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1. What is emergency contraception? Emergency contraception is a method of preventing pregnancy that will be used after contraception fails or after unprotected sex. It's not for normal use. The drugs used for this purpose are called emergency birth control pills, after coytal tablets, or in the morning after pill. Emergency contraceptives contain hormones
estrogen and progestin (levonorgestrel), either separately or in combination. The FDA approved two prescription products for emergency contraception - Preven (approved in 1998) and Plan B (approved in 1999).2. What is Plan B? Plan B is emergency contraception, a back-up method of birth control. It is in the form of two left-handed pleinstrel tablets (0.75
mg per pill) that are taken through the mouth after unprotected sex. Levonorgestrel is a synthetic hormone used in birth control pills for more than 35 years. Plan B can reduce a woman's risk of pregnancy if she has had unprotected sex. Plan B contains only progestin, a left-proforestrel, a synthetic hormone used in birth control pills for more than 35 years.
Currently, it is only available by prescription3. How does Plan B work? Plan B works like other birth control measures pills to prevent pregnancy. Plan B works first, stopping the release of the egg from the ovary (ovulation). This can prevent sperm and egg from combining (fertilization). If fertilization does occur, Plan B can prevent the fertilized egg from
attaching to the womb (implantation). If a fertilized egg is implanted before Making Plan B, Plan B will not work. What steps has the FDA taken in considering switching Plan B from prescription to over-the-counter (OTC) status? The FDA has received an application to transfer Plan B from prescription to over-the-counter status. FDA officials reviewed the
scientific evidence contained in the annex, which included, among other data, actual use research and a study of label understanding. On 16 December 2003, we held a public advisory committee meeting with a group of medical and scientific experts from outside the federal government. Members of the Advisory Committee on Over-the-Counter Drugs and
the Reproductive Health Advisory Committee met together to review data on the safety and efficacy of Plan B. While the joint committee recommended that the FDA sell the product without a prescription, some committee members, including the Chairman, raised questions as to whether the evidence of use is aggregated for total over-the-counter users,
mainly due to insufficient sampling age groups. Following the meeting of the advisory committee, the FDA requested additional information from the sponsor regarding the use of adolescents. The sponsor provided this additional information to the FDA in support of their pending application to modify Plan B from prescription to over-the-counter product. It's
This. the information was extensive enough to qualify as a major amendment to the NGO. Under the terms of the Prescription Drug Act (PDUFA) performance goals, major amendments such as this may trigger a 90-day extension of the original PDUFA term. Now the FDA has completed its review of the supplementary application and concluded that the app
cannot be approved at this time because 1) adequate data has not been provided to support the finding that young adolescent women can safely use Plan B for emergency contraception without the professional supervision of a licensed practitioner and 2) an offer from a sponsor to change the requested guidance to allow the marketing of Plan B as
prescription products for women under the age of 16 and without a product for women aged 16 and over is incomplete and insufficient for a full review. Thus, the FDA concluded that the application was not approved. Why has the FDA not followed the recommendation of the Advisory Committees? The recommendations of the FDA advisory committees are
advisory in nature and the Agency is not obliged to follow their recommendations. The FDA decides whether to approve the product after evaluating all the data and reviewing the advisory committee's recommendations.6 Why did the FDA issue an inconvenient letter? The agency issued an unsavorable letter because the additional application did not meet
the approval criteria because it did not demonstrate that Plan B could be safely used by young adolescent women for emergency contraception without the professional supervision of a licensed practitioner. The issuance of an unapproved letter does not mean that an additional application cannot be approved. The unspoded letter describes what the
applicant must do in order to obtain approval for an additional application. In this case, the applicant will either have to provide additional evidence confirming that Plan B can be safely used by women under the age of 16 without the professional supervision of a practitioner licensed by law to administer the drug, or provide additional support to the revised
directive in order to ensure that Plan B is marketed as a prescription only for women under 16 and as a non-prescription for women aged 16 and over. An inconvenient letter.7. Were there differences of opinion at the Centre for Drug Assessment (CDER) and research on the final decision? Yes, there were differences of opinion in CDER. The scientific
exchange of ideas is widely encouraged during the review process in order to ensure that these issues are thoroughly verified. Ultimately, however, the final decision must be based on an assessment of the data based on all the views expressed.8 Is it FDA final decision as to whether Plan B is available for over-the-counter use?No. An unsobute letter to the
sponsor what the sponsor must do to get approval for an additional application. The wide availability of safe and effective contraceptives is essential for public health. We look forward to working with the sponsor if they decide to continue creating this product without a prescription. Oral contraceptives have been in use for four decades and this product has
been approved and used safely since 1999. How can the FDA abandon it? Oral contraceptives as a class of drugs are only available on prescription. This product has been used safely only by prescription and for reasons already stated, it is not available for over-the-counter use at this time. The sponsor talked about making the product over-the-counter for
young women over a certain age and over-counter for young girls. Is there evidence to support such a scheme? Does the FDA have the authority to conduct it? The sponsor has submitted a plan, and the FDA is reviewing its regulatory body to approve a product that will be sold in this way.11 Does the FDA bow to political pressure in making this decision?
