INFORMATION CONTACT: Lisa
D. Rarick, Center for Drug Evaluation
and Research (HFD-580), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827-
4260.

SUPPLEMENTARY INFORMATION:

I. Background

Combined oral contraceptives, which
contain an estrogen and a progestin,
were first approved in the United States
in 1960 and in many other countries
shortly thereafter. When taken daily for
3 weeks followed by a week without
medication, these drugs provide
effective contraception. They have
become one of the most widely
employed methods of pregnancy
prevention, currently used by an
estimated 11 million American women.
In the period since the introduction of
combined oral contraceptives, the
amounts of estrogen and progestin have
been reduced and explicit labeling
guidance for safe use has been
developed in response to extensive
medical research. Consequently,
combined oral contraceptives are now
accepted as remarkably safe and
effective when used as directed. There
are more than 30 brands of FDA-
approved oral contraceptives on the

American market that contain estrogens
and progestins. These products contain
estrogens and progestins in different
amounts and have some differences in
labeling, but all are considered to be
safe and effective,

For several decades, estrogens and
progestins have also been used, either
separately or in combination, to prevent
pregnancy in women who have
unprotected intercourse as a result of
rape, contraceptive failure, or lack of
planning. Such drugs, when used for
this purpose, are known as emergency
contraceptive pills, or postcoital pills, or
morning-after pills.

The best researched regimen for
emergency contraceptive pills was first
described in 1974 by Professor A. Albert
Yuzpe of Canada (Ref. 18). The regimen
consists of two tablets, each tablet
containing 0.05 milligram (mg) of
ethinyl estradiol and 0.50 mg of
norgestre], taken within 72 hours after
unprotected intercourse; a second
identical dose is to be taken 12 hours
after the first dose. When used in this
manner, the treatment is 75 percent
effective in preventing pregnancy.

This regimen and the very similar
regimens described below are widely
used. The specific regimen described by
Yuzpe is approved for use by the drug
regulatory agencies of the United
Kingdom, Germany, Sweden,
Switzerland, and New Zealand. The
approved products used in this regimen
contain ethinyl estradiol and, as the
progestin, either norgestrel or
levonorgestrel.

The Yuzpe regimen and similar
regimens have been used extensively in
the United States in the last two
decades, even though no products are
approved and labeled for this use. The
drugs are prescribed by hospital
emergency rooms, reproductive health
clinics, and university health centers.
They are also prescribed, although less
widely, by physicians in private
practice. On February 14, 1996, the
Reproductive Health Technologies
Project established a hotline number (1-
800-584-9911) to inform women about
this contraceptive method and about
providers in their local area.

Since the United Kingdom approved
emergency contraceptive pills in 1984,
more than 4 million prescriptions have
been recorded. However, the actual use
is much greater because providers have
found it less expensive to provide
tablets of identical drugs taken from
products packaged as combined oral
contraceptives. The use of combined
oral contraceptives for emergency
contraception in the United States can
only be estimated because they are not
approved for this indication, but the

results of a Kaiser Family Foundation
survey reported at the June 28, 1996,
meeting of FDA’s Advisory Committee
for Reproductive Health Drugs (the
Advisory Committee) suggest that
approximately 225,000 American

- women have used the method. A further

indication of the extent of use is that
over 25,000 calls were made to the
hotline number (cited above) in the first
5 months of operation.

In November 1994, the Center for
Reproductive Law & Policy filed a
citizen petition asking FDA to require
manufacturers of certain combined oral
contraceptive products to amend their
labeling and patient package inserts to
include information regarding the use of
these products for postcoital emergency
contraception, Although FDA indicated
that it had the authority to require that
certain conditions of use be included in
a product’s labeling, it declined to
exercise its discretion in this case to
require the relabeling of these products
for emergency contraception, and
denied the petition. However, the
agency decided to present the issue of
the safety and effectiveness of combined
oral contraceptives for postcoital
emergency use to the Advisory
Committee. The Advisory Committee
met on June 28, 1996, to consider this
issue and unanimously concluded that
the four regimens below are safe and
effective for postcoital emergency
contraception. For the reasons described
in section II. below, FDA agrees with
this conclusion.

The four regimens for postcoital
emergency contraception are as follows:

(1} For tablets that contain 0.05 mg of
ethinyl estradiol and 0.50 mg of
norgestrel, take 2 tablets within 72
hours after unprotected intercourse,
then take 2 more tablets 12 hours after
the first dose;

{2) For tablets that contain 0.03 mg of
ethinyl estradiol and 0.30 mg of
norgestrel, take 4 tablets within 72
hours after unprotected intercourse,
then take 4 more tablets 12 hours after
the first dose;

{3} For tablets that contain 0.03 mg of
ethinyl estradiol and 0.15 of
levonorgestrel, take 4 tablets within 72
hours after unprotected intercourse,
then take 4 more tablets 12 hours after
the first dose; and

{4) For tablets that contain 0.03 mg of
ethiny! estradiol and 0.125 mg of
levonorgestrel, take 4 tablets within 72
hours after unprotected intercourse,
then take 4 more tablets 12 hours after
the first dose.

The appendix to this notice provides
information concerning the use of
emergency contraceptive pills that
might be useful to sponsors in drafting
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physician and patient labeling for these
products for this use.

1I. Discussion
A. Safety

Experience with the approved
products in Europe and New Zealand
has demonstrated the regimens to be
safe. At the Advisory Committee’s June
28, 1996, meeting, Elizabeth Barden
presented information from the British
Medicines Control Agency that only six
serious adverse reactions assoctated
with these products for this use were
reported to it from 1984 to 1996. Of
these, only one occurred close enough
to the time of administration to indicate
that the reaction might be drug related.

Emergency contraceptive pills are not
effective if the woman is pregnant; they
act by delaying or inhibiting ovulation,
and/or altering tubal transport of sperm
and/or ova (thereby inhibiting
fertilization), and/or altering the
endometrium {thereby inhibiting
implantation). Studies of combined oral
contraceptives inadvertently taken early
in pregnancy have not shown that the
drugs have an adverse effect on the
fetus, and warnings concerning such
effects were removed from labeling
several years ago. There is, therefore, no
evidence that these drugs, taken in
smaller total doses for a short period of
time for emergency contraception, will
have an adverse effect on an established
pregnancy.

- B. Effectiveness

There are numerous published
articles that support the effectiveness of
oral contraceptive pills for emergency
use (Refs. 1, 3, 4, 7 through 14, 16 and
18 through 21). In 1996, Trussell,
Ellertson, and Stewart reported a meta-
analysis of 10 published articles on °
clinical trials of emergency
contraceptive pills in which the number
of pregnancies among women with
regular menstrual cycles who used
emergency contraception was compared
to the expected number of pregnancies
based on the cycle day of intercourse
and published estimates of conception
probabilities by cycle day (Ref. 9).
Defining effectiveness as the percent
reduction in the likelihood of pregnancy
occurring, the authors found a range of
effectiveness of 55.3 percent to 94.2
percent, with an average effectiveness of
74.0 percent. In other words, if 100
women have unprotected intercourse
once during the second or third week of
their menstrual cycle, about 8 will
become pregnant, but if the same
WOImMen use emergency contraception
after intercourse, only 2 will become
pregnant.

ILI. References

The following references have been
placed on display in the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 12420
Parklawn Dr., rm. 1-23, Rockville, MD
20852, and may be seen by interested
persons between 9a.m. and 4 p.m.,
Monday through Friday.
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IV. Conclusions

The Commissioner has concluded that
combined oral contraceptives, taken
initially within 72 hours of unprotected
intercourse and providing a total of 0.10
or 0.12 mg of ethinyl estradiol and 0.50
or 0.60 mg of levonorgestrel in each of
2 doses separated by 12 hours, are safe
and effective for use as postcoital
emergency contraception. The
Commissioner bases this conclusion on
FDA’s review of the published literature
concerning this use (listed above),
FDA'’s knowledge of the safety of
combined oral contraceptives as
currently labeled, and on the
unanimous conclusion that these
regimens are safe and effective made by
the agency's Advisory Committee for
Reproductive Health Drugs at its June
28, 1996, meeting. Because such
combined oral contraceptives have not
been labeled for this use or this dosage
regimen, the Commissioner finds that
these products are new drugs as defined
in section 201(p}{1) and (p)(2) of the
Federal Food, Drug, and Cosmetic Act
{the act) (21 U.S.C. 321(p){1) and (p){2)).
Accordingly, approved NDA's are
required as a condition of marketing.

FDA is prepared to accept NDA's for
combined oral contraceptives
appropriately labeled for use as
postcoital emergency contraception
under section 505(b}(2) of the act (21
U.S.C. 355(b)(2)) and part 314 (21 CFR
part 314). Because of the publicly
available safety and effectiveness data
documenting the drugs’ use, the safety
and effectiveness requirements of
§314.50 may be met by citing the
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published literature listed in the
references in section IIL. of this
document. The Commissioner advises
that it is unnecessary to submit copies
and reprints of the data cited in section
II. of this document. Both the safety
and effectiveness data upen which the
Commissioner bases the ahove ‘
conclusions and the minutes of the
Advisory Committee meeting are on file
for public inspection in the Dockets
Management Branch {address above).
The Commissioner invites applicants to

submit any other pertinent studies and

literature of which they are aware.
Dated: February 20, 1997.

David A, Kessler, -

Commissioner of Food and Drugs.

Appendix
Use of Emergency Contraceptive Pills (ECP's)

ECP’s consist of two doses of regular birth
contro] pllls contalning estrogen and
progestin, Taking ECP's provides a short,
strong, burst of hormone exposure.
Depending on where you are in your cycle

and when you had unprotected intercourse,
using ECP's may prevent ovulation, disrupt
fertilization, or inhibit implantation of a
fertilized egg in the uterus,

How To Use ECP’s

The oral contraceptive pills that can be
used as ECP's are listed below. Take only one
type of pill, not all of them. For example, if
you use Qvral, you do not need Nordette. If
you are getting your ECP’s from a regular
pack of birth control pills containing 28 pills
(1 for every day), remember that the last 7
{green or pink) pills do not contain any
hormones.

Number of pills
to swallow with- | Number of pills
Brand Name Pill Color in 72 hours to swallow 12
after unpro- hours later
tected sex
Qvral white 2 2
Lo/Qvral white 4 4
Nordette light crange 4 4
Levien light orange 4 4
Triphasil | yellow 4 4
Tri-Levlen yellow 4 4
1. Swallow the first dose no later than 72 Before Taking ECP's menstrual period. See your cliniclan

hours after having unprotected sex.
Remember that the second dose must be
taken 12 hours after the first dose. Taking the
first dose at 3 p.m. would mean taking the
second dose at 3 a.m. So take the first dose
at a time that will make it convenient to take
the second dose 12 hours later.

2. Swallow the second dose 12 hours after
taking the first dose. Do not swallow any
extra ECP’s. More pills will probably not
decrease the risk of pregnancy any further
and will increase the risk of nausca.

