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August 22, 2017

DEPARI`MENT OF HEALTII
Sam Lazaro Compound
Tayuman, Sta. Cruz
Manila

Attention:         Dr. Paulyn ubial, MD
Secretary

FOOD AND DRUG AI)MINISTRATION
Civic Drive
Filinvest City
Alabang 1781 Muntinlupa

Attention: Ms. Nela Charade G. Piino, Rph
Director General

Subject: FDA    ADVISORY    2017-253     and     the     Certification/Re-Certification    of
Contraceptive  Products  under  Republic  Act  No.  10354,  as  Provided  in  the
Supreme Court Decisions

Mesdames and Gentlemen:

This is to reiterate the request of AIliance for the F`amily Foundation Philippines, Inc. (ALFI)
expressed  in  its  two  (2)  letters  dated  August  07,  2017  and  August  14,  2017  that  were  duly
received by your offices on August 07,  2017 and August  15,  2017, respectively. To date, we have
yet to receive any fomi of response to both letters from either of your offices.

Specifically, ALFI requested for the following documents:

1.          Cerdf icchon cnd. re-ceTtif icafion processes which have been revised "to rrtake it
sthcrty compticut with the rmgh Cout's Decision,»

2.         Fha:hized "amended Rules of procedure/ Guldett:res f or the certif ication cmd re-
cerd:f icafion Of AIL cor[traceptiije products,»

%„rndonedmtheFDAAideMe"re_SCT_RO:Coutraceptwes,31JulO2017(VI[A]andw
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3.

4.

Schedule fior the related "first round, Of s:u;mmary hecinngs urrder the amended
procedure tlris August 21, 2017» (VI [C]), and ang other dates fior such bearings; cnd.

Revised Implement:ng Rules and Regulafious Of the Responsible Pareritrrood an4
Reproduchve Health Act Of 2012 (Republie Act No.  10354) that is "strictly comptiarvi
u]ith the mcmdates Of the Cowl."

To  put  things  in  perspective,  we  hereby  quote  the  pertinent  portions  of the  ENTRY  OF
JUDGMENT  from  the  Clerk  of Court  of the  Second  Division  of the  Supreme  Court  which  the
undersigried received on August 08, 2017 -

"This  is  to  certify  that  on Au£=`ist  24.  2016  a  decision  rendered  in the
above-entitled  case  (a.R.  No.  217872  and  a.R.  No.  221866)  was  ffled  in  this
Office, the dispositive part of which reads as follows:

•.WHEREFORE,  the  case  docketed  as  a.R.  No.  217872  is
herebg REIANDBD to the Food and Drugs Adndndstrc¥_flon which _ts
-bs order.a to ob..rue thie baslc r`eaulr®mell;±s Of du? p!pe.¥ b|L
C##c:£±afiehde,er#;,£ddaaL#dwiedngmt#±£#%Onceor"Strt=c:_ep¢_£:#:qu°gns
and  devices,  inctwding   lmplanon  and  lrnplanon  NIT,  and  to
determine whether theg are abortif iac±e"ts or rrorcabortifiaeier\ts.

Pursuarut to the expanded jurisdteflon Of €his Court and its
power  to   issue   ru.Ies  for  the  prctectton  and   enfiorcemeut   Of
constitutional rights, the Court herebg:

1.       DIRECTS  the  Food  and  Drug  Admintstratlon to
__fiorrr.ulate  the  mles  o__f  procedure  ±n  the  screewhg.
evaha±ton and an_oroval o_f all co"traceDelve d"gs and
deices that will be used under Repubtlc Act No. 10354.
The  rules  o.f  procedure  shall  coutctin  the  _fiouowira
rrindrnum tea_ulrerneuts o_I due process:   !a| pubtieatton.
rrofice  and  hearing.  n.)  €uterested  pcuties  sha:Il  be
altotued to €rutervene. (c\ thie standard tald dowr. in the
Constitwtlon.   as   adopted   under   ReDubl:ie   Act   No.
10354. as to u]ha± constlt.ekes attwame coutr.ace_cttoes
shall be strtotlu __fiouou]ed. that ts. those wTtich do  root
ha;rrn    or    destro±!    thje    u._fe    o_f   the    unborn   from
coneepttonJ_fiertiuzatton.  !dl  €n  we€ghir.a  the  evidence.
all reasonable douhis she:Il be resotwed in .fa:\]or a__i the
prctectton and preseriiatton o.f the riahi to tl_fie o_i the
unborn ._from concep€tonL_fiertiuzatton. c"l !e} the otherF±ed±r-tn°fAraed##g=#haupb#==5i#ed_
with.

