REPUBLIC OF THE PHILIPPINES

DEPARTMENT OF HEALTH

Bureau of Food and Drugs
Filinvest Corporate City

Alabang, Muntinlupa

In Re:
Withdrawal of Registration and prohibition of importation and distribution of Postinor through Memorandum Circular No. 18 series of 7 December 2001

POSITION PAPER

The PETITIONER, the Reproductive Health Advocacy Network (RHAN)
,

 is composed of duly licensed and SEC registered non-government

organizations in reproductive health services, and women’s rights advocacy. 

The Petitioner can be served with notices through counsel at Women’s

Legal Education, Advocacy & Defense Foundation, Inc. (WOMENLEAD) at 45

Mapagkumbaba Street Sikatuna Village, Quezon City 1101.

Antecedent Facts
1. On 23 April 1999, Eurogenerics International Philippines applied for the

registration of Levonorgestrel 750 mcg or Postinor. On 24 April 1999, the Bureau of Food and Drugs (BFAD) approved the same application and issued Registration certificate DRXY26140, following standard evaluation and testing procedures under the BFAD Rules.

2. During the same year, the Department of Health (DOH) issued an official

Position Paper on Postinor (Levonorgestrel 750 mcg) citing its safety and efficacy as an emergency contraceptive pill based on over 25 years of studies conducted by the World Health Organization (WHO)
. In the same Position Paper, the DOH made Emergency Contraception available in government-run women and child protection units in cases of sexual abuse.

3. On 28 May 2001, Abayfamilya filed a Petition asking for the withdrawal of the Registration issued to Eurogenerics for Postinor (Levonorgestrel 750 mcg).

4. The BFAD only issued notices to the following organizations to submit their respective Position Papers as “interested parties:” 

Drug Association of the Philippines

Chamber of Filipino Drug manufacturers & Distributors

Filipino Drug Association, Inc.

Philippine College of Pharmaceutical Medicine

Philippine Pharmaceutical Manufacturers Association

Philippine Association of Pharmacists in the Pharmaceutical Industry

Philippine Medical Association

Philippine Obstetrical & Gynecological Society

Association of Drug Industries in the Philippines

Pharmaceutical Healthcare Association of the Philippines

5. By August 2001, only the following submitted Position Papers: Shwarchz Pharma
, The Philippine Medical Association, Philippine Obstetrical & Gynecological Society, and the Philippine College of Pharmaceutical Medicine.

6. Abayfamilya submitted its Memorandum on September 28, 2001.
7. On October 1, 2001, Director William Torres of the BFAD
 submitted a recommendation to the DOH Secretary calling for the withdrawal of Postinor (Levonorgestrel 750 mcg) on the basis of Abayfamilya’s argument that the same was in violation of the constitutional provision regarding protecting the life of the unborn from “conception,” which it alleged begins with fertilization.

8. On December 7, 2001, the DOH issued Memorandum Circular No.18
 calling for the withdrawal of the registration issued to EUROGENERICS for Postinor (Levonorgestrel 750 mcg), in effect reversing its Official Position in 1999 regarding Levonorgestrel as a safe and effective method of emergency contraception.

9. In March 2002, various NGOs in reproductive health services and women’s rights advocacy found out about the ban on Postinor (Levonorgestrel 750 mcg).
10. On May 24, 2002, the Reproductive Health Advocacy Network (RHAN) represented by counsel from WOMENLEAD Foundation Inc., filed a Petition to Re-open the aforesaid case, raising among others, the lack of proper notice (due process) to the reproductive health and women’s NGO community, and for excluding the same parties from participation in the same case.

11.  On June 28, 2002, the undersigned counsel received a notice
 from the DOH and the BFAD giving the Reproductive Health Advocacy Network (RHAN) 30 days from receipt of notice to file its Position Paper.

The PETITIONER, Reproductive Health Advocacy Network (RHAN) through undersigned counsel and unto the Department of Health (BFAD, Bureau of Food and Drugs) most respectfully files the foregoing POSITION PAPER with the following arguments, to wit:

With the reopening of the case, there are now only two main issues before the Department of Health in this case. The first issue concerns the validity of the DOH interpretation of the Constitutional provision defining conception as fertilization. The second issue is the irregularity of DOH’s reversal of its earlier findings and Official Position on Postinor (Levornorgestrel 750 mcg) without citing sufficient basis whatsoever for abandoning the same position.

ARGUMENTS

I

THE DOH COMMITTED A GRAVE ERROR IN UPHOLDING THE BFAD RECOMMENDATION TO BAN POSTINOR BASED ON AN INTERPRETATION OF THE CONSTITUTIONAL PROVISION CATEGORICALLY DEFINING CONCEPTION AS FERTILIZATION

II

THE DOH COMMITTED A GRAVE ERROR IN REVERSING IT’S RULING AND POSITION IN 1999 ALLOWING THE REGISTRATION OF POSTINOR (LEVONORGESTREL 750 mcg) 

DISCUSSION

I

THE DOH COMMITTED A GRAVE ERROR IN UPHOLDING THE BFAD RECOMMENDATION TO BAN POSTINOR BASED ON AN INTERPRETATION OF THE CONSTITUTIONAL PROVISION CATEGORICALLY DEFINING CONCEPTION AS FERTILIZATION

The BFAD has no business engaging in Constitutional interpretation, and in this case, misinterpretation. 
Its legal mandate is to ensure the safety and good quality of food, drug and cosmetic, and to regulate the production, sale and traffic of the same to protect the health of the people.