Sicle Effects of ECP's

About half the women who take ECP's
have temporary nausea. It is usualty mild and
should stop in a day or so. The risk of nausea
may be reduced if you take a long-acting
nonprescription antinausea medicine (such
as meclizine) 30 minutes to 1 hour before
taking each of the two doses of ECP's. About
20 percent of women who take ECP's vomit.
If you vomit within an hour after taking
either dose of ECP's, call your clinician to
discuss whether to repeat that dose or to take
antinausea medicine.

If you think you might have gotten
pregnant last month, see your clinician
before taking ECP’s. Early pregnancy
symptoms can include breast tenderness,
nausea, or a previous period that was not
quite normal.

If you have a serlous medical problem, talk
to your clinician before using ECP's.

After Taking ECP's

Your next menstrual period may start a few
days earlier or later than usual. If your period
docs not start within 3 weeks, see your
clinician for an exam and pregnancy test. If
ECP’s fail, or if you were already pregnant
when you took ECP’s, the fetus would be
exposed to hormones. Studies of women who
continued to take hirth control pills after they
unknowingly became pregnant do not show
any evidence of harm to the fetus.

ECP's may not prevent an ectopic
pregnancy {in the tubes or abdomen). Ectopic
pregnancy s a medical emergency. In ectopic
pregnancics, spotting and cramping pain
usually begin shortly after the flrst missed

immediately if you experience these
symptoms,

After taking ECP’s, get started as soon as
you possibly can with a method of birth
control you will be able to use every time you
have sex, ECP’s are meant for one-time,
emergency protection, ECP’s are not as
effectlve as other forms of birth control, If
you want to start or resume use of birth
control pills after taking ECP’s, consuit your
cliniclan, Protect yourself from Acquired
Immune Deficiency Syndrome (AIDS) and
other sexual infections as well as pregnancy.
Use condoms every time you have sex if you
think you may be at risk.

Source: Adapted (with permission) from
Trussell, |, F. Stewart, F. Guest, and R. A,
Hatcher, “Emergency Contraceptive Pills: A
Simple Proposal To Reduce Unintended
Pregnancies,” Family Planning Perspectives,
24:269-273, 1992,

[FR Doc. 97-4663 Filed 2-24-97; 8:45 am|
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SB 343 an act relative to emergency contraception
Position: OPPOSE — PARENTAL CONSENT
Committee: Senate Health & Human Services
Hearing Date:  February 14, 2006
Contact: Dawn Touzin, Public Affairs Director

This bill would require parents or legal guardians
to give consent before pharmacists may dispense
emergency contraceptives to minors.

SB 343 would prevent or delay many teens from accessing emergency
contraception, a form of hormonal birth control that can prevent
unwanted pregnancy and abortion.

EMERGENCY CONTRACEPTION IS RECOGNIZED AS A SAFE AND
EFFECTIVE METHOD OF PREVENTING PREGNANCY

Based on the “FDA s review..., the FDA's knowledge of the safety of combined oral
contraceptives currently labeled, and on the unanimous conclusion that these regimens
are safe and effective made by the agency's Advisory Committee for Reproductive Health
Drugs at its June 28, 1996, meeting " emergency contraception is considered an

acceptable oral contraceptive by the Department of Health & Human Services.
Federal Register/ Vol. 62, No. 37/ Tuesday. February 25, 1997/ Notices
hitp:/fopa.osophs.dhhs.gov/itlex/pisfopa97-2 attach2.pdt
DHHS letter to Regional Health Administrators, April 23, 1997
http://opa.osophs.dhhs. govAitlex/pis/opa97-2.pdl

EMERGENCY CONTRACEPTION WILL NOT HARM AN EXISTING
PREGNANCY ,

“Emergency contraceptive pills are not effective if the woman is pregnant...

Studies of combined oral contraceptives inadvertently taken early in pregnancy have not
shown that the drugs have an adverse effect on the fetus, and warnings concerning such
effects were removed from labeling several years ago. There is, therefore, no evidence
that these drugs, taken in smaller total doses for a short period of time for emergency

contraception, will have an adverse effect on an established pregnancy.”
Federal Register/ Vol. 62, No. 37/ Tuesday, February 25, 1997/ Notices
hitp://opa.osophs.dhhs,govAitlex/pis/fopa97-2 _attach2.pdf
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WIDESPREAD USE AND AVAILABILITY OF EMERGENCY
CONTRACEPTION COULD PREVENT MORE THAN HALF OF ALL
UNINTENDED PREGNANCIES AND ABORTIONS IN THE U.S.

Forty-three million, or 7 in 10 women of reproductive age, are sexually active and do not
want to become pregnant. Yet nearly half of America's six million annual pregnancies
are accidental; and half of them are terminated by an abortion.

In 2000, an estimated 840,000 U.S. teenage women aged 15-19 became pregnant. At
least three-quarters were unintended.

Widespread use of emergency contraception could potentially prevent an estimated 1.5
million unintended pregnancies and 800,000 abortions each year. In 2000, an estimated
51,000 abortions were prevented through the use of emergency contraception; moreover,
ECPs were responsible for approximately 43 percent of the decrease in total abortions
between 1994 and 2000.

ACCESS TO EMERGENCY CONTRACEPTION IN COULD PREVENT
UNWANTED TEEN PREGNANCIES IN NEW HAMPSHIRE

In 2003, the latest year for which NH DHHS shows statistics, there were 825 teenage
births. (NH DHHS. Health Statistics & Data Management) Emergency contraception, according to
the FDA, is 75% effective if taken within 72 hours after unprotected sex.

EMERGENCY CONTRACEPTION DOES NOT INCREASE OR PROMOTE
SEXUAL ACTIVITY

Studies have found that EC does not hasten the onset of sex. Does not increase the
frequency of sexual intercourse. Does not increase the number of sexual partners.

Does not increase the likelihood of unprotected sex
: Douglas Kirby, The National Campaign to Prevent Teen Pregnancy,
Emerging Answers: Research Findings on Programs to Reduce Teen Pregnancy, at 95 (2001)
Melanie Gold et al., The Effects of Advance Provision of Emergency Contraception
on Adolescent Women's Sexual and Contraceptive Behaviors,

: 17 . Pediatric & Adolescent Gynecology 87, 91-95 (2004)
EC does prevent teen pregnancies and the serious negative health consequences and

impact on teens’ lives.
Teenage girs have a higher risk of pregnancy complications and are less likely to obtain prenatal care.

Stephanie J. Ventura & Sally C. Curtin, Recent Trends in Teen Births in the United States,
| STAT. BULLETIN - Metropolitan Life Ins. Company, Jan. 1, 1999, at |

STATE AND FEDERAL LAW DESIGNATE CIRCUMSTANCES WHERE
MINORS MUST HAVE CONFIDENTIAL ACCESS TO HEALTH CARE
SERVICES
Under current New Hampshire Law:
Mature minors can consent to medical care.
Any minor who is mature enough fo understand the nature and
consequences of the proposed medical or surgical treatment may consent.
Any minor over the age of 13 can consent to STD services.

Any minor over the agé of 11 can get treatment for alcohol and/or drug abuse.
RSA 318-B:12-a, RSA 141-C:18

Testimony — D. Touzin
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Under Federal Law:

Title X requires that services be provided to adolescents regardless of ability to
pay. Under Title X, written consent of parents or guardians for the provision of services
to minors may not be required prior to rendering service. Nor can parents or guardians be

notified after a minor has requested and received family planning services.
The Program Guidelines for Project Grants for Family Planning Services (January 2001)
http://opa.osophs.dhhs.pov/titlex/2001 guidelines/2401_ofp puidelines complete.pdf

Medicaid also requires that family planning services be provided on a confidential
basis to sexually active minors who desire them.

THESE LAWS AND POLICIES ARE RECOGNITION ON THE PART OF
LAWMAKERS THAT WHILE PARENTAL INVOLVEMENT IS DESIRABLE,
MANY MINORS WILL NOT SEEK SERVICES THEY NEED IF THEY HAVE
TO TELL THEIR PARENTS.

This recognition by lawmakers that mandating parental notification will have ultimately
negative consequences was verified by a recent study published in the Journal of the
American Medical Association.

[Note: this study focused on the affect of parental notification on teens accessing
prescription contraceptives from family planning clinics. There have not been studies
of the affect of parental notification or parental consent on teens accessing emergency
contraception. However, because the effectiveness of emergency contraception is
dependent upon the timeliness in which it is taken, any mandates that cause a teen to
avoid or delay access to EC will result in teenage pregnancies that could have been
avoided. ]

The survey asked 1526 female adolescents, in 33 states, from May 2003 to Feb 2004, if
their parent/ legal guardian knew they were seeking birth control or other sexual health
services, and how they would react if parents/ legal guardians were told in writing when
teenagers receive prescription birth control.

The good news:

60% of parents were aware that their teen was accessing sexual health services even
without a parental notification requirement.

Further, younger teenagers were more likely to have parents that knew of the visit.

The bad news:

Of the 40% whose parents did not know were accessing sexual health services,

70% said they would not attempt to access those same sexual health services if parental
notification was required.

Instead:

63% would use condoms or some other OTC method

19.5% would use the rhythm method, or withdrawal

9.2% would use no method of birth control

Only 7.6% would stop having sex.

Adolescents’ Reports of Parental Knowledge of Adolescents’
Use of Sexual Health Services and Their Reactions to Mandated
Parental Notification for Prescription Contraception

JAMA, January 19, 2005 — Vol 293, No. 3 pp 340-348

Testimony — D. Touzin

SB 343 - PARENTAL CONSENT
February 14, 2006

Page 3 of 4



The concern that mandated parental notification would place teens at greater risk for
unintended pregnancy and STDs is also supported by research showing that after an
Illinois county began requiring parental involvement for minors seeking contraceptive
services, the proportion of births to teenagers younger than 19 years in the county
increased while it decreased in nearby counties that had similar racial and economic

proﬁles. Zavodny M. Fertility and parental conscnt for minors to receive contraceptives.
Am J Public Health. 2004,94:1347-1351.

ACCORDING TO THE INTENT OF THE LEGISLATURE WHEN IT PASSED
SB 30 LAST YEAR, THE NH PHARMACY BOARD AND NH PHARMACY
COMMUNITY HAVE SUCCESSFULLY IMPLEMENTED EC
COLLABORATIVE PRACTICE

The Emergency Contraception Collaborative Practice bill, SB 30, was passed by this
legislature (in the Senate on March 31, 2005, and in the House on May 25, 2005) with an
effective date of August 15, 2005. Since that time, the NH Board of Pharmacy developed
regulations under which the program has been implemented.

Already, 143 pharmacists (16% of those in relevant practice settings) have been trained in
the program, in two education sessions conducted this past December. These sessions
were developed and presented through a coalition effort by the NH Board of Pharmacy,
NH Pharmacists Association, NH Coalition Against Domestic and Sexual Violence, NH
Reproductive Health Association, Naral Pro-Choice NH, and Planned Parenthood of
Northern New England.

Due to the enthusiastic response from the pharmacy community, an additional training is
ptanned for March. A ‘Train the Trainer’ class will also be conducted to increase the
number of qualified trainers. The goal is to ensure that training programs are more
accessible to pharmacists in the more rural areas where women may now find it difficult
to obtain emergency contraception in a timely manner.