No. This decision was made at the Center for Drug Evaluation and Research12. Dr. Stephen Galson signed an FDA letter sent to the sponsor. Does Dr. Galson usually sign these letters? Why did Dr. Galson sign the letter? No, Dr. Galson doesn't usually sign regulatory letters. However, his view that the adequacy of data among young adolescents differed
from that of the review staff. He believed that more data was needed and therefore decided to make a final decision in the office of the centre's director. If I take Plan B in the morning after the pill 4 days after having unprotected sex, will there still be a chance of it working? Or is it unreasonable to do so? Update:I also take birth control pills, but I was a couple
of hours late to take the pills the day before I had sex. 2:I Update am AGAINST abortion, but it's not an abortion pill. My mother had me when I was 15, why would I kill my child when my own mother was holding me? Also, the reason I couldn't take it right away is because I'm traveling right now and haven't had a chance to get the pills, but my friend gets me
one tomorrow. According to Plan B's website, the tablet is only effective for 72 hours (meaning 3 days). It's more effective than before you take it, but remember, even within 72 hours, it's only about 85% effective in preventing pregnancy. Also, it's not an abortion pill - if you get pregnant, the pill won't affect your developing baby. It is basically a strong dose of
birth control hormones. You can ask your doctor if it will still be effective at all for 4 days. . When use plan B® One-Step? You only have a few days to prevent pregnancy after unprotected sex or contraception failures. Plan B® One-Step works better than before you take Take it as soon as possible (within 72 hours (3 days) after unprotected sex or
contraceptive insufficiency.) This site can help You.RE: Plan B pill 4 days later? If I take Plan B in the morning after the pill 4 days after having unprotected sex, will there still be a chance of it working? Or is it unreasonable to do so? Source (s): Plan pills 4 days later: 5 to 7 days after sex, you can have a copper T 380 IUD (Paragard) put in. Offer if Plan B
fails and you don't get your period, an unorthodox option . . . Provoke a period when you should, it may even work if you are a little late. You can do this with vitamin C.Take 6-12 grams of ascorbic acid - vitamin C per day for 5-10 days. In particular, ascorbic acid. Don't use vitamin C with bioflaviods or anything that has rose-hips in it. Doses consisting of one
500 mg tablet per hour are the most common. Vitamin C - ascorbic acid - works to produce an unfavorable climate in the uterus, so that the egg is not implanted, or cannot maintain its power on the uterine wall. Stimulating estrogen, and possibly interfering with progesterone. Thus, making it useful as an emergency contraceptive, when taking it before
implantation occurs. Progesterone is needed to prepare the uterus to get the egg, the fallopian lining builds every month, and if the egg is not fertilized, then this is what becomes menstrual blood when the lining is shed to prepare for the next cycle. vit_c_ab.html and Vit_C.htmIf you have any questions about it. I have successfully used these methods before.
I take 1000mg every two hours until the bleeding starts. You should wake up every 4 hours and take missed doses at night, this ensures that you have a constant level of ascorbic acid in your blood. 12grams a day - 1,000mg/1gr every 2 hours. Pro-Choice Mom; I've had an abortion, and I've got a 15-month-old daughter. I believe in protecting my daughter's
choice. Abortion: There is Consensus accuracy will be significantly reduced. Plan B's goal is to prevent sperm from coming into contact with the egg because sperm can live in the vagina for up to 72 hours, so it should be taken during this time, the sooner the better. After 4 days, the egg may have already been fertilized or not, and the sperm was washed.
However, even if your egg has been fertilized and you are taking the pill, it will not hurt it. I am that you're against abortion. I really hope that if you are pregnant- this Plan B pill will not negatively affect your baby. There is a lot of research and evidence that oral Including Plan B tablets have unfortunate properties in them. Pharmaceutical companies and health
facilities do nothing to bring this information to the attention of the public. (This will greatly reduce their profits) Be careful what you trust is safe based on popular ads or media thrown there to make a profit. Oral contraceptives prevent pregnancy in three ways - two are not interrupted, but one definitely is. First, it prevents ovulation in the first place. Second, it
encourages the cervix to create a thick mucous, To keep sperm from getting to the egg (if in fact you're ovulating) The third- which is the abortion element of oral contraceptives is that the pill thins the lining of the uterus, so if you release the egg, the sperm does fertilization of the egg, the uterus will be able to welcome that fertilized egg (beginning of life in my
book) Most people don't know what they are taking or how it can harm them or re-educated lives. I took B.C. pills for years at the beginning of my marriage because we didn't want children right away when we made the decision to try to have a baby and I went out on the pill- I could tell an immediate and wonderful change in my body. I felt as if I was under a
cloud-all these fake chemicals are doing, who knows what's for my body. I physically felt better! Please note all the adverse health effects of contraceptives in their ads. They should mention them because they killed women. It is rare, however, why take the chance. An excerpt from an article I cited at the bottom: The article claims that the pill was a failed tool,
but the scientists shot that room down. But scientists have never shot down the premise that Plan B could be innudable. The scientific literature lists eleven possible ways of doing emergency contraception, seven of which may be abortion, i.e. designed to prevent implantation or embryo survival (USCCB Comments to FDA, www.usccb.org/ec-fda.shtml).
Source: ... ... The medical community wants to promote safe sex by encouraging condoms and through appropriate birth control - but with oral contraceptives there is no such thing as safe. Why take something that is harmful to your body, just so you can have sex. I wouldn't want to have sex than risk my health. I hope it all works for you, I would like to give
you more to see what most people are not informed about. So yes, you may well be pregnant. Plan B should be taken within 72 hours (3 days) of unprotected sex. It is most effective for 24 24 is a better preventive measure, than doing nothing, but it's almost not effective.it called Plan B the morning after pill, because when it works best the next day (if sexual
intercourse was night) if it was morning it would be better to get it that morning.hope everything turns out to be ok for youWont Work, why it Kalled Nxt Day pills So Noppeeeplan B runs up to 6-7 days after unprotected sex, so you should be fine. But try to take it the next day, because then you won't forget. Still have questions? Get your answers by asking
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