On April 24, 1999, the BFAD approved the registration of Levonorgestrel 750 mcg (Postinor), following standard evaluation and testing procedures under the BFAD Rules.

This approval was supported by the Department of Health (DOH) Position Paper of 1999 citing the WHO opinion about the safety, effectiveness and convenience of Levonorgestrel (750 mcg) Postinor as a method of contraception estimated to prevent 1.7 million unintended pregnancies, 800,000 abortions and a substantial number of maternal deaths.

It is worth noting that the BFAD Recommendation neither mentions a medically supported finding on the unsafe, inefficacious or doubtful therapeutic value of levonorgestrel 750 mcg (Postinor) on women who are after all, its intended end users. After all, when the BFAD’s mandate specifically provides that it should ensure and protect the health of people, is it not reasonable to expect it to have the interests of women in mind?

Ironically, the BFAD Recommendation anchors its recommendation for a ban on Levonorgestrel 750 mcg (Postinor) on Administrative Order No. 66 (1989) when it supposedly has a clear finding of lethal toxicity constituting undue risk to public safety. Nowhere is there such a cited finding in the same BFAD Recommendation!

Likewise, the DOH supported BFAD ban on Levonorgestrel 750 mcg (Postinor) literally has the force of law as far as the importation, manufacture, distribution, and sale of the Emergency Contraceptive Pill. The BFAD’s foray into an erstwhile judicial function and power has created a serious crisis in the entire area of safe, legal and quality reproductive health services in the country.

The BFAD Recommendation is seriously flawed. The Constitutional Commission never categorically defined “conception” as “fertilization.” 


A perusal of the 1987 Constitutional Commission records reveals that despite the presence of a strong Catholic Lobby in the Con Com, the same Catholic lobby was unable to unite amongst themselves, let alone unify the Constitutional Commission along a single Catholic Position adopting the concept of “conception” as beginning from “fertilization.”


The DOH/BFAD recommendation (p.6) presenting an opinion that conception was fixed at fertilization by the Constitutional Commission is misleading when it quotes the following authority on the subject. The BFAD recommendation reads:


“According to noted Constitutional authority, FR. JOAQUIN BERNAS, S.J. who was part of the 1986 Constitutional Convention:



“The intention is to protect life from its beginning, and the assumption is that human life begins at conception, that conception takes place at fertilization.” (IV RECORD of the Constitutional Commission 799,cited in Bernas, J., The 1987 Constitution of the Republic of the Philippines, Manila: 1996 ed., p.78)


First of all, the same quotation presents a wholly inaccurate supposition 

that the Constitutionalist and author Father Joaquin Bernas, S.J. or even the Constitutional Commission as a body categorically defined the precise moment of conception as fertilization.


The complete paragraph of the same quotation in fact reads:

“The intention is to protect life from its beginning, and the assumption is that human life begins at conception, that conception takes place at fertilization. There is however no attempt to pinpoint the exact moment when conception takes place. But while the provision does not assert with certainty when precisely human life begins, it reflects the view that, in dealing with the protection of life, it is necessary to take the safer approach.” (p.78 Bernas, J., The 1987 Constitution of the Republic of the Philippines, Manila: 1996 ed.)


Indeed, the same authority’s opinion expressly recognizes that even the idea or concept of when “conception takes place” could not be defined or pinpointed by the Constitutional Commission.


In the same manner, the opinion of the Constitutionalist Bernas should also be read together with his other commentaries on the subject matter.

In the 1997 edition of his book, Constitutional Structure and Power of Government, he states:

“Moreover, the overriding purpose in asserting that the protection begins from the time of conception is to prevent the State from adopting the doctrine in the U.S. Supreme Court decision of Roe vs. Wade, 410 US 113 (1973) which liberalized abortion laws up to the sixth month of pregnancy by allowing abortion any time during the first six months of pregnancy provided it can be done without danger to the mother. The understanding is that life begins at conception, although the definition of conception can be a matter for science to specify.”


All this demonstrates how the DOH and BFAD Position rests on a totally misleading line of legal argumentation. Obviously, the statements made by Father Bernas, as quoted have to be analyzed in the proper context in which they were said.


Furthermore, Constitutional intent (or the lack of it) can best be gleaned from a reading of the actual statement of positions stated by the Constitutional Commission members.


It is a primary rule of statutory construction that if the text is vague or lends itself to varied interpretations regarding the definition of a word, the record of the deliberations, in this case of the Constitutional Commission, is the proper source for clarification.

The adoption of the word conception was a compromise position precisely because of the unacceptability of one very controversial Catholic position to extend the right to life to the  “fertilized ovum”


The original provision being supported by Father Joaquin Bernas made use of the term “fertilized ovum” in the following context and formulation:
“The right to life extends to the fertilized ovum. 
”


Commissioner Suarez asked Commissioner Bernas if the fertilized ovum was going to be elevated to the category of a person as to enjoy a constitutional right.