It is important to note that as the pharmacists’ scope of practice increases when they
voluntarily participate in the EC Collaborative Practice program, so do their
responsibilities. As a result, a required component of the EC Collaborative Practice
training curriculum includes information and role playing on domestic and sexual
violence, minors, and mandatory reporting issues. This aspect of the training has been
developed by the NH Coalition Against Domestic and Sexual Violence and the NH
Sexual Assault Nurse Examiner Program (SANE).

Testimony ~ D. Touzin
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SB 343 an act relative to emergency contraception
Position: OPPOSE - REFUSING TO FILL PRESCRIPTIONS
Committee: Senate Health & Human Services
Hearing Date:  February 14, 2006
Contact: Dawn Touzin, Public Affairs Director

This bill also establishes a pharmacist conscience
clause which shields a pharmacist refusing to fill
emergency contraceptive prescriptions from civil
liability and disciplinary action by the pharmacy
board.

SB 343, in allowing a pharmacist to refuse to fill a lawful prescription runs counter to the
NH Code of Ethics and the position of the American Pharmacists Association.

“A licensed pharmacist shall: (1) Hold the health and safety of patients to be of first
consideration and render to each patient the full measure of his/her ability as an essential health
practitioner.” Code of Ethics Ph501.01 Standards of Conduct (b)(1)
“APhA recognizes the individual pharmacist’s right to exercise conscientious refusal and

supports the establishment of systems to ensure patient’s access to legally prescribed therapy...”
Approved by the APhA House of Delegates

SB 343 provides no protections for the patient and fails to recognize the patient’s right to
access lawfully preseribed medication.

SB 343 fails to recognize the medical judgment of the health care provider who prescribed
the medication.

SB 343 fails to recognize the pharmacist’s obligation to ensure that a patient’s health and
safety are protected.

SB 343 also provides no protections for employers and reduces their right to freely contract
with their employees.

SB343 singles out a highly effective method of preventing unplanned pregnancies and
reducing the need for abortions, a policy that discriminates against women.

Pléase vote “No” on SB 343
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-l Pro-Choice New Hampshire

To:  Senate Health & Human Services Committee
From: Liza Dube, NARAL Pro-Choice New Hampshire
Date: February 14, 2006

Re: SB 343

Mr. Chair and Members of the Committee:

My name is Liza Dube and | am Political Director of NARAL Pro-Choice New Hampshire.
On behalf of our 2,800 members statewide, I'd like to express our opposition to SB 343. In
addition to the procedural challenges presented for pharmacists by this legislation, the
phitosophy of both the provisions in the bill constitute poor public health policy.

Regarding the first provision in SB 343, requiring parental consent for women under 18
seeking emergency contraception with or without a prescription: Many people believe that
mandatory parental involvement laws would help guarantee that young people engage in
safe sex or abstain from sexual activity altogether. In truth, without confidential access to
contraception, young people are more likely to engage in risky and unsafe sex, causing
increased rates of unintended pregnancy and sexually transmitted diseases.

Although we believe young people should involve their parents in their decision-making
about when and whether to have sex, and how to prevent unintended pregnancy and
sexually transmitted diseases, we also recognize that not all families choose to discuss
these issues openly.

I's important to be clear that emergency contraception (EC) is an effective final chance to
prevent pregnancy after contraceptive failure, unprotected sex and sexual assault. It does
not cause abortion, and it will not interfere with an established pregnancy. And, as you
know, the New Hampshire legislature passed a law last year allowing pharmacists to
voluntarily dispense EC, through a partnership with a licensed prescriber. In December,
nearly 15% of all registered pharmacists in the state voluntarily participated in the first
training held for this program.

Access to contraception that works to prevent pregnancy following sex or sexual assault is
most important for young women, who are more likely to experience the conditions under
which EC is indicated. In recognition of the importance of preventing unintended teen
pregnancy in New Hampshire, and the potential for EC to positively affect that goal, both
the New Hampshire House and Senate rejected age restrictions for pharmacy access to
EC during floor debate fast year.

It is also important to note New Hampshire's history of ensuring confidential health care for
young women. New Hampshire law already allows young women the ability to access
confidential reproductive health care. The “mature minor” provision in New Hampshire



statue currently guarantees that women deemed mature enough to understand the nature
and consequences of a proposed medical or surgical treatment may consent.

Our opposition to the pharmacist refusal provision stems from a disregard for the patient
seeking access to legal medication with a valid prescription; particularly because the
medication in question is one used solely by women to prevent and treat conditions
endured only by women.

Our primary concern, however, is that the proposed law would protect only the interests of
the individual pharmacist without any consideration for the patient. Because of the time-
sensitive nature of EC, refusals obstruct access to a medication used as a last resort to
prevent pregnancy — a basic health care need. And, SB 343 allows pharmacists to refuse
to dispense a prescription even if a woman'’s life or health is in danger or would be
endangered by pregnancy.

As the American Public Health Association — the nation's oldest and largest public health
organization — states “When a health professional has prescribed contraception, the
patient must be able to obtain the contraceptive in a timely manner at [a] licensed
pharmacy, without interference from those pharmacists who have personal objections to
contraception. Any delay caused by such interference can endanger the patient's health
by increasing the risk of unintended pregnancy or exacerbating the other medical
conditions for which contraceptives are sometimes prescribed.” Similarly, the American
Pharmaceutical Association states that if a pharmacist refuses to fill a prescription, there
should be established “systems to ensure patient access to legally prescribed therapy.™

When a woman and her doctor have made the decision that a prescription for birth control
is in her best interest, a third party should not override that decision, without protections in
place for the patient. Pharmacies have a duty to dispense and have an ethical obligation
not to endanger their patients’ health by withholding basic health care.

Senate bill 343 would build significant barriers to the time-sensitive contraceptive women
are responsibly seeking in order to prevent unintended pregnancy, a contraceptive option
that can reduce the need for abortion in our state. Please recommend inexpedient to
legisiate for SB 343.

' American Public Health Association Policy, Ensuring that Patients are Able to Have Contraceptive
Prescriptions Filled at Pharmacies, APHA Governing Council (adopted Dec. 13, 2005).

" Policy adopted by the APhA House of Delegates in 1998. A spokesman for the APhA said: “A pharmacist
is like any doctor, nurse or other health-care professional who has a right to have a conscience. . .. But we
also support the establishment of systems by the pharmacy so that [the] patient can access their legally
prescribed medication.” Pharmacists’ Right to Refuse Challenged, THE DALLAS MORNING NEWS, Apr. 1, 2004.
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STATEMENTS ON TEEN ACCESS TO CONFIDENTIAL CARE

American College of Obstetricians and Gynecologists: “The potential health risks to
adolescents if they are unable to obtain reproductive health services are so compelling that legal
barriers and deference to parental involvement should not stand in the way of needed health care
for patients who request confidentiality. Therefore, laws and regulations that are unduly restrictive
of adolescents’ confidential access to reproductive health care should be revised.” (Access to
Reproductive Health Care for Adolescents, 2003)

Society for Adolescent Medicine: “Confidentiality protection is an essential component of
health care for adolescents because it is consistent with their development of maturity and
autonomy and without it, some adolescents will forgo care... Health care professionals should
support effective communication between adolescents and their parents or other caretakers.
Participation of parents in the health care of their adolescents should usually be encouraged, but
should not be mandated... Laws that allow minors to give their own consent for all or some types
of health care and that protect the confidentiality of adolescents’ health care information are
fundamentally necessary to allow health care professionals to provide appropriate health care to
adolescents and should be maintained.” (Confidential Health Care for Adolescents:
Position Paper of the Society for Adolescent Medicine, 2004)

American Academy of Family Physiclans: “Concerns about confidentiality may
discourage adolescents from seeking necessary medical care and counseling, and may create
barriers to open communication between patient and physician. Protection of confidentiality is
needed to appropriately address issues such as...unintended pregnancy.” (Adolescent Health
Care, 2001)

American Academy of Pediatrics: “Health care professionals have an ethical obligation to
provide the best possible care and counseling to respond to the needs of their adolescent
patients... This obligation includes every reasonable effort to encourage the adolescent to involve
parents, whose support can, in many circumstances, increase the potential for dealing with the
adolescent’s problems on a continuing basis...At the time providers establish an independent
relationship with adolescents as patients, the provider should make...clear to parents and
adolescents [that]...confidentiality will be preserved between the adolescent patient and the
provider. (Confidentiality in Adolescent Health Care, 2004)

American Coliege of Physiclans: “In the care of the adolescent patient, family support is
important. However, this support must be balanced with confidentiality and respect for the
adolescent’s autonomy in health care decisions and in relationships with heaith care providers.”
(Ethics Manual: Fourth Edition, 1998)

American Medical Assoclation: “Our AMA. . .reaffirms that confidential care for
adolescents is critical to improving their health... When in the opinion of the physician, parental
involvement would not be beneficial, parental consent or notification should not be a barrier to
care.” (Confidential Health Services for Adolescents, 2004)
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Pharmacist Refusals for Emergency Contraception Interfere With Patient’s

Rights to Valid Prescriptions for Legal Medication

Despite the small but vocal minority of anti-choice pharmacists supporting so-called “conscience
clauses”, pharmacists statewide are enthusiastically volunteering to be a part of the new
collaborative practice for emergency contraception program. In December 2005, just 6 months
after the passage of SB 30 (allowing pharmacists to dispense emergency contraception directly to
women through voluntary partnerships with licensed prescribers), 15% of the total registered
pharmacists in New Hampshire signed up to be a part of the first training weekend offered for the
program.

Additionally, in July of 2005, the American Pharmacists Association, the national professional
society of pharmacists with over 50,000 members nationwide, reinforced their position that
policies that allow pharmacists to refuse to dispense treatments based on moral or religious
convictions must also develop strategies to ensure the patient has access to the prescribed
medications. They may "step away”, but not “step in the way."

“Common systems that are used to balance a pharmacist's moral or religious objections and a
patient’s needs include staffing the pharmacy so that another pharmacist in the same pharmacy can
dispense the prescription, and referring a new prescription or transferring a refill prescription to a
different pharmacy...Similar to the situation where a medication is simply out of stock on any given
day, if the pharmacist is unable to dispense the prescription, then the patient must be made aware
of the options available to them to fulfill his or her medication needs. The pharmacist should not
use their position of power to berate the patient, to share their own personal beliefs, or obstruct
patient access to therapy—such as refusing to return a patient’s legally valid, clinically appropriate
prescription”

Proposed NH legislation regarding pharmacist refusal is in direct opposition to that policy position
as it focuses solely on the rights of the pharmacists without recognizing the responsibility of their
role as community health care providers,

Finally, the American Public Health Association (over 50,000 members nationwide) “takes the
position that the patient’s health and well-being must come first in health care delivery and in the
formulation of health policy. When a health professional has prescribed contraception, the patient
must be able to obtain the contraceptive in a timely manner at licensed pharmacy, without
interference from those pharmacists who have personal objections to contraception.™

Both the APhA and the APHA agree: responsible public health policy should always recognize the
rights of the patient seeking access to health care.

i Testimony of the American Pharmacists Association, Linda Garrelts Maclean, RPh, CDE; Before the Small
Business Committee United States House of Representatives (July 25, 2005).

i American Public Health Association Policy, Ensuring that Patients are Able to Have Contraceptive
Prescriptions Filled at Pharmacies, APHA Governing Council (adopted Dec. 13, 2005).