2.    DIRECTs the Deparimeut of Health in coordir.aflon
u)tth other coneemed agene€es to __fiorm:ulate the  rules_
and  regulations  or  guideunes  which  wlu  govern the#_cOFrf%t#
Adrrdrdstratlon that said product and sapply ts rnede
at/atzazize  orL tzte  corLd€ttorL tzrat  it  ou€Z(  not  be  used as
an ahortifadeut s:ungect to the fouow€ng rwh;lmu:in due
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process   requirements:   (a)   pubucaklon,   r.otiee   and
hearing, cnd qu) tuterested pcuttes sha!Il be altou]ed to
tutervene. The rules and regulations or guidelines shalt
provide  sofficieut  detail as to  the  manner  bg  which
said product and supply shall be strietig regulated €n
order that theg  wall not be used as an abortilfdwieut
cnd: tr. ordler to su:I:ftcietttky scLifeguard the right to tkfie
Of the whom.
3.   DIRECTS the Depcutmeut Of Hearth to generate the
complete    and    correct    ust    Of   the    goverrmeut's
reproducttoe   heatkh   prograns   and   services   under
Repubtlc   Act   No.   10854   which   u]tll   serve   as   the
tenplate  fior  the  comptcte  and  cottect  trifiorrnafion
standard and, hence, the drdy to inforrr. undler Section
23 (a) ev Of Repubuc Act No.  10354. The Deparirneut Of
Hearth   is   DIRECTED   to   distribute   copies   Of  this
template to all hearth care service providers covered b€i
Repubuc Act No.  10354.

The  respondents  are  hereby  also  ordered  to  amend  the
lrnplemeutina Rules ar.d Regulations to cortfiorrr. to the ratings and
auldetines tn a. R. M_a_. 204819 and re-ated cases.

The  above foregoing  directtwes  notwithstanding,  u]itT.in 30
dags  from   reectpe   Of  this   dtspositton,   the   Food   and   Drugs
Adndrdstratlon should corrmer.ce to cQ_nduct the necessou-il hearing
guided bu the cardinal rights o__f the puties laid down tn CIR v. Ann
"bang.

Periding the resotwtion Of the coatroversg, the motior. to uft
the Temporari] Restrat"ing Order €s DENIED.

With respect to the cortkern:pt peti;kton, dockesed as a. R No.
221866 it ts hereby DENIED for lack Of cor\crcte baste.

SO ORDERED. "

"This is to further certifig that the Court on April 26,  2017 adopted a
resol;utter., the dispositive part Of wTdeh reads as fothows:

"WHEREFORE,  the  August  24,  2016  Dectston  €s  MODIFIED.
Accordingly,   the   Food  cnd:   Drag   Adindnlstratton  is   ordered  to
consider the opposittons ftled bg the pctittoners u]ith respect to the
usted drugs, inctwding lmpidnor. and lmptanon NIT, based or. the
stcmdards Of the Rez}roducttwe Hearth ira;w. as cons€"ed in lmbong v.
Ochoa, and to decide the case witTrin st3ctg (60) dugs from the date it
wall be deerned su.bmltted fior resol:uflon.

A_fter compuance with due process and upon prondgatton Of
the dectston Of the  Food cued Drug Adminlstratton, the Temporang
Restraining  Order wound be deerned I;ifeed lf the questlor.ed a:rags
a:nd devices cure fiound r.at abortifacteuts.
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After    the    firra.1    resotuflon    ky    the    Food    and    Drug
Adndndstratton, ang appeal should be to the Outface Of tTue Prestdeut
pursuouut to Section 9 Of E.0. No. 247.

As ordered tn the Auaust 24.  2016  Dectston. the FQ_od±±±nrd
Drug Administration ts directed to anend the lir+plernerttlng Rules
and  Regwlafions  Of  R.  A.  No.  10354  so  that  it  u)ould  be  strictly
com_DItant with the mandates of the Court tn Imbona v. Ochoa.

SO ORDERED."

and  that  the  same  has,  on  June  15.  2017  become  final  and  executory  and  is
hereby recorded in the Book of Entries of Judgmentsr

In the said Decision and Resolution referred to above, ALFT and the undersigned were the
ppetitioners; hence, they are unquestionably the interested parties. They are the petitioners whom
the  Supreme  Court  emphatically  pronounced  were  deprived  of their constitutional right to  due
process of law. Thus --

"The undisputed fact is that t:he Deti:tioners were deDriued o_f their
constirfu:fional riahi to clue orocess of I.aw.

As   expounded  by   the   Court,   ujh;at  it  fiound  to   be  Drimcinky
deplorable is the fdihare a_f the responderds to act upon, rrunch less address,
the   Various   opposifious   ftled  try   the   pedtioners   agal:usl  the   Droduct
registration, recerttficcrfuon, procureTnerit, ci,nd disthbutiorL Of the cnLestioned
coutraceoti,ue  drugs  cmd  devices.  Instead  Of  addressi:ng  i:he  petttiorvers'
assertion that the questioned cortraceptive drags cnd. devices fell uithin
the  defurifion  Of  an  "aborti:fdeierit"  under  Sechon  4(a)  Of  the  RH  Law
because Of their "secoridary mechanism Of action which iridIAces abortion or
dest"ctien Of the fetus inside the Trrothjer's womb or the preueruton Of the
fiend:1ized  ou:u:in to  reach  a.nd  be  inplartted  in the  riwiher's  womb,"  the
respondertts  chose  to  ignore  them  cnd. proceeded  with the  registrcuton,
recertiifecafion, procurement, and distribwhon Of several corttraceptwe d:rugs
and devices."