To this, Father Bernas replied:



“My own thinking would be that it is not a person yet. That is my own thinking, so that perhaps this whole sentence must be modified to express it in such a way that it is not an assertion that this begins to become a person from the very first moment or nine months before birth. As I said, I am in search of a proper way of expressing this. Perhaps you should say, “protection of life should extend to the fertilized ovum.” (17 July 1986 RECORD OF THE CONSTITUTIONAL COMMISSION, VOL.1, p.690)

At this point, a lengthy discussion and expression of differences ensued on whether to actually use and adopt the term “fertilized ovum” and in so saying, extend to it, the constitutional right to life or not.

The following is a matrix of the actual opinions stated by the Constitutional Commission members on the “fertilized ovum:”

	Members of the Constitutional Commission
	OPINION
	RECORD

	FR. JOAQUIN BERNAS
	My own thinking would be that it is not a person yet. That is my own thinking, so that perhaps this whole sentence must be modified to express it in such a way that it is not an assertion that this begins to become a person from the very first moment or nine months before birth. As I said, I am in search of a proper way of expressing this. Perhaps you should say, “protection of life should extend to the fertilized ovum.

Precisely, we used that word (referring to “FERTLIZED OVUM”) to try to avoid the debate on whether or not this is already human life.
	17 July 1986 RECORD OF THE CONSTITUTIONAL COMMISSION, VOL.1, p.690

IBID, p. 693

	LINO BROCKA
	I do not think that it should be implemented, for the simple reason that medically, there is no clear consensus that the fertilized ovum is considered human life. It may be a living thing and, for that matter so is a tadpole. But there is no constitution in the world that gives right to life to tadpoles.
	17 July 1986 RECORD OF THE CONSTITUTIONAL COMMISSION, VOL. 1p. 692

	REV.RIGOS
	But our religious authorities sharply differ in their opinions as to when human life can definitely be regarded to have commenced. If we constitutionalize the beginning of human life at a stage we call fertilized ovum, then we are putting a note of finality to the whole debate.
	17 July 1986 RECORD OF THE CONSTITUTIONAL COMMISSION, VOL. 1p. 693

	MS.AQUINO
	Speculation lies precisely on this: A fertilized egg or sperm or whatever is fertilized egg or sperm, meaning, whether or not it will or die is a matter or conjecture.

(In response to the question posed by NOLLEDO: “It can die anytime in the same manner that we human beings do. It can die any time. So while the fertilized ovum remains as such and continues in different stages, does the Commission agree with me, if I say that it has the right to life?”)

I cannot. This is very instructive because as the Commissioner will note, even this Commission cannot settle the question of whether a fertilized egg has the right to life or not. Those experts in the field of medicine and theology cannot settle this question. It is bad enough for us to preempt this controversial issue by constitutionalizing the ovum; it would be tragic for us to provide for ambiguities, which may even disturb settled jurisprudence.
	17 July 1986 RECORD OF THE CONSTITUTIONAL COMMISSION, VOL. 1p. 695

	MR. NOLLEDO
	I do not think there is ambiguity because the fertilized egg, in the normal course of events, will be developed into a human being, a fetus, and as long as the normal course of events is followed. I think the right to life exists and the Constitution should recognize that right to life. We do not presume acci​dents; we do not presume ambiguities. We presume that as long as it is categorized as a fertilized ovum, it will ripen into human personality.

To which MS.AQUINO replied: But does the Gentleman agree with me that the status of jurisprudence in civil law is that the right of a person is vested only upon a child when it is born alive? He begins to appropriate interest; he begins to lay claim to enforceable rights only when it is born alive.
	July 17, 1986

Volume One

Page 695

	BISHOP BACANI
	May I also add this comment? After the eighth week, there is no scientific doubt any more that we are dealing with a human being. So, that is not a matter of speculation. Whether it is a human person is another thing, but there is no doubt that it is a human being.
	IBID



Following this lengthy discussion, Commissioner Quesada inquired as to why the proposal to use the term “human embryo” vis a vis the right to life provision was not used, having been supported by proponents of Resolution 175. Bernas replied that it was to avoid the debate of when an embryo becomes human but also categorically indicated that he was open to a reformulation.


At this point, it was clear that there was neither a consensus to adopt the phrase “fertilized ovum” nor to agree that a fertilized ovum had a constitutional right to life. It was in fact, Commissioner Romulo who proposed an amendment as well as a transposition of the provision under discussion:

“Madam President, I have an amendment on Section 1, line 10, which is both by way of substitution and transposition. I propose to delete the sentence “The right to life extends to the fertilized ovum,” and in lieu thereof place a new sentence: THE STATE SHALL PROTECT HUMAN LIFE FROM THE MOMENT OF CONCEPTION. 

I suggest that this be adopted and transferred either to the Article on the Declaration of Principles or to that on Human Resources. 

The reasons for my amendment are as follows: First, I do not believe this original sentence belongs to the Article on the Bill of Rights. It is not only jarring but also contradictory to the main purpose of a bill of rights. The Bill of Rights is supposed to protect the individual from the state and the minority from the majority. This original proposal impinges on the right of the minorities who do not believe in this Catholic concept.   Thus, I think it is less objectionable and will accomplish the same purpose, if we transpose it to another article in the way that I have suggested.” July 18, 1986 Record of the Constitutional Commission, Volume One p. 721-722

The Constitutional Commission voted on the proposed amendment with 30 members voting, without opposition, in approval of the Romulo amendment. 