Attaelrt #/Z

L a2

Domestic Violence Support Line: 1.866.644.3574 Sexual Violence Support Line: 1.800.277.5570

February 14, 2006

Honorable Senators of the Health and Human Services Committee:

My name is Laurie Grasso Dunleavy and I am writing to you on behalf of New Beginnings — a
Domestic Violence and Sexual Assault Crisis Center located in Laconia, New Hampshire. I am
the Direct Service Coordinator for the agency. Part of my role is to make sure services are
provided to those whose lives have been affected by domestic and sexual violence and stalking
in an appropriate and effective manner. | have been with the agency for 6 years and enjoy
working with survivors during their journey to a new, more peaceful life.

New Beginnings opposes SB 343.

New Beginnings Crisis Center works with survivors of all ages who have been sexually assaulted
in the State of New Hampshire. National statistics show that each year 32,000 women become
pregnant as a result of rape and approximately 50% of these pregnancies end in abortion. Young
women experience sexual assault at some of the highest rates. Many of these young women
report these crimes to law enforcement and receive services from hospitals and medical
providers. Those young survivors who choose to access emergency contraception through their
pharmacists will be screened and referred to hospitals and crisis centers for post-assault services.
If SB 343 were to pass, the lives, health and well being of young survivors of sexual assault may
be at risk. Young women who are survivors of sexual assault should not be subjected to re-
victimization and withheld essential medical services that could prevent a potential pregnancy.

According to the Journal of the American Medical Association, most young people (60%)
inform a parent when they seek reproductive health services. Twenty percent of these young
people say they would not seek those services if parental notification were required.

Seventy percent of young people who choose not to inform a parent said they would not seek
prescription contraception if they were required to involve a parent.

Considering these statistics, as well as the fact that one in seven women in New Hampshire will
be the victim of a sexual assault; it is of utmost importance that emergency contraceptives are
available to all women in New Hampshire.

For the above reasons I hope you will find this bill Inexpedient to legislate.

Laurie Grasso Dunleavy
Advocate

New Beginnings Crisis Center
Laconia NH

P.O. Box 622, Laconia, N.H. 03247-0622 603.528.6511
www.newbeginningsnh.org email: help@newbeginningsnh.org




Diocese of Manchester
Office of Public Policy

153 Ash Street - Box 310
Manchester, NH 03205-0310
(603) 669-3100

Fax: (603) 669-0377

February 14, 2006

The Honorable André A. Martel
Chairman

Health and Human Services
Room SH100

Legislative Office Building
Concord, NH 03301

RE: SB 343
Dear Senator Martel and Committee Members:

As an authorized representative of the Roman Catholic Bishop of Manchester (the
Diocese of Manchester), I write and appear today before your Committee to express the
support of Bishop John B. McCormack and the Diocese of Manchester for the parental
consent and pharmacist conscience provisions of Senate Bill 343.

The Diocese of Manchester does not support the use of any “emergency
contraceptives” for minors or adults without proper testing for reasons outlined below.
Having said this, in light of RSA 318:47-e, which allows the distribution of “emergency
contraception” to a child less than 18 years of age without the written consent of one of
the child’s parents or a legal guardian of the child, the Diocese believes that SB 343 will
improve a flawed statute.

The Diocese supports the parental consent and pharmacist conscience provisions
of SB 343 for two specific reasons that are related to the fact that emergency
contraceptives can have an abortifacient effect; i.e. they can cause abortions. First, the
bill requires parental or legal guardian consent for an act that has the potential of
producing an abortifacient effect. Second, the bill allows a pharmacist to refuse to
comply with a request to fill a prescription for emergency contraceptives (who may
object to the request on the basis of the drug’s possible abortifacient effect). Both
provisions in the bill are important safeguards of life and conscience.

Depending upon the ovulation phase of a woman taking emergency
contraceptives, these drugs may not suppress ovulation and prevent fertilization but may
prevent the implantation of an already conceived embryo. This constitutes a direct action
against the life of a new human individual who is the proper subject of human rights.



Senator Martel
February 14, 2006
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Without proper ovulation phase testing of a female seeking emergency contraception,
neither the female nor the pharmacist can know with adequate certainty that the drugs
will not have an abortifacient effect. Simply put, emergency contraception may cause
abortions.

It is also important to recognize the fundamental rights of parents in the raising of
their children. Considering the importance of the decision whether to take an emergency
contraceptive, as well as the circumstances which may surround that decision (for
instance, the Board of Pharmacy’s administrative rules on dispensing emergency
contraception require the pharmacist to provide the patient with referral information for
domestic violence and sexual assault), it is essential that parents have the ability to
participate in this decision. This bill properly advances parental rights in this important
area.

The support of the Diocese should not be misconstrued as support for the
abortifacient effect that may occur in those instances where parental consent is waived
pursuant to the provisions of this bill. However, to the extent that SB 343 improves on
the existing law, which makes no provision for parental involvement at all, and at least
partially ensures prior consent from parents or legal guardians, the Diocese supports this
change. Any opportunity that this consent procedure allows for parents and legal
guardians to help children take adequate measures to prevent an abortifacient effect from
emergency contraception are helpful.

The Diocese also supports SB 343 because the bill protects the rights of
conscience of a pharmacist who may, for sound ethical reasons, feel unable to comply
with a request for a drug that may take the life of a new human individual who has been
conceived but has not yet implanted in the womb of its mother. Protection of the sanctity
of conscience in matters of life and death is indispensable for public policy and for
securing the common good.

Because SB 343 provides some protection of parental consent and conscience
with respect to the potentially life-ending drug of emergency contraception, and given
that current law provides no such protection, we support SB 343 as described above. If1
can be of further assistance to the Committee regarding this important matter of public
policy, you may contact me at 603-624-0200 or pjcataldo@comcast.net.

Sincerely yours,

o N

Peter J. Cataldo, Ph.D.
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E-mail:flyingparson@aol.com
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Cell division

Deep in the Fallopian
| tube the original cell
divides, becoming
two precisely -
identical cells.

Fusion

The nuclei of the sperm
and the egg meet.
Their genetic materiaf
combines, giving 8
risetoanew 48

human being.

10 hours

Success
The winning sperm
has now made its
way to the interior
of the oocyte.

Last lap

The sperm have
reached the egg and

g7 are trying to penetrate
the shell (right)-the

| winner may be visible
on the left.

Four cells

The fertilized eqg,
still surrounded by
nutrient cells, on its
way through the
Fallopian tube.

Ovulation

A large ovarian
follicle on the surface
of the ovary releases a
mature egg, carefully
prepared for fertilization,
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Waiting

The egy, sur-
rounded by
nutrient cells, in
the outer part of
the Fallopian
tube,




Expanding berry Tight squeeze In the uterus

The fertilized egg The fertilized egg The embryo
(morula) looks like navigates a narrow leaves its shell
a mulberry. All the part of the Fallopian and tries to ad-
cells are still the tube just before here to the wall
same size. reaching the uterus. of the uterus.

"~ with Bhopodes, WIS
play a'@_'ii-hpprt_ant
" i‘nakipgfépntacgll)‘i? X

| the fertilized egg adheres to the lining of the utent
about eight days have passed. The entire process is %
completed in the wide outer reaches of the uterine tub ;
known as the ampulla, where the egg remains for about _
three days before migrating toward the uterus. Through- X \

N out the journey the fertilized egg retains its protective ‘=.‘ _

] shell, but upon its arrival the shell must break to enable k|
the sticky surface of the embryo to attach to the mucous
membrane of the uterus.
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Emergency
Gontraception
By the Numbers

Conclusion:

. Emergency contraception that
" “prevents” pregnancy will do so
- at least 57 percent of the time, not

by pre-venting ovulation, bat by
preventing implantation.

Basic Facts:

1. A woman-ovulates approximately .

once every 28 days. Therefore the

chance that a woman will ovulate on .

* any randomly selected day is 3.57 -
percent. - o

2. When éwoman,qwlates, the egg is
- able to be fertilized for 12-24 hours

(1 day).

3. When sperm enters the woman's
body, it remains alive and able to
fertilize an egg for 1-5 days.

A, 1t takes emergency contraception from - .

12-24 hours to be effective (1 day).

5. Emergency Contraception remains
-effective for at least 10 days. .

6. It takes a fertilized egg 5-7 days
after ovulation to implant in the
" womian’s womb.

Let us assume that 2 man and woman

“have sex on the 12th of the month (it

could be any day). Let us also assume
that the Emergency Contraception is

taken sometime from 1-3 days after sex. -
Therefore, the EC is taken on the 13th,

14th or 15th. The time period of inter-
gst is 6 days—the 11th through the

17th. EC i% only involved if the woman
ovulated during these six days. There is

a21.4 percent chance that the woman
ovulated during these six days. -

Thercfore

A.In 78 percent of the cases, takmg _
Emergency Confraception is unnec-

essary because the woman could not
have conceived a child. Thus, EC

 only becomes 4 factor in a possible

pregnancy 22 percent of the time.

_ B. Let’s took at how EC will work dur-

ing those 22-percent situations in
which it becomes a factor.

" . Case one—if the woman ovulated .
on the 10th, the egg would die . -

before sperm could reach it and

1o pregnancy would be possible. R

EC would have no effect

ii. Case two—if the woman ovalated -
on the 11th, her egg could have - -

f

been fertilized on the 12th.

Taking EC will have no effect on

- ovulation and its only effect

' would be to prevent implantation -
on the 16th-18th. (NOTE: Under - *.
this earliest of scenarios, if EC is -
taken 72 hours after the sex'adt, it |

would be taken on the 15th and
begin to work on the 16th. Thus,

 the requirement that EC be'taken . -,
within 72 hours. If it is not, it will

be too late to stop implantation of
the fertilized egg from this earli-
est possible stefiario.)

—"

iii, Case three—If the woman ovu- -

effect would be to prevent
implantation on the 17th-15th.

iv. Case four~If the woman ovulat- .-

ed on the 13th, her egg could
have been fertilized on the 13th

or 14th. Even if EC were taken on . ' E

the 13th, it would net stop the
ovulation. Therefore, its only’
effect would be to prevent -

" implantation on the 18th-20th,

~lated on the 12th, her egg could © .- -
have been fertilized on the 12th
or 13th. Taking EC will have no

- effect on ovulation and its only - -

_ v Case five—if the woman would

have ovulated on the 14th and EC

- - were taken on the 13th, it could -

" stop the ovulation. If EC were
taken on the 14th or 15th , its
only effect would be to prevent

" implantation on the 19th-21st.