Lest  our  frail  memory  fall  us,  the  Court  laid  down  the  cardinal  rights  of  parties  in
administrative proceedings in Ang n.bag I;. CJR, as follows:

1)  The right to a hearing, which includes the right to present one's case and submit
evidence in support thereof;

2)  The tribunal must consider the evidence presented;

3)   The decision must have something to support itself;

4)  The evidence must be substantial;

5)  The  decision  must be rendered  on  the  evidence  presented  at the  hearing,  or at
least contained in the record and disclosed to the parties affected;

6) The tribunal or body or any of its judges must act on its or his own independent
consideration of the law and facts of the controversy and not simply accept the
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views of a subordinate in arriving at a decision; and

7)  The  board  or body  should,  in  all  controversial  questions,  render its  decision  in
such a manner that the  parties to  the  proceeding can know the various issues
involved, and the reason for the decision rendered.

We request for the "finalized amended Rules of Procedure/ Guidelines for the certification
and re-certification of ALL contraceptive products," the schedule for the "summary hearings under
the amended procedure," and the "revised implementing rules and regulations" of the RH Law not
only because they are mentioned in the FDA Aide Memoire as having been prepared and finalized
by  your  offices,  but  because  they  have  been  mandated  by  the  Supreme  Court  in  its  various
decisions and resolutions which have already become final and executory. And most importantly,
they constitute the minimum requirements of basic due process which the Supreme Court noted
ALFI was deprived of in your proceedings in the past.

Please be kindly informed that ALFI will continue to invoke and exercise its constitutional
right  to  due  process.  ALFI  expects  a  process  that  complies  strictly  with  the  mandates  and
constitutional standards laid down by the Supreme Court in Jmborig u. Ochocz and related cases --
specifically,  (i)  the  standards  as  to  what  constitute  allowable  contraceptives,  which  are,  those
which  do  not  harm  or  destroy  the  life  of the  unborn from  conception/fertilization  and do  not
exhibit  the  mechanism  of action  that  "induces  abortion  or  destruction  of the  fetus  inside  the
mother's womb or the prevention of the fertilized ovum to reach and be implarited in the mother's
womb";  (ii)  in  weighing  the  evidence,  all  reasonable  doubts  shall  be  resolved  in  favor  of  the
protection and preservation of the right to life of the unborn from conception/fertilization; and (iii)
the requirements of administrative due process, as summarized in A7ig n.bag u. CJR.

Anything short of these constitutional standards is unacceptable.

In the  spirit of fair play,  transparency,  and due  regard for the decisions of the  Supreme
Court that have become final and executory,  we urge you  to comply and observe the standards
and  requirements  that  have  been  duly  laid  down.  We  ask  you  to  start  the  process  right  by
providing us with the requested documents.

Thank you.

Very truly yours,

Legal Courrsel

Copy furnished by personal service:

1.  DEPARTMENT OF HEAIJTH
Sam Lazaro Compound
Tayuman, Sta. Cruz, Manila
Attention:    Dr. Paulyn ubinl, MD

Secretary

2.   FOOD AND DRUG ADMINISTRATION
Civic Drive
F`ilinvest City
Alabang 1781  Muntinlupa
Attention:   Ms. Nela Charade a. Puno, Rph

Director General
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Republic of the Philippines
Department of Health FDA,„

FooD AND DRUG ADM[NISTRAT]oN    Fund and D"H a,t]ffl#g;.TNt,[P§

ACKNOWLEDGEMENT RECEIPT

The Food and Drug Administration (FDA) hereby acknowledges the receipt of your
document with the following details and duly recorded in the FDA Inventory System (PIS):

Document Tracking No. :

20170823151502

Communication Type :
From:

Routed To:

Document Title:

LetterVliequest ( General)

Alliance for the Family Foundation Philippines Inc.

Office of Director General
FDA Advisory 2017-253 and the Certification/Re-
certification of contraceptive products under republic act no.
10354, as Provided in the Supreme Court Decisions

Contact Irformation:

allianceforthefamily@gmall.com

Received By :                               DJGabriel

Date and Tine Received:          23 August 2017 03: 16:50 PM

The detemination of the completeness of the documentary requirements submitted, if any,
is subject to the evaluation of the technical person in charge.

You may follow-up the status of your document through the DocTrack Status at the FDA
website, http : //www. fro. gov. ph/doctrack-status-know-the-status-o f-your-application, using the
document tracking number and the contact information stated above.

The receipt is systems generated and does not require signature.