Yet, even this unanimously approved amendment was later further revised. The exact wording of the Constitutional provision eventually abandoned the term “moment of conception,” and instead merely referred to the life of the unborn from conception.


Again, at this particular juncture, the Constitutional Commission had another lengthy discussion about the determination of pregnancy, the beginning of life, and exceptions to the ban on abortion to save the mother’s life.
”


These discussions clearly reflected the lack of a consensus among the Constitutional Commissioners to categorically settle the discussion of when human life begins and when the Constitutional provision on the right to life may be invoked.


Commissioner Aquino most eloquently opposed this tendency to absolutist morality saying thus:

I am very much alarmed by the absolutist claim to morality in the defense of human life, the defense that was raised by Commissioner Villegas. There is presently a raging debate on the philo-ethical considerations of the origin or the beginnings of human life that at this moment, I do not think we are in any position to pre​empt the debate and come up with a premature con​clusion on the matter. There are still pressing questions in my mind, such as: Is the biological existence of a potentiality for life synonymous with human personal​ity? Is viability synonymous with life? There are at least a dozen theories that attempt to address themselves to this kind of question. For example, we are aware of the Thomistic concept of hylomorphism which posits the complementarity of matter and form. The theory demands that before human life is assumed, the material body demands a certain measure of organization and form that makes it capable of receiving the soul. It operates on the premise that individuality is the basic premise and the fundamental criterion for human life and human personality and individuality requires consciousness and self-reflection.

There is another theory which states that human life begins two to three weeks after conception; that is, after the possibility on the process of twinning the zygote or the recombination of the zygote is finally ruled out.  These are questions that need to be addressed in our Civil Code. For example, in the context of this dis​cussion, Articles 40 and 41 are settled that personality is determined by birth; and that for all purposes favorable to it, a conceived baby is considered born but subject to the conditions of Article 41 which says that personality is determined by live birth. I would think that Articles 40 and 41 are not only settled, but are the most prac​tical approach to the raging debate on the matter of human life. It lays as the criteria for its conclusion the individual biological criteria, with special emphasis on the physical separation of the fetus from the mother and the requirements of viability.
I am alarmed by the way we tend to preempt this kind of discussion by invoking the claims of the righteousness of morality. These questions for me are transcendental that we cannot even attempt to address any conclusion on the matter unless we can address the question without temerity or without bigotry. Besides, the level of human knowledge on this debate is so severely restricted that to preempt the debate is, I guess, to preempt the deliberations and finally the possibility agreement on the diverse theories on the matter. . 


Eventually, the Constitutional Commission had to vote on the amendment proposed by both Commissioner Rigos and Padilla to drop the phrase "moment of conception." 


While Reverend Rigos proposed an amendment to use "unborn child from conception," Padilla proposed "unborn from conception," in effect to avoid the result of having the Constitutional Commission to have to fix the precise moment of conception (whether days before or after conception, since some members expressed the belief that life begins even before conception).
 


Needless to say the Padilla amendment was approved with 33 voting in favor of the same.


This clearly establishes the lack of any constitutional intent to establish conception as fertilization let alone categorize a precise moment when "conception" takes place. 


Again it is worth noting that this reading is consistent with the self same Constitutional authority cited by the BFAD and the DOH, which is Father Joaquin Bernas, S.J., when read in the proper and complete context of his commentaries on the matter.


In its venture into what is clearly neither its expertise nor its mandate, the DOH supported BFAD ban on Levonorgestrel 750 mcg (Postinor) is clearly unsupported by any legal basis.

II

THE DOH COMMITTED A GRAVE ERROR IN REVERSING IT’S FORMER RULING AND POSITION IN 1999 ALLOWING THE REGISTRATION OF POSTINOR (LEVONORGESTREL 750 mcg) 

The World Health Organization as well as other leading authorities on the matter overwhelmingly affirms that Postinor (Levonorgestrel 750 mcg) is not an abortifacient drug.


The World Health Organization (WHO) which the DOH itself cited and recognized as a leading authority in its original Position paper in 1999 clearly considers Levornorgestrel 750 mcg as contraception and not abortion:

"Mode of action

The mechanism of action of emergency contraceptive pills has not been clearly established. Several studies

have shown that emergency contraceptive pills can inhibit or delay ovulation. It has also been suggested that emergency contraceptive pills may prevent implantation by altering the endometrium. However, the evidence for endometrial effects is mixed and whether the endometrial changes that were observed in some studies would be sufficient to prevent implantation is not known. Emergency contraceptive pills also may prevent fertilization or transport of sperm or ova, but no data exist regarding these possible mechanisms. Emergency contraceptive pills do not interrupt pregnancy and thus are no form of abortion." (Emergency contraception: A guide to the provision of services 1998 - WHO/FRH/FPP/98.19)


The same medical finding is supported by the American College of Obstetricians and Gynecologists (ACOG). In its statement on contraceptive methods
, the ACOG states:

"The mechanism of action of hormonal contraceptives such as oral contraceptives, emergency contraceptive pills, injectible and implant hormone products, and of IUDs (intrauterine devices), cannot be described so simply. Each of these methods involves multiple biologic effects that potentially could alter several of the steps involved in becoming pregnant. Oral contraceptives (the "Pill") containing estrogen and progestin are highly effective in preventing ovulation, which is considered the primary mechanism of action. In addition, Pill hormones also result in thick cervical mucus that interferes with sperm and egg transport and may have an effect on fluids in the uterus and Fallopian tubes and on transport for sperm and egg in the Fallopian tube. These hormones may also affect sperm maturation and readiness of the uterine lining for implantation.