) V1 Case six—if the woman would

" .have ovulated on the 15th and EC
“were taken on the 13th or 14th, it
could stop ovulation. If it were
taken on the 15th, its'enly effect -
-would be to prevent implantation
~ bn the 20th-22nd. -

Wh Case seven—-—:f the woman

WOuld have ovulated on the 16th
and EC were taken by the 15th, it

s pogsible that the EC could pre-

vent ovulatlon

" Vit Case elght-——lf the wOman

. =would have ovulated on thé 17¢h.
_and BC were taken by the 15th,
it is possible that the EC could

. prevent ovulation.

' ix.' Case nine—if the woman wo\iid
© have ovulated on the 18th, the
-+ _.sperm would already have died

- and EC does nothing to prevent
_ pregnancy.

o C Thus, even under ideal conditions, it

wanild only be possible for EC to
work by prevcmmg ovuiauon T

i zero percent of case tWO
ii, zero percent of case three
iii. zero percent of case four

iv. 33 percent of case five

V. 66 percent of case six -

vi, 100 percent of case seven

9, 100 percént of case eight

This means EC could possibly prevent
. ovulation only 43 percent of the time.
%+ Its method of “preventing pregnancy”
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would be by preventing implantation
at least 57 percent of the time,

D. Another Iook at this same data
shows:

i. If EC s taken within 24 hours,
there is a 57 percent chance
it will prevent pregnancy by
preventing ovulation.

ii. If EC is taken in 24-48 hours,
there is a 43 percent chance
it will prevent pregnancy by
preventing ovulation.

iii. If EC is taken in 48-72-hours,
there is a 29 percent chance
it will prevent pregnancy by
preventing oviation.

Stated inversely:

EC TAKEN WITHIN 24 HOURS
WILL “PREVENT” PREGNANCY AT
LEAST 43 PERCENT OF THE TIME
BY KILLING A HUMAN BEING.

EC TAKEN BETWEEN 24 AND 48
HOURS WiLL “PREVENT” PREG-
NANCY AT LEAST 57 PERCENT
OF THE TIME BY KILLING A
HUMAN BEING.

EC TAKEN BETWEEN 48 AND 72
HOURS WILL “PREVENT” PREG-

'NANCY AT LEAST 71 PERCENT

OF THE TIME BY KILLING A
HUMAN BEING.

E. A final, summary statement that
can be sapported by the facts pre-
sented is that,

Emergency Contraception that
“prevents” pregnancy will do so at

‘least 57 percent of the time, not by

preventing ovulation, but by pre-
venting implantation.

We hope this information will aid you
in preparing letters-to-the-editor,
talks, and getting out the truth about
emergency contraception.

{

Denver Post
Castigates PP

The following opinion piece appeared

-on the editorial page of the Denver Post

on November 14, 1999,

Straw men at
Planned Parenthood

By Al Knight
Denver Post Columnist

It is very common to find straw men
arguments in the popular press. Straw
men are, afier all, easy to erect and easi-
er still to knock down.

Yet there ought to be some limit on the
reliance that an individual organization
can place on this logical fallacy. A good
first step would be to somehow require
Planned Parenthood, one of the worst
offenders, to advance better justifica-
tions for its programs and positions, jus-
tifications which at least contain an
element of logic.

Two different Planned Parenthood offi-
ciats last week engaged in debates over
a congressionally authorized abstinence
training program and, in each case, sent
straw men into battle.

The abstinence program provides $50
million annually to local organizations
that actually supervise the abstinence
training. The program was motivated by
a congressional realization that the more
typical safe-sex training programs
offered in public schools weren't exact-
ly producing the desired results. The
federal grants, which will run for five
years, were intended to see that there is
some competition between abstinence-
based programs and those that might
include distribution of condoms and
other birth control materials.

Planned Parenthood doesn’t much like
the federal program and has condemned
it at every opportunity. That’s to be
expected, but what is not to be expected
is the terribly shallow way in which
these condemnations are delivered.

Kate Reinisch, a spokeswoman for
Planned Parenthood, was quoted in last
Sunday’s Denver Post as follows:

“How many teenagers are going to
believe instruction by Congress that sex
outside of marriage will make you crazy
and physically harm you?” she asked.
“Our fear is that many of these pro-
grams are based on religion, not public
health. People will be learning fear and
shame instead of responsibility. They’ll
be taught that a wedding ring will pro-
tect more than a condom.”

That’s not just a straw man. That’s a bat-
talion. Congress has not said that sex
“outside of marriage” will make anyone
crazy or by itself “physically harm”
someone. Nor does it much matter what
Planned Parenthood might fear. No evi-
dence was offered that the abstinence
programs are based on “fear and shame.”

In fact, when Planned Parenthood finds
it convenient, it says it favors “absti-
nence based” training itself. As for
Reinisch's final reference to the relative
protection offered by condoms and wed-
ding rings, it must be assumed that she
thinks condoms are the obvious choice.

Reinisch’s comments ir no way respond
to the central question of whether absti-
nence-based instruction might be more
effective with a certain age and popula-
tion group than, say, the more familiar
safe-sex instruction. Instead she maligns
congress, maligns the abstinence instruc-
tors, maligns religion and suggests the
intent of all concerned is to keep young
people both ignorant and pregnant. But
if Reinisch was bad, the Planned
Parenthood spokeswoman who appeared
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p;ire Government

Home " Board of Pharmacy

An Official Web Site for Hew Ham

Rec_e"t News Emergency Contraception Collaborative Practice
Online Applications

Licensee Database Frequently Asked Questions
NH Pharmacy Laws '

Consumers LEGISLATION PROVIDING FOR  COLLABORATIVE  PRACTICE
Pharmacists AGREEMENTS FOR EMERGENCY CONTRACEPTION IS IN PLACE.
Participation in the program is voluntary between pharmacists and authorized
prescribers and requires the completion of a one-time, 2-hour, live training
Board Newsletters  program. The program is approved for continuing education credits. Call the
Board Meetings Board office at (603) 271-7842 for more program information.

Pharmacy Techs

Board Information
WHAT ARE COLLABORATIVE PRACTICE AGREEMENTS?

» Collaborative Agreements refer to the practice whereby prescribers
authorize participating pharmacists to initiate emergency contraception drug
therapy according to protocols.

« The partnering pharmacist and prescriber will collaborate in establishing an
agreement based on rules adopted by the NH Board of Pharmacy.

WHY SHOULD PHARMACISTS PARTICIPATE IN COLLABORATIVE
PRACTICE AGREEMENTS?

+ Collaborative agreements provide an opportunity for expanding the scope of
practice for community and institutional pharmacists.

o Current national trends indicate that increased access to health care will
include more options for collaborative agreements between pharmacists
and prescribers including disease state overview and medication
management.

WHY COLLABORATIVE PRACTICE AGREEMENTS FOR EMERGENCY
CONTRACEPTION?

» Emergency contraception (EC) is a concentrated dose of regular birth
control pills that can be up to 89% effective in preventing pregnancy when
taken immediately after contraceptive failure, unprotected sex, or sexual
assault.

« Because of the time-sensitive nature of EC, pharmacies are an ideal access
point for women who cannot get timely appointments with providers or do
not have primary heaith care

http://www state.nh.us/pharmacy/ec-faq.htm 2/13/2006
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+ With few to no contraindications for taking EC, pharmacists may confidently
prescribe under the authority of their partnering prescriber, and make
referrals for ongoing contraceptive care.

Back

GNH.Govl Privacy Policy | Accessibilitv Policy | Site Map | Contact Us

hitp://www state. nh.us/pharmacy/ec-fag.htm 2/13/2006
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CHAPTER 1000 EMERGENCY CONTRACEPTION

PART Ph 1001 COLLABORATIVE PRACTICE FOR EMERGENCY CONTRACEPTION

Ph 1¢01.01 Collaborative Practice Authorized.

Not withstanding any other provisions of law, a licensed pharmacist who has completed
the training required in Ph 1001.02 may initiate emergency contraception drug therapy in
accordance with standardized, board approved procedures and protocols developed by the
pharmacist and an authorized prescriber who is acting within the prescriber’s scope of practice.

Ph 1001.02 Education and Training.

(a) Any pharmacist exercising prescriptive authority for emergency contraception drug
therapy shall complete a minimum of 0.2 CEU’s (2 didactic hours) of approved training and
education prior to participating in the delivery of emergency contraception drug therapy.

(b) Programs for training and education, referenced in (a) above shall be:

1. Accredited by the Accreditation Council for Pharmacy Education (ACPE); or
2. Approved by the board of pharmacy according to Ph 403.01(b).

(c) Programs for training and education, as referenced above, must include study
materials and instruction in the following content areas:

1. Mechanisms of action, contraindication, drug interaction, and monitoring of
emergency contraception drug therapy;

2. Current standards for prescribing emergency contraception drug therapy,

3. Identifying indications for use of emergency contraception drug therapy;

4. Interviewing patient to establish need for emergency contraception drug
therapy;

5. Counseling patient regarding the safety, efficacy and potential adverse effects
of drug products for emergency contraception;

6. Evaluating patient’s medical profile for drug interaction;

7. Referring patient follow-up care with primary healthcare provider;

8. Informed consent;

9. Record management;

10. Management of adverse events, including identification, appropriate response,
documentation and reporting;

11. Management and response to negative public opinion; and

12. Medical/forensic implications of sexual attack.
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Ph 1001.03 Emergency Contraception Collaborative Agreement.

(a) Each arrangement between a licensed pharmacist and an authorized prescriber
relating to the distribution to a patient of emergency contraception drugs shall be documented in
a signed collaborative agreement in accordance with form Ph EC-1, which may be obtained from
the office of the board identified in Ph 103.03.

(b) By executing the collaborative agreement, both the pharmacist and the authorized
prescriber agree and acknowledge that:

1. The licensed pharmacist shall provide the patient with drug information
concerning dosage, potential adverse side effects, and follow-up contraceptive care;

2. The collaborative agreement shall be effective for a period of two years unless
rescinded in writing earlier by either the pharmacist or the authorized prescriber, with
written notice to the other, or unless the board of pharmacy invalidates the agreement or
changes the terms of the agreement. At the time the collaborative agreement expires or is
rescinded, the licensed pharmacist shall not have prescriptive authority to dispense
emergency contraceptives until another collaborative agreement with an authorized
prescriber is completed;

3. Each drug therapy prescription authorized by the presciber and dispensed by
the pharmacist shall be documented in a patient profile.

(c) Additionally, the collaborative agreement between the licensed pharmacist and the
authorized prescriber shall include:

1. The name, address, phone number and signature of the licensed pharmacist;

2. The name, address, phone number and signature of the authorized prescriber;

3. The purpose of the collaborative agreement is to permit emergency
contraception drug therapy and to ensure that the patient receives appropriate information
from the licensed pharmacist regarding the drug therapy;

4, The procedures to be followed by the licensed pharmacist when the patient
requests drug therapy, including any applicable referrals;

5. Any limitation agreed upon by both the licensed pharmacist and the authorized
prescriber including, but not limited to, approved drugs that may not be prescribed to the
patient; !