Hormonal contraceptives that contain only progestin, such as mini-pills, implants, and injectibles, as well as emergency contraceptive treatment using hormone pills, also act by blocking ovulation. For these methods, however, the other mechanisms described for Pills also pertain and are believed to play a more important role than is the case for Pills. Women using mini-pills and implants, especially, are somewhat more likely to ovulate than are Pill users or injectible users, and emergency contraceptive hormone treatment in some cases provided ovulation has already occurred. Thus, contraceptive efficacy of these methods may involve inhibition of fertilization or steps subsequent to fertilization. Once implantation has occurred and pregnancy is established, none of these methods is effective in interrupting pregnancy or causing abortion."

Contrary to the BFAD claims, Postinor does not have the ability to cause the termination or abortion of a pregnancy. Unlike other known medical methods of terminating a pregnancy, it does not inhibit the synthesis of progesterone, does not antagonize its actions, does not cause myometrical contractions and does not inhibit the action of trophoblasts.

An established pregnancy is, in fact, one of the absolute contra-indications to Postinor use not because it has deleterious effects on the developing embryo, but because it would not have any effect.


Further, authorities note that if a woman is already pregnant, taking emergency contraceptive pills will not harm the embryo or fetus. In fact some fertility specialists recommend the use of progestins to prevent spontaneous abortion.
 The World Health Organization cites over 34 years of evidence-based research conducted on Postcoital contraception or the Emergency Contraceptive Pill.

The current misinformation regarding the action of Postinor (Levornorgestrel 750 mcg) stems from the deliberate ideological misdefinition of "conception" contrary to contemporary reproductive science research and medical practice.


According to current reproductive science research and medical practice, a more complex and continuos process is involved from fertilization until successful implantation onto the intrauterine wall.


In fact, even assuming intercourse happens every other day, only 30 %
 to 33 %
 result in fertilization per menstrual cycle. 

Of this number, only 50 to 60 % percent survive beyond 20 weeks of gestation.
 In the above losses, 75 % are attributed to implantation failure. Thus, successful implantation is rare.


This continuum of complex processes and its uncertain outcome make it unrealistic and impossible to even date pregnancy from fertilization. This is why medical organizations such as the WHO, FIGO
, ACOG and AMWA
 as well as many governments like the United States, United Kingdom, and China deem implantation into the uterine wall as the start of pregnancy. This event is predicated to be completed by the 10th day after fertilization, but gives the characteristic (+) pregnancy test only some 3 three weeks after implantation.


This is also precisely why there was a dilemma expressed by the Constitutional Commission in its deliberations about the medical authority on dating pregnancy.


The apparently more ideological than medical and scientific insistence by the DOH and the BFAD on dating pregnancy from a supposedly precise (quantifiable) moment of fertilization (that is when the ovum is fertilized by a sperm) even cites an authority on embryology dating back from the 1800s!


Indeed, counter-accusations of a so-called ideological re-definition of pregnancy are also made against well-respected associations of medical practitioners like FIGO and ACOG in the DOH approved BFAD recommendation. 

Yet how can such "deviations from definitional orthodoxy " (in the words of another cited authority by the BFAD, John Wilks) which is clearly the result of years of evidence-based medical research, even be dismissed as mere ideological bias compared with the insistence of clinging to definitional orthodoxy of the 1800s?


Indeed, the DOH and the BFAD have not sufficiently shown how and why its former position, which is more in step with evidence-based scientific research supported by International authorities on the matter, should be abandoned.

Postinor (Levonorgestrel 750 mcg) is an essential and life-saving drug for women.


Indeed rather than having lethal and toxic effect as is claimed by the DOH supported BFAD Recommendation without any medical substantiation, Levonorgestrel 750 mcg (Postinor) is potentially life saving for women.


In fact the World Health Organization (WHO) includes Levonorgestrel in its Essential Drugs List  (1999) without substitution.

Unplanned and unwanted pregnancy comprises 37% of all pregnancies in the Philippines, not including the further 16 % that are deliberately terminated.
 A host of factors are responsible for this picture, from lack of access to services, information, violence as well as non-usage or incorrect use of both artificial and natural family planning methods.

Accidental and unwanted pregnancy pose dire risks to women especially those who are poor and marginalized. Of the estimated 2.4 million pregnancies occurring yearly
, three to four thousand ends in maternal death.
 Of the estimated number of induced abortions (approximately three to five thousand), 20% percent end as complications
 and some 500 ends in the deaths of women.

In fact, the DOH itself in its existing National Family Planning Policy (Administrative Order No. 50-A, 17 September 2001) pegs that around 7 million Filipino women of reproductive age are considered high risk for pregnancy and that out of the 7 million, at least 2.6 are expected to become pregnant each year, despite the risk to their lives.