6. A statement that the label placed on the drug therapy product shall contain the
names of both the pharmacist and the authorized prescriber of this agreement;

7. An informed consent to be used by the licensed pharmacist to inform the
patient about the emergency contraception drug therapy. The informed consent shall be
signed by both the licensed pharmacist and the patient on form Ph EC-2, which may be
obtained from the office of the board identified in Ph 103.03;

8. A patient assessment for each patient obtaining emergency contraception drug
therapy shall be completed and signed by the licensed pharmacist on form Ph EC-3,
which may be obtained from the office of the board identified in Ph 103.03; and
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9. The following completed forms shall be maintained for 4 years at the
dispensing pharmacy where emergency contraception drug therapy was provided:

a. Collaborative Agreement (Ph EC-1) in effect during the time
emergency contraception drug therapy was delivered to specific patients at that

location (a copy is acceptable),
b. Informed Consent (Ph EC-2), patient specific forms; and
¢. Patient Assessment (Ph EC-3) forms for each patient.

Ph 1001.04 Provision of Standardized Fact Sheet Required.

(a) For each emergency contraception drug therapy initiated pursuant to this chapter, the
pharmacist shall provide the recipient of the emergency contraceptive drug with a standardized
fact sheet developed by the board that includes, but is not limited to:

1. The indications for use of the drug;

2. The appropriate method for using the drug;

3. The need for medical follow-up and referral information; and
4. Information on sexual assault and referral information.

{b) A copy of the standardized fact sheet Ph EC-4 may be obtained from the office of the
board identified in Ph 103.03.

Ph 1001.05 Confidentiality. Nothing in this chapter affects the provisions of law relating
to maintaining the confidentiality of medical records.



Emergency Contraception: Instructions for Use

¢ Swallow the first dose of EC pills as soon as possible —~ within 120 hours — after
unprotected sexual intercourse. EC works better the sooner you use it.

« If you have been told to take a second dose, swallow the second dose of EC pills 12
hours after taking the first dose.

¢ For some types of EC, nausea and vomiting are possible, but not likely. If you vomit
after 2 hours of taking your dose, do not worry. The medication is already in your
system.

+ [f you vomit before 2 hours of taking your dose, the EC may not be effective. Call
your pharmacist — you may need to take a repeat dose.

¢ |f you are prescribed or advised to use a medication for possible nausea, take that
medication 1 hour before you take the first dose of EC.

e Some women may feel tired or dizzy, or may have headaches or tender breasts.
These side effects should go away within a day or two. Non-prescription pain
relievers (such as ibuprofen or acetaminophen) can be used for headache or breast
tenderness. You may also have some menstrual spotting (small amounts of
bleeding — less than a period) after taking EC. This should go away in a day or two.

» EC is not 100% effective. If you do not get your period within 3 weeks after taking
EC, you may be pregnancy and need to see your health care provider or use a
home pregnancy test.

e EC will not protect you from pregnancy during the remainder of your menstrual
cycle. You will need to use an effective form of birth control if you have sexual
intercourse again.

o Remember, EC is not as effective as other forms of birth control, and does not
protect against sexually transmitted infections (STls)or HIB. See your health care
provider for a regular methof of birth control and STI testing and prevention. If you
do not have a regular provider, ask the pharmacist of assistance in finding one.

You have been given: O Plan B™ for emergency contraception.

0 Oral Contraceptive Pills: ( )

Take: ( 2 pills ASAP
Q 1 pill ASAP & 1 pill in 12 hours
Q Take ___ pill{s) ASAP and take ___ pill(s) in 12 hours

You have been given/advised to take: to prevent nausea.
Take this medication 30-60 minutes before your first EC dose (as advised).

| ———




Emergency Contraception Drug Therapy Collaborative Agreement Protoco!

Anti-nausea Treatment Options
for use with Emergency Contraception

Drug Dose Timing of Administration
Non-prescription Drugs
Meclizine hydrochloride One or two 25 mg tablets 1 hour before first EC dose; .
{Dramamine I, Bonine) repeat if neaded in 24 hours
Diphenhydraming One or two 25 mg tablets or | 1 hour before first EC dose;
hydrochloride (Benadny) capsules. repeat as needed every 4-6
. hours
Dimenhydrinate One or two 50 mg tablets or | 30 minutes to 1 hour before first
{Dramamine) 4-B teaspoons liquid ECP dose, repeat as needed
every 4-6 hours
Cyclizine hydrochloride One 50 mg tablet 30 minutes before first EC dose;
(Marezine) repeat as needed every

4-6 hours




PHARMACIST/PRESCRIBER EC COLLABORATIVE PRACTICE PROTOCOL

As a licensed health care provider authorized to prescriber medications in the State of New
Hampshire, | authorize , R.Ph. to initiate
emergency contraceptive drug therapy according to the protocol that follows. The protoco!
provides written guidelines for initiating drug therapy in accordance with the laws and
regulations of the State of New Hampshire.

Purpose: Provide access to emergency contraception within the required time frame and to
ensure the patient receives adequate information to successfully complete therapy.

Procedure: When the patient requests emergency contraception pills (ECP's), the
pharmacist will assess the need for drug therapy and/or referral for contraceptive care. The
pharmacist will determine the following:

The date of the patient’s Iast menstrual period to rule out established pregnancy.

e That the elapsed time since unprotected intercourse is less than 72 hours (or as
agreed upon by collaborators).

s Whether the victim has been a victim of sexual assault.

Referrals: If EC drug therapy services are not available at the pharmacy, the patient will, if
possible, be referred to another ECP provider or to the NH Planned Parenthood website for
additional ECP provider information. The pharmacist should refer the patient to a heaith
care provider or family planning office if established pregnancy cannot be ruled out.

if there is a concern that the patient may have contracted a sexually transmitted infection
through unprotected sex and/or if the patient indicates that she has been sexually
assaulted, the pharmacist will provide appropriate referral information while providing
ECP’s.

While ECP's can be used repeatedly without serious health risks, patients who request
ECP’'s repeatedly will be referred to a health care provider or family planning office for
follow-up.

Prophylactic Provision: The pharmacist may also dispense a course of ECP’s to a patient
in advance of the need for emergency contraception. In addition, the pharmacist will
counsel the patient on available options for regular contraceptive methods or offer to refer
the patient to a health care provider for additional contraceptive services.

ECP Product Selection: The pharmacist will only dispense medication from a list of
products approved for emergency contraception and agreed upon as part of this agreement.
The pharmacist should seek to provide the most effective ECP product to patients. The list
will contain ECP’s and adjunct medications for nausea and vomiting associated with EC
drug therapy. The list will be maintained at the pharmacy and shared by all participants in
the agreement. Along with the medications, patients will be provided with information
concerning dosing, potential adverse effects, and follow-up contraceptive care.

Documentation and Quality Assurance: Each prescription initiated by the pharmacist will
be documented in a patient profile as required by law and maintained at the pharmacy. EC
therapy prescriptions and other patient information shall be provided the same
confidentiality as all other patient records maintained at/by the pharmacy.

NM Board of Pharmacy ¢ Form PhEC-1 (Page 1) ¢ December 2005




The pharmacist may, at the request of the patient, communicate information to the patient's
primary care provider or for purposes of being referred to a practitioner as a new patient
regarding her care relevant to emergency contraception drug therapy.

On a quarterly basis, the authorizing prescriber and the pharmacist will perform a quality
assurance review of the decisions made according to mutually acceptable criteria.

The pharmacist named below has completed a specified training program approved by the
New Hampshire Board of Pharmacy covering procedures listed above, the management of
the sensitive communications often encountered in emergency contraception and the
appropriate use of referral sources.

Authorized Prescriber's Signature: Date:

Authorized Prescriber’s Printed Name; NH Medical Lic. #:

Type or Print Full Name

Authorized Prescriber's Office Address:

Sireel Address
City State Zip Code
Phone #: : Fax #:
Licensed Pharmacist's Signature: Date:
Licensed Pharmacist's Printed Name: NH Pharmacist Lic. #:
Typeor Print Fuli Nems
Pharmacy Address:
ey y—
T . S 7 Cok
Phone #: Fax#:

NH Board of Pharmacy ¢ Form Ph EC-1 (Page 2} ¢« December 2005




INFORMED CONSENT FOR EMERGENCY CONTRACEPTION

Name: Date of Birth: / /

Before giving your consent, be sure that you understand both the pros and cons of
Emergency Coniraception (EC). If you have any questions, we will be happy to discuss
them with you. Do not sign your name at the end of this form until you have read and
understood each statement. This information is confidential,

| ynderstand that:

e Emergency confraceptive pills contain the same medication as regular birth
control pills and can help prevent pregnancy. These pills are taken after having
unprotected sex (if my regular birth control fails or | have sex without birth
control).

e EC is for emergency use only. t should not take the place of regular birth control
methods, such as the “pill”, condoms, the birth control patch or shot, etc.

e EC can work by stopping the release of an egg from the ovary {ovulation), or it
may prevent the union of sperm and egg (ferfilization}, or it may prevent a
fertilized egg from attaching to the womb (implantation). EC will not work after
implantation of a fertilized egg. EC will not disrupt an established pregnancy.

e It is best to use EC within 3 days of having unprotected sex. New information
shows that EC may sometimes prevent pregnancy up to five days after sex, but
EC works better the sooner you use it.

¢ EC is not 100 percent effective.

e Reactions to the pills may include nauseq, vomiting, headache, stomach pain,
dizziness, breast tenderness, early or iate menstrual period.

+ |should see a physician if my period has not started within 3 weeks after
treatment.

e |should use a regular method of birth control to prevent pregnancy if | have sex
before my next period.

¢ EC will not protect me from or treat sexually transmitted diseases, including

HIV/AIDS.
| have read and understand all of the above information. O Yes £l No
Patient's Signature: Date;
Pharmacist's Signature: Date:

NH Board of Pharmacy ¢ Form PhEC-2 +« December 2005



EC PATIENT ASSESSMENT

Name: Phone #:

Address: City: State: Zip:

Date of Birth {Month / Day / Year): / /

Please answer the following questions:

1. When was the first day of your last menstrual period? Date (Month / Day / Year):

/ /

2. Did your period come on time? O Yes O No

3. Wasit the usual number of days and the usual amount of bleeding? 0O Yes O No

4., Why do you need emergency contraception?

O Recent unprotected sex or birth control failure
O Future need (If only for future need, skip to question #6)

5. Have you had unprotected sex during the last 5 days? O Yes 0O No
If yes, when? Date {Month / Day / Year): / /

6. Are you allergic to any medications or drugs? 0O Yes O No

If yes, please list:

The following advice to the patient is optional:

e EC is for emergency use cnly. For regular, long-term use other methods of birth control are better
and more effective. You should consult your health care provider for further information.

s |If you have any of the following you may have a sexually fransmitted infection {5T]} and should see
a doctor: burming when urinating, vaginal dischargefitch, pelvic pain, partner has a STl, abnormal
vaginal bleeding, or pain during sex. You should consuit your health care provider or your local
public health clinic as soon as possible.