As a safe and legal means of preventing unplanned pregnancies, thereby preventing highly possible health risks and even the death of women, Postinor (Levonorgestrel 750 mcg) is truly an indispensable component of public health care.

Postinor Levonorgestrel 750 mcg is safe as well as more effective than other postcoital hormonal contraceptives in preventing an unplanned pregnancy.

Compared with the Yuzpe regimen or combined oral contraceptives, Postinor has a higher percentage of efficacy of preventing pregnancy. Its efficacy is pegged at 95% percent if taken within the first 24 hours after unprotected sex, 85% within the next 24 hours and 60% if within the third twenty-four hours. Comparatively, the efficacy rate of Yuzpe is 77%, 38% and 38% respectively.

The same studies prove that Levonorgestrel as Emergency Contraception has fewer side effects and is thus more convenient for women:

"Apart from being more efficacious, levonorgestrel was also much better tolerated by the women than the Yuzpe regimen. The women for both methods reported the same side effects. These include nausea, vomiting, dizziness, fatigue, headache, breast tenderness and low abdominal pain. For each of these side effects women taking levonorgestrel reported them far less frequently than those taking the Yuzpe regimen. In the case of nausea, vomiting, dizziness and fatigue the difference was substantially and statistically significant. For example, half the women taking the Yuzpe method reported nausea whereas only a quarter of those taking levonorgestrel reported it. Moreover, vomiting occurred in nearly 20 percent of the women taking the Yuzpe method, while in those taking levonorgestrel it occurred in only 6% of cases." (UNDP/UNFPA/WHO/World Bank Special Programme of Research, Development and Research Training in Human Reproduction (HRP) supported study, The Lancet, 8 August 1998.)

The availability of Postinor Levonorgestrel 750 mcg as a legal, safe and effective emergency contraceptive method is essential to fulfilling the Philippine Government’s mandate to protect women’s human rights, which includes women’s health.


As a member of the Convention on the Elimination of All forms of Discrimination Against Women (CEDAW), the Philippines has committed to ensure the equal rights of women to health, which includes safeguarding of the function of reproduction:

“Article 11 
1. States Parties shall take all appropriate measures to eliminate discrimination against women in the field of employment in order to ensure, on a basis of equality of men and women, the same rights, in particular: 
(f) The right to protection of health and to safety in working conditions, including the safeguarding of the function of reproduction.

Article 12 
1. States Parties shall take all appropriate measures to eliminate discrimination against women in the field of health care in order to ensure, on a basis of equality of men and women, access to health care services, including those related to family planning. 
2. Notwithstanding the provisions of paragraph I of this Article, States Parties shall ensure to women appropriate services in connection with pregnancy, confinement and the post-natal period, granting free services where necessary, as well as adequate nutrition during pregnancy and lactation.” (Convention on the Elimination of all forms of Discrimination Against Women)

Indeed, a basic requirement for an effective and just public healthcare program consistent with the standards set by International Human Rights must include a holistic program on Women’s Health, which in turn integrates access to healthcare that includes Family Planning Services.


The DOH in its own written policy on National Family Planning
, gives the impression that it adheres to this standard:



“The government recognizes the population issue as a priority. As such the government needs to adopt policies that will take into consideration population and reproductive health policies that will take into consideration population as well as equality between men and women. Moreover, these policies should support the ultimate goal of putting people at the center of development as espoused during the International Conference on Population and Development.



Towards this end, the Department of Health established the reproductive Health (RH) Program in 1998 with the goal of providing universal access to quality RH services. Family Planning is one of the critical elements of this program. Furthermore, the DOH has set population development and family planning as priority interventions in its vision of “Health for All” with the end view of attaining a better quality of life for all Filipinos with special focus on the poor.”


Likewise, General Recommendation No. 24
 on Women and Health explicitly directs State Parties to implement a comprehensive national strategy to promote women's health throughout their lifespan. This will include interventions aimed at both the prevention and treatment of diseases and conditions affecting women, as well as responding to violence against women, and will ensure universal access for all women to a full range of high-quality and affordable health care, including sexual and reproductive health services.

The same Recommendation provides that: “Studies such as those which emphasize the high maternal mortality and morbidity rates worldwide and the large numbers of couples who would like to limit their family size but lack access to or do not use any form of contraception provide an important indication for States parties of possible breaches of their duties to ensure women's access to health care.”


The same General Recommendation also further directs State Parties specifically undertake the following measures:

“21.   States parties should report on measures taken to eliminate barriers that women face in gaining access to health care services and what measures they have taken to ensure women timely and affordable access to such services. Barriers include requirements or conditions that prejudice women's access such as high fees for health care services, the requirement for preliminary authorization by spouse, parent or hospital authorities, distance from health facilities and absence of convenient and affordable public transport.



XXX

23.   In their reports, States parties should state what measures they have taken to ensure timely access to the range of services, which are related to family planning, in particular, and to sexual and reproductive health in general. Particular attention should be paid to the health education of adolescents, including information and counseling on all methods of family planning.



XXX

States parties should also, in particular: (a) Place a gender perspective at the center of all policies and programmes affecting women's s health and should involve women in the planning, implementation and monitoring of such policies and programmes and in the provision of health services to women; (b) Ensure the removal of all barriers to women's access to health services, education and information, including in the area of sexual and reproductive health, and, in particular, allocate resources for programmes directed at adolescents for the prevention and treatment of sexually transmitted diseases, including HIV/AIDS; (c) Prioritize the prevention of unwanted pregnancy through family planning and sex education and reduce maternal mortality rates through safe motherhood services and prenatal assistance.”
It must be noted that as recent as the 1997 Review of the Philippine Report to the Committee, the following observation and key recommendation was made to the Philippine Government as a State Party to CEDAW:

“301. The Committee recommended that reproductive and sexual health services, including family planning and contraception, be made available and accessible to all women in all regions. PHILIPPINES (1997) Concluding Observations of the Committee on the Elimination of Discrimination against Women: Philippines, 28/01/97, A/52/38/Rev.1, paras. 275-305.

But beyond any government pronouncement or written policy purporting universal access to the widest array of safe and effective family planning methods, the commitment necessarily entails the guarantee of providing available and accessible services.

Ensuring the right of women to access family planning services entails upholding women’s right to be informed of such choices


The delivery of health services for women includes the delivery of information about such services. Again, this is the standard set by CEDAW:

“Article 14

2. States Parties shall take all appropriate measures to eliminate discrimination against women in rural areas in order to ensure, on a basis of equality of men and women, that they participate in and benefit from rural development and, in particular, shall ensure to such women the right: 

XXX
(b) To have access to adequate health care facilities, including information, counseling and services in family planning;”

Article 16 
1. States Parties shall take all appropriate measures to eliminate discrimination against women in all matters relating to marriage and family relations and in particular shall ensure, on a basis of equality of men and women: 
(e) The same rights to decide freely and responsibly on the number and spacing of their children and to have access to the information, education and means to enable them to exercise these rights;”


Truly, guaranteeing these rights on paper and in policy is meaningless if women are not given the means to enable them to exercise their rights.
 
International standards require no less than availability (through public health programs), accessibility (within physical and economic reach of the population), acceptability (culturally appropriate and in accordance with medical ethics), and quality (medically and scientifically appropriate).


In 1999, the DOH took a step towards meeting International Standards when it not only approved the Emergency Contraceptive Pill through the registration of Levonorgestrel 750 mcg (Postinor), but also likewise provided for its accessibility primarily through government-run women and child protection units in cases of sexual abuse.

Indeed, women’s human right to health is at the very core of the basic human rights of women to life itself.


Taken together with Article 3, which addresses equality between women and men, and Article 6
, which ensures the right to life, the ICCPR obligates State Parties to address the issue of maternal mortality:

“10.   When reporting on the right to life protected by article 6, States parties should provide data on birth rates and on pregnancy and childbirth-related deaths of women. Gender-disaggregated data should be provided on infant mortality rates. States parties should give information on any measures taken by the State to help women prevent unwanted pregnancies, and to ensure that they do not have to undertake life-threatening clandestine abortions. States parties should also report on measures to protect women from practices that violate their right to life, such as female infanticide, the burning of widows and dowry killings. The Committee also wishes to have information on the particular impact on women of poverty and deprivation that may pose a threat to their lives. Equality of rights between men and women (Article 3), International Covenant on Civil and Political Rights, General Comment 28 HRC, General Comment 28, 2000, Doc. No. CCPR/C/32/Rev.1/Add.10.

Indeed, every year, an estimated 514,000 women die of pregnancy-related causes – 98% of these deaths occur in developing countries where a woman's lifetime risk of dying from pregnancy-related complications is almost 40 times higher than that of her counterparts in developed countries. This means, each day, some 1,400 women die in pregnancy and childbirth – a death every minute. In fact, over 90 per cent of maternal deaths occur in Asia and Sub-Saharan Africa. (A Report on UNFPA Support to Reduce Maternal Mortality, 1999)

In this annual death toll, approximately three to four thousand are Filipino women.

Again, we cannot but recognize the vital role that quality family planning programmes assume (as part of a comprehensive strategy of socio-economic reforms and a holistic approach to health) in reducing maternal deaths through prevention of unwanted pregnancies and unsafe abortions. 

Indeed, even the Department of Health’s own official Reproductive Health Policy (Administrative Order 43, 24 April 2000) highlights among others, women’s empowerment, violence against women and children, adolescent reproductive health and makes Reproductive Health services as a part of its basic package of health services.


The issue of Emergency Contraception gains even more significance not only because it forms part of the government’s mandate of universal access to quality family planning methods but also because it is strategic to addressing forced pregnancy in rape and sexual abuse.


Even as rape survivors cannot legally terminate forced pregnancy
 in the Philippines, the availability of an effective contraceptive method after unprotected intercourse or sexual abuse, now gives survivors of violence a window of 72 hours to prevent forced pregnancy.


Forced pregnancy is an important human rights issue. The Beijing Platform of Action condemns "torture, involuntary disappearance, sexual slavery, rape, sexual abuse and forced pregnancy.” (Report of the Fourth World Conference on Women, Document A/Conf.177/20, New York, 1995.)

Even International Covenants recognize that the right to health being basic to the human right to life includes legally enforceable components.