FOR PHARMACIST USE ONLY:
Client provided with: Referral Made for? Additional pharmacist notes/comments:
O Key Facts Sheet 3 Contraception
30 Consant Shest a ST/ HIV
0 EC Product 0O Pregnancy
OPlanB 8 Primary Care
O Cther 0 Sexual Assault/ CPS
Date: ) ) Time: ____:__ AM/PM(Circle One} , R.Ph.
Phamacist’s Signature

NH Board of Pharmacy ¢ Form PhEC-3 ¢ December 2005



Key Facts About Emergency Contraception

Emergency Contraception (EC) Is a safe and
effective way to prevent pregnancy after sex.

Consider using Emergency Contraception if:

« You didn't use a coniraceptive during sex: or
+ You think your contraceptive didn't work.

What are Emergency Coniraceptive pills?

Emergency Contraceptive pills (ECP's) contain
the same medication as regular birth control
pills, and help to prevent pregnancy. There
are two basic types of Emergency
Contraceptive pills:

s Plan B™ progestin-only pills.
¢ High doses of regular oral contraceptive
pills.

Don’t wait! Take ECP’'s as soon as possible.

o it is best to take ECP's within three days of
unprotected sex.

s The sooner you take ECP's, the more
effective they are.

¢ For more information tak to your
pharmacist or doctor.

ECP’'s are safe and effective.

¢ Progestin-only pills reduce the risk of
pregnancy by 89 percent.*

+ Combined estrogen/progestin pills reduce
the risk of pregnancy by 75 percent.*

¢ For regular, long-term use, other
contraceptive methods are more effective
than EC.

+ Emergency Contraceptive pils do not
protect against sexually  transmitted
infections, including HIV/AIDS.

* Pregnancy risk reduction based on one-firme use.

ECP’s won't cause an abortlon.

s Emergency Contraceptive pills are not the
same as RU-486 (the abortion pill).

e Emergency Contraceptive pills are not
effective after pregnancy has occurred
and cannot interrupt if.

ECP’s won't harm a developing fetus.

e If Emergency Contraceptive pills are taken
mistakenly during pregnancy, they will not
harm the developing fetus.

e Using Emergency Contraceptive pills will
not effect a woman's ability to become
pregnant in the fuiure.

Women can keep pills at home In case of an
emergency.

« Many women find it convenient to have
Emergency Contraceptive pills on hand in
case of an emergency.

s Medical providers or your pharmacist can
provide Emergency Contraceptive pills
before they are needed.

Medical follow-up after taking Emergency
Contraceptive pillls.

¢ [f you don't experience a normal period
within three weeks, take a pregnancy test.

o It is important to visit your doctor or clinic if
you need a regular birth control method or
information about preventing sexually
tfransmitted infections, such as HIV/AIDS.

Referral Sources

o To find the nearest Planned Parenthood
clinic,call.......... 1-800-230-PLAN {7524)

« For domestic violence support, call .. .. ...
......................... 1-866-644-3574

» Forsexual assault support,call............
......................... 1-800-277-5570

NH Board of Pharmacy ¢ Form PhEC-4 ¢ December 2005
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EC PHARMACY UPDATE

Since Governor John Lynch signed EC pharmacy access bill (S8 30) into law in June 2005, approximately 200
pharmacists have received training to initiate prescriptions for EC.On June 16, 2005 Governor John Lynch signed EC
pharmacy access bill, $8_30Q The blll, introduced by Senator Lou D’Allesandro (D), allows pharmacists to initiate
emergency contraception drug therapy under procedures approved by the State Board of Pharmacy and a physician
or other prascriber. Efforts to add an amendment with an age restriction were unsuccessful. The bill went into effect
on August 16, 2005, and ptanning for implementation has begun. On September 22, 2005, LSR_2169 was posted by
Representative Michael A Balboni {R) as it relates to parental notification of a parent or legal quardian of a child who
has been provided with emergency contraception by & pharmacist.

In January 2006, Representative Batboni introduced BB, 1682 of which the companion bill, LSR 2169, was introduced
last year. Also in January 2006, a similar bill 58 343 that requires parents or legal guardians to give consent before
pharmacists may dispense EC to minors, was intreduced by Senator Robert Letourneau (R).

This bill was introduced in 2004 as well, passing both the Senate and the House despite unfaverable committee
reports. On June 4, 2004, Governor Cralg Benson vetoed SB 484, citing concemn about irresponsible sexual behavior
and the lack of parental notification. A veto override was unsuccessful. Click to view the response (DOC-36K) from
Planned Parenthood Northern: New England (PPNNE).

Groups testifylng on behalf of the bill included PPNNE, NARAL Pro-Cholce New Hampshire, the NH Reproductive
Health Association, the NH Clvil Liberties Unlon, the Board of Pharmacy, and the NH Coalition Against Domestic and
Sexual Violence. NARAL Pro-Cholce New Hampshire aiso crafted sign-cn letters for pharmacists and prescribers to
show support in the state. Outreach was done to galn the support of the NH Pharmacists Associatlon representing
independent pharmacists, as well as the association for chain drugstores. There was also outreach to the NH Medical
Society, which has not yet taken a position on the legislation,

Jennifer Frizzell, public affairs director for Planned Parenthood of Northern Naw England appeared in a news radio
program debating the pharmacy access bill in June 2004. To listen to the radio interview, ¢lick hers. PPNNE also ran
a radio ad (available at www,ppnne.org) to respond to the Governor’s veto of the EC bill,

PPNNE and NARAL Pro-Choice New Hampshire worked on a number of grassroots activities to support their legislative
work. Both groups encouraged their supporters to call their senators in support of SB 484, PPNNE conducted a
mailing to activists, sending them postcards to send to their senators, These postcards were placed in health center
waiting rooms as well. Information about the tegislation was on both organizations' websites, In addition, the group
encouraged editorial boards to write positive editorials about the legisiation. The Reproductive Health Association
ptanned a major educational push for providers Spring 2004, with a one-day symposium scheduled as well as gther
training opportunities and resources available.

In September 2004, the New Hampshire Pharmacists Association held a one-hour EC training led by Trish Jacobsen, a
retired pharmacist and current women’s health advocate.

The Association wi! be publishing a position statement on pharmaclist refusal, noting that pharmacists should be able
to refuse to provide a service, but that they should refer the patient to another pharmacist who can halp.

A blll to permit pharmacists to initiate EC, HB 12286, was also introduced in the 2001 sesston. The bill was reported
out of committee and died in 2002. HB 1276 was not reintroduced in the 2003 session because of state elections.
Advocates understood from the legislature that it might have passed if it had the support of a broader coalition. The
New Hampshire Pharmacists Association had not been brought into design of the legisiation and was put in the
position of reacting to the bill, Pharmacists expressed Interest in a broader coliaborative practice act that would have
enabled them to offer EC as one of many products, The Pharmacists Associatlon was uncomfortable aligning itself
politically with the narrow EC Issue, however some individual pharmacists were willing to mave forward with
collaborative practice for EC alone.

After the 2001 legislation was defeated NARAL-NH began a proactive grassroots EC Campaign to build support for EC

http://www.go2ec.org/ProfileNewHampshire.htm 2/13/2006
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access. Parenthood of Northern New England (PPNNE} and NARAL-NH attended a five-state summit on pharmacy
access to EC. They built bridges with pharmacists and physician groups and invalved the newly reconstituted
Reproductive Health Association, which has a broad membership of reproductive health professionals. PPNNE and
NARAL-NH has [dentifled pharmacists and physician groups interested in working with local legisiators to support EC.
PPNNE has also educated the press so they will not confuse EC with RU-486.

In the summer of 2002, pharmacists were interviewed about EC access and were asked whether they stocked EC and
what concerns they had about EC collaborative practice agreements, NARAL-NH wrote follow-up letters thanking the
pharmacists,

EC Is offered In state-funded family planning clinics. One of the performance measures for state clinics is the
percentage of women visiting clinics for specific reasons (including pregnancy tests and barrier or hormonal methods
of birth control) who recelve a prescription for EC. Clinics however, do not disseminate educational materials about
EC.

For press coverage in this state, click here.

Bock to top

CONTACTS

Michael) Smith, RPh

Executive Director

New Hampshire Pharmacists Association
Two Eagle Square, Suite 400

Concord, NH 03301-4956
603-229-0252

Fax: 603-224-7769

mismith@world path.net
www.nhpharmacists.org

Paul Boisseau, RPh
Executive Secretary

State of NH Board of Pharmacy
57 Regional Drive

Concord, NH 03301-8518
603-271-2350

Fax: 603-271-2856

mﬂ_bﬂﬂlmim

Laura Thibault

Executive Director

NARAL Pro-Choice New Hampshire

18 Low Avenue

Concord, NH 03301

603-228-1224

Fax: 603-226-4505

{aura@naralah.org
.pro-cholcenh,

Dawn Touzin

NH Public Affalrs Director

Planned Parenthood of Northerm New England
18 Low Avenue

Concord, NH 03301

603-225-2925

Fax: 603-225-1495

dtouzin@ppnne.org

Www. ppnne. oy

Ecly to ton

USEFUL LINKS

New Hampshire Board of Pharmacy

New Hampshire Pharmacists Association
www.state.nh.us/pharmacy/nhpamau.htm

New Harmpshire General Court

http://www.go2ec.org/ProfileNewHampshire.htm 2/13/2006
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agncourt.ciate.ahun/ia

New Hampshire Department of Health and Human Services
www.dhhg.state.nh.us/DHHS/MCH /fpp.htm

Planned Parenthood of Northern New England
www.ppane.org/site/PageServer

NARAL Pro-Choice New Hampshire
www.procholcenewshampshire.org

Oocli to tay

PROTOCOL ENVIRONMENT

Unfriendly Environment: New Authority Required

Page 3 of 3

In this state, no authority exists for collaborative practice agreements. Any inltiative to provide direct pharmacy

access to EC would require significant advocacy activity to secure statutory and/or regulatory authority.

Encirtoton

The state comparison Information above was adapted from & study conducted by the Amerfcan Pharmaclsta Association and commissioned

by the Pharmpcy Access Partnership.
< Bogh to Binto Profilcy
About Us « EC & Pharmacles » Ginto Prefilc « Leglsiation « Resources « Gat Involved « Homea + Sito Map

@ 2006 Pharmacy Access Partnership
Hesting Donated by eZigma. Inc.
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Plan B

o Despite their promise to announce a
decislon on whether or not to approve Barr
Laboratories application to make Plan B (a
type of Emergency Contraception) over the
counter (OTC) for age 16 and over by
September 1, 2005, the FDA recently

' announced it would indefanitely delay its
decision again. Read Plaj : ase. On August
26, 2005, the FDA acknowledged the scientific Integnty of OTC status
for Plan B but called for public comment regarding the
implementation of OTC access with (a new) required age barrier.