The International Convention on Economic, Social and Cultural Rights defines the right to health (Art.12), under General Comment 14
 as:

“(1) Health is a fundamental human right indispensable for the exercise of other human rights. Every human being is entitled to the enjoyment of the highest attainable standard of health conducive to living a life in dignity. The realization of the right to health may be pursued through numerous, complementary approaches, such as the formulation of health policies, or the implementation of health programmes developed by the World Health Organization (WHO), or the adoption of specific legal instruments. Moreover, the right to health includes certain components which are legally enforceable.”


Further, the same General Recommendation provides that “ The right to health is not to be understood as a right to be healthy. The right to health contains both freedoms and entitlements. The freedoms include the right to control one's health and body, including sexual and reproductive freedom, and the right to be free from interference, such as the right to be free from torture, non-consensual medical treatment and experimentation. By contrast, the entitlements include the right to a system of health protection, which provides equality of opportunity for people to enjoy the highest attainable level of health.

A Final Note

The issue of the legality of Levonorgestrel 750 mcg (Postinor) strikes at the very core of women’s human right to life.

Indeed, women's health and consequently their lives are often compromised not by lack of medical knowledge, but also by infringements on women's human rights. The International Federation of Gynecology and Obstetrics' 1994 World Report on Women's Health concluded that improvements in women's health need more than better science and health care—they require state action to correct injustices to women.

In this particular case, the Philippine Government is in dire need of both better science, healthcare and the correction of grave injustices to Filipino women.

In the blink of an eye, more than 30 years of evidence based research and opinions of the most respected institutions and associations of health and medical practitioners that support Levonorgestrel 750 mcg (Postinor) as a safe and effective emergency contraceptive method that cannot harm an already established pregnancy was all of a sudden abandoned by the DOH to accommodate a singular fundamentalist religious position that is not even sanctioned by the Constitution.

Our Constitution clearly embraces the principle of the “separation of church and state,” as well as guarantees freedom of religious beliefs. This freedom to exercise and practice a belief includes freedom from compulsion to practice a particular religion as well.

The Constitutional Commission also had occasion to discuss this in reference to voting on the wording of Article 12 and noted:

“. I propose to delete the sentence “The right to life extends to the fertilized ovum,” and in lieu thereof place a new sentence: THE STATE SHALL RPOTECT HUMAN LIFE FROM THE MOMEMENT OF CONCEPTION. XXX
The Bill of rights is supposed to protect the individual from the state and the minority from the majority. This original proposal impinges on the right of the minorities who do not believe in this Catholic concept.” (July 18, 1986 Record of the Constitutional Commission, Volume One p. 721-722)

Reproductive health strategies are built around a core insight that is at once simple and deeply revolutionary: that women as full, thinking, feeling personalities, shaped by the particular social, economic, and cultural conditions in which each of them lives, are central to their own reproduction.

Ironically, these same principles are already enshrined in the Constitutional guarantee of Human Rights
, the State principle of Equality between women and men
, the Philippine’s various commitments as a State Party to all the International Conventions safeguarding Women’s Human Rights, as well as the policy pronouncements of the DOH in its programs on Reproductive Health based on the International Convention on Population and Development and the Beijing Declaration.

Despite all these scientific, medical, legal and not to mention ethical bases, the DOH chose to tow a religious fundamentalist line, which endangers the very basic right of couples to decide and choose according to their own conscience (free from constraint and compulsion) their family planning method.

Levonorgestrel is the same stuff of which regular hormonal oral contraceptives are made of. The primary mechanism of action is the same.

Coupled with the current administration’s pronouncements regarding it’s lack of intention to purchase artificial contraceptive supplies after the phase-out by USAID (Rina Jimenez, Philippine Daily Inquirer, 7 July 2001) it is clear how DOH Memorandum Order 18 (2001) also threatens women’s basic human right to prevent unwanted and forced pregnancy. Indeed, why consign women to untold health risks and even maternal death from unwanted and unintended pregnancy when they have a safe, effective and legal means to prevent it?

The Women's Crisis Center's (WCC) Feminist Action Research on The Impact of Violence Against Women On Women's Health for the period of 1995-1998 from ninety survivors of battering, rape and incest states that: 9 out of 10 battered women experienced marital rape; 6 out of 10 had unwanted pregnancies and 2 out of 10 incest and rape survivors had unwanted pregnancies.

As early as 1995, the Committee on Economic, Social and Cultural Rights already had opportunity to call the Philippine National Government’s attention with regard to its duty to promote adequate access to health care services:

“20. With regard to health services, the Committee notes the Government's plans to privatize and decentralize much of its programme. While there is no reason that the private sector should not be fully involved in the provision of health services, the Committee emphasizes that such an approach does not in any way relieve the Government of its Covenant-based obligation to use all available means to promote adequate access to health care services, particularly for the poorer segments of the population. The Committee was unable to receive any assurances from the Government that its current plans have sought to address this issue adequately.” (Concluding Observations of the Committee on Economic, Social, and Cultural Rights: Philippines, 07/06/95, E/C.12/1995/7)

Indeed, the Philippine Government must now, more than ever, rise up to the challenge of meeting the basic requirements of ensuring the human rights of its citizens and in this case, ensuring women’s very basic right to life and health. Its very legitimacy to govern depends on it.
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