You may recall:

Barr's initial application in 2003 was rejected because the FDA stated
they needed more information on EC use among women under 16.
Thus, in 2004 Barr resubmitted their application seeking for OTC
status for Plan B for users aged 16 and over. The recent
announcement shows the FDA changing their tune: now they are
calling for information on EC and use among people under age 17,

as well as a yet-to-be scheduled public comment period, despite the
fact that the FDA has already had a public comment period on the
application and has logged over 17,400 letters from advocacy groups
and private citizens!

Read Related Articles

What's next:

-}

Barr Laboratories will need to make some decisions as to their 'next
steps’. They could choose to resubmit a slightly altered application, or
they could choose to conduct more studies.

At PPNNE, we will work to expand knowledge of, and access to,
emergency contraception. Last year, in NH, Governor Lynch signed
legislation which will expand access to EC through collaborative
practice agreements. Women who need EC will soon be able to access
EC through participating and trained pharmacists. See related
Concord Monitor article

Remember, EC is currently available by prescription within 5 days of
method failure, unprotected sex, or sexual assault. The sconer it's
taken, the more effective it is in preventing pregnancy.

2006 NH Legislation

Another January, another legislative session in NH. There are a number of bills we
will actively support or oppose and some we will track to make sure they do not
adversely affect our health centers or women's health and safety. Qur primary focus
bills invelve attacks on the EC bill that was passed just last year as well as attempts
to give personhood status and rights to the fetus. In addition, we are monitioring



bills that would affect Temporary Assistance for Families in Need (TANF}, Medicaid,
and services for minorities and immigrants.

In the very near future we will need your help! If you would be interested in
attending a hearing, contacting your legislators, writing a letter to the editor, calling
other PPNNE activists or sending us clippings from your local newspapers, please
contact our grassroots organizer, Judy Nute, today! Please include contact
information and how you would like to help.

Information on the primary focus bills we are opposing
Emergency Contraception

HB 1492 - Granting immunity from liability to any pharmacist who refuses to
dispense the "morning after” pill without a prescription. House Judiciary
Committee public hearing: Feb. 14 at 10:30 in Room 208 of the Legislative
Office Building (LOB).

HB_1682 - Relative to parental notification of a parent or legal guardian of a child
who has been provided with emergency contraception by a pharmacist. House
Judiciary Committee public hearing: Feb. 14 at 1:00 pm in Room 208 of the
LOB.

8B 343 - Requires parental consent before phamacists may dispense emergency
contraceptives to minors; and establishes a conscience clause with immunity for
refusing to fill EC prescriptions. Senate Health and Human Services Committee
public hearing: Feb. 14 at 10:45 in Room 101 of the LOB.

Defining Life

HB 1649 - Including "unborn child" in the definition of another for the purpose of
first and second degree murder, manslaughter, and negligent homicide. House
Criminal Justice public hearing was held Jan. 5. A subcommitte will conduct
further analysis of the bill and possible amendments.

HB 1665 - Creating an offense for the death of another resulting in miscarriage or
stillbirth. House Criminal Justice public hearing was held Jan. 5. A
subcommitte will conduct further analysis of the bill and make recommendations to
the full committee.

HB 1719 - Defining human life as beginning at the moment of fertilization. House
Judiciary Committee public hearing: Feb. 9 at 1:00 pm in Room 208 of the
LOB.

Family Planning

HB 1710 - relative to appropriations to the department of health and human
services for health care providers. This bill would restore $300,000 to family
planning. House Finance Committee public hearing was held Jan. 10. A
subcommitte will conduct further analysis of the bill and make recommendations to
the full committee.



" 241 Elm Street

CLAREMONT, NH 03743

603.542.4568

HOURS:

" Monday 9:00 - 4:00

Wednesday 12:00-6:30
Thursday 9:30 - 6:30
{Teen Walk-in Hours 2:30 - 6:30)

- Friday 1:00 - 4:00

18 Low Avenue

- CONCORD, NH 03301
* 603.225.2925

| Administrative /
. External Affairs Office

Click here for 3 map

"4 Birch Street

' DERRY, NH 03038
- 603.434.1354

. HOURS:
- Monday 10:00 - 6:30

- Tuesday 10:00 - 6:30

Wednesday 10:00 - 6:30
(Teen Walk-in Hours 2:30 - 5:30)

: Thursday 8:30 - 4:00

. Friday 8:30 - 4:00
- Saturday 9:00 - 12:30

" 108 High Street

EXETER, NH 03833

1603,772.9315

HOURS:

_Monday 8:30 - 4:00
" Tuesday 11:00 - 6:30

{Teen Walk-in Hours 2:00 - 5:30)

. Thursday 11:00 - 6:30
- One Saturday a month, by appointment

only

8 Middle Street
KEENE, NH 03431

 603.352.6898

- HOURS:

+Monday 8:00 - 5:00

- Tuesday 11:00 - 6:00

: Wednesday 11:00 - 6:00
" Thursday 11:00 - 6:00

. Fridav R:00 - 50N

Ll RN I PO




8 Middle Street
KEENE, NH 03431

603.352.6898 NEW HAMPSHIRE H

HOURS:

Monday 8:00 - 5:00
Tuesday 11:00 - 6:00
Wednesday 11:00 - 6:00
Thursday 11:00 - 6:00
Friday 8:00 - 5:00 i re for
Saturday 9:00 - 1:00

Walk-in Hours:
Wednesdays 3:00 - 6:00 & Fridays 2:00 - 4.00

24 Pennacook Street

MANCHESTER, NH 03104
603.669.7321

HOURS:
Monday 8:30 - 4:30
Tuesday 8:30 - 7:00
Wednesday 8:30 - 7:00
Thursday 8:30 - 6:30

(Teen Walk-in Hours 2:30 - 6:30)
Friday 8:30-4:30
Saturday 8:30 - 12:00

167 High Street

PORTSMOUTH, NH 03801
603.431.6803

HOURS:
Tuesday 11:00 - 6:30
Wednesday 11:00 - 6:30
{Walk-in Hours 2:00 - 5:00)
Friday 8:30 - 4:30
One Saturday a month, call for appointment

89 South Main Street

WEST LEBANON, NH 03784
603.298.7766

HOURS:
Monday 8:30 - 4:30
Tuesday 11:00 - 6:30

Wednesday 11:00 - 6:30
(Teen Walk-in Hours 2:00 - 6:00)

Thursday 8:30 - 4:30
Friday 8:30 - 4:30
Saturday 9:00-12:30
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Voting Sheets



Senate Health and Human Services Committee |
EXECUTIVE SESSION

Hearing date: -y 14 2006 Room: LOB 101
Executive session date:

Motion of: /7T~ VOTE: 3-.3
Made by  Martel O Seconded  Martel ]
Senator:  Kenney L] by Senator: Kenney []
Gallus g Gallus O
Bragdon [ Bragdon ]
Estabrook O Estabrook [+~
Fulter Clark [ Fuller Clark [
Committee Member Present Vote Reported out by
Senator Martel, Chairman [4 Y v
Senator Kenney L4 ! Y
Senator Gallus By Y
Senator Bragdon L4 N
Senator Estabrook g Y
Senator Fuller Clark e ’Y

*Amendments:

NOTES:
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STATE OF NEW HAMPSHIRE
SENATE

REPORT OF THE COMMITTEE

Date: March 7, 2006

THE COMMITTEE ON Health and Human Services
to which was referred Senate Bill 343

AN ACT relative to emergency contraception.

Having considered the same, the committee recommends that the Bill:

IS INEXPEDIENT TO LEGISLATE

BY AVOTE OF: 3-3

AMENDMENT # {Type 4-digits here}s

Senator Andre A. Martel
For the Committee

Pamela Manocchi 271-3207



New Hampshire General Court Page 1 of 1

Home Bill Status ¢ Members ¢ Calendars/Journals ¢ Miscellaneous ¢ Hom

SB343 Docket

Next|Prev|Results List/Main|Bill Status

Bill Title: relative to emergency contraception,

Date Body Description

1/4/2006 S Introduced and Referred to Health and Human Services; SJ 1, Pg.12

1/4/2006 S  Hearing; February 14, 2006, Room 101, LOB, 10:45 a.m.; SC1

2/9/2006 S Hearing; === ROOM CHANGE == February 14, 2006, Room 100, State House, 10:45
am.; SC6

3/8/2006 S Committee Report; Inexpedient to Legislate [03/16/06]; SC10

3/16/2006 S Inexpedient to Legislate, RC 14Y-10N, MA === BILL KILLED ==; 8] 8, Pg.191

Next|{Prev|Results ListiMain|Bill Status
Docket Abbreviations

http://www.gencourt.state.nh.us/ie/billstatus/billdocketpwr.asp 6/19/2006
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COMMITTEE REPORT FILE INVENTORY
36343 ORIGINAL REFERRAL RE-REFERRAL

1. THIS INVENTORY IS TO BE SIGNED BY THE COMMITTEE SECRETARY AND PLACED INSIDE THE
FOLDER AS THE FIRST ITEM IN THE COMMITTEE FILE.

. PLACE ALL DOCUMENTS IN THE FOLDER FOLLOWING THE INVENTORY IN THE ORDER LISTED. -

THE DOCUMENTS WHICH HAVE AN “X” BESIDE THEM ARE CONFIRMED AS BEING IN THE FOLDER.

. THE COMMITTEE SECRETARY WILL CONFIRM ALL ENTRIES CHECKED AND SIGN THIS INVENTORY.

. THE COMPLETED FILE IS THEN DELIVERED TO THE CALENDAR CLERK.

(TLIE RV o

“ DOCKET (Submit only the latest docket found in Bill Status)
COMMITTEE REPORT (For calendar and floor)

ke

HEARING REPORT (Written summary of hearing testimony, if produced)

v HEARING TRANSCRIPT (Verbatim transcript of hearing)
List attachments (testimony and submissions which are part of the
transcript) by number [1 thru4or1,2,3,4l here: | —; 5

. SIGN-UP SHEET

ALL AMENDMENTS (passed or not) CONSIDERED BY COMMITTEE:

- AMENDMENT # - AMENDMENT #
- AMENDMENT # - AMENDMENT #
ALL AVAILABLE VERSIONS OF THE BILL:
AS INTRODUCED AS AMENDED BY THE HOUSE
FINAL VERSION AS AMENDED BY THE SENATE

/ PREPARED TESTIMONY AND OTHER SUBMISSIONS (Which are not
part of the transcript)
List by letter [a thrugora,b,c,d] here: &4 — D

/ EXECUTIVE SESSION REPORT

OTHER (Anything else deemed important but not listed above):

IF YOU HAVE A RE-REFERRED BILL, YOU ARE GOING TO MAKE UP A NEW FILE FOLDER WITH THE
CHAIRMAN’S COPY OF THE BILL AND THE LATEST DOCKET AND KEEP THOSE FILES IN YOUR OFFICE.
PLEASE KEEP YOUR MASTER SHEET CURRENT AS YOU CLOSE OUT YOUR FILES AND PROVIDE THE
SECRETARIAL SUPERVISOR WITH A COPY WHEN COMPLETED. 7&

DATE DELIVERED TO SENATE CLERK (p 12.5 -0 é W/ lavoce S

/COMMITI‘EE SECRETARY

SENCLK 09/04 {REV 5)
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