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PDFACB 

The Philippines pb.ar11aceutical industry can be characterized as essential­

ly a foraulatlng and a packaging industry. bcept for upiclllin, m1Ca7clllln 

and cloxacillin, all the rav .. terial requirf!llellts for pb.araaceutical production 

are illported. 

In order to baYe quality pb.araaceutical products aore affordable and 

accessible, a national drag policy (llPD) vas enunciated. One of the pillars of 

the llPD la to achlne relati'V'e self-reliance in the 111m11facture of strategic 

pb.araaceutlcal products. The objectlYe ls to deYelop the capability to amu­

facture the pharmaceutical chealcals (i.e. interaediates and basic) so that the 

Philippines is not totally reliant on foreign sources and aYoid the detrimental 

effects and Yagaries of such dependence. 

In this regard, the Philippines GoverD1Dent tapped the financial assistance 

of mmP and the technical expertise of mo:oo to undertake a study that would 

identify areas where possible upstream integration of existing pharmaceutical 

production capabilities can be done (DP/PBI/87/019). 

To ensure that the premises of the technical rec0111endations of the inter­

national experts are Yalid, an independent ad hoc group of experts was convened 

1n Vienna on 27-28 October 1988. As a result of the meeting, there is now more 

confidence in the technical rec01mtendations of the study and further socio-eco­

nomic analyses can be undertaken. 

In the field of Yaccine production, the GoYemment of the Philippines is 

ready to negotiate a large-acale investment and technical aHiatance project 

with intereated inveatora or bilateral donora. Urgen&: high level advice was 

required by the Government to enaure that the negotiAted agreement would most 

--
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adequately fulfill their needs. Due to the complexity of the problem, as vell 

as the sometilles contradictory recom.endations of prior studies in this field 

(auch as the lnterc;are Study, a previous UllIDO atudy covering ASEAll countries, 

md the study of DPIPBI/17/019) tbe following actions were auggeated by the 

above independent group of ezperta: 

To UP&rade the Quality Control L&boratpry for biologicals at the Biologi­

cal Production SerTices, Alabang irrespective of the decision vhlch aight 

be taken vlth regard to the upgrading of the vaccine production facilities. 

To obtain the view of the UIUDO "Advisory Panel on Preventive Medicine" on 

the "Intercare Study on the AlabJtD& Vaccine C011Plex" in order to provide 

the urgently required advice for the Philippines Goverm1ent. 

As a follow up of this rec~endation and of the discussions of ttr. D. 

Siazon, Director General of UllIDO vi th Dr. A. Bengzon, Secretary of Health 

during his visit to Manila in Bovember 1988, the Philippine GoveY:'llllent reques­

ted UllIDO to field its "Advisory Panel on Preventive Medicine" for trouble 

shooting by giving the aost needed technical advices to upgrade the vaccine 

production facilities and by reconsidering the technical rec01Dendations of the 

"lntercare Study on the Alabang Vaccine Complex". 
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I. OKAIJjlAIJOI or DI IEITllG 

OP'ptng of the lleetfng 

!he aeetlng vaa opened by Dr. Alfredo a.A. Bengzon, Secretary, Departaent 

of Health. ID his inaugural address he rmiDcled that the Expanded Progr~ on 

1-ization (BPI) vu endorsed by President Corazon Aquino in 1916 aa one of 

her first acts. Be expressed that the dcmestic Yaccine production has not only 

teclmical, health and financial aspects bat a1Eo political aspects. Finally he 

:t'equested the llellbers of the Panel and the resource persons to &iYe adYlce and 

pidaace in their personal capacity and not ODl.y •through their corporate 

lenses•. 

Dr. Charles llerieux, Chairm.n of the Panel greeted the representatives of 

the Philippine GoverDHD.t and participants of the aeeting and smmarised the 

achieYeaents of the preYiOUB Advisory Panel aeetings and UllIDO Syllposia on 

Blood and its Derivatives. The list of these aeetings are given in .Amlex VII. 

The Director of Industrial Operations Technology Division of UllIDO and 

Secret'ry of the Advisory Panel highlighted the iaportance of the Advisory 

Panel on Preventive lledicine in advising and guiding of UllIDO progr-e on 

industrial production of biologicals (IPB). .ls exa11ples of aajor achieveaents 

she specifically aentioned the rehabilitation type of projects and the pilot 

plants for deaonstration of production of hman and veterinary biologicals 

within the same praises. She eaphaslzed that production of h11U11 and 

veterinary vaccines wt thin the saae premises, but stdcly following the QIP 

requireae:nts, could financially lte aore Yiable due to better utilization of 

teclmical capacities and personnel capabilities. 

llr. Rhala II. Gaaboa, Undersecretary, Department of Bealt!\ and ••tlonal 

Project Director of DP/PBI/87/019 briefed the ambers of the Panel and the 

r~aource persona on the teraa of reference of the aeeting (Annex Ill) end the 

guide questiona and issues for JiacuHion (Annex I). 

the A&cn4a of the Meeting 

l'he Agenda of the Meeting is &Iver. in Annex IV. 

.. 
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Docwentation 

'lhe •nabaag Vaccine Collplex, A llecli--Tera DeTelopment Plan• prepared by 

the Integrated Health Care SerYicea, Inc. (IllDRC&D) in A11&1111t 1917 ad 

referred throughout thla report as the Intercare St• Clll the ila'baag Vaccine 

c.p1ex vu diatrlhted -s the -a.era of the Panel ad reacnarce peraoaa in 

well ad'Yaace u the l»aaic d0C1ment for thla wtlna. ·r7 paper of the 

Intercare reca-....,•tioaa YS exlatlna situation at the Bioloaicala Prodaction 

Senlce (BPS) ad another paper on the perapectlYea of the ilabaa& Vaccine 

Laborator7 DeYelos-ent Progr- are attached as Annex V and YI, reapectlYely. 

Vlaiu 

Tb.e participants of the meeting •iaited the Biological• Production 

Senicea at ila'baag on 4 April 1919. The progr-e of thia Yiait la glTen in 

the Agenda (Annex IV). 
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11. 6ENERAL RECCftENDAT IQNS 

The Panel visited the Biologicals Production Service 

<BPS> and reviewed the Intercare Study on the Alabang 

Vaccine Complex as a basis for reco.-ending the Philippine 

Govern.ent·s future develos-ent activities in accordance to 

the needs for iapleiaenting the EPI and consistent to the 

National Drug Policy. 

The Panel discussed all of the relevant aspects of 

vaccine production and formulated it~ recommendation in line 

with the Guide Questions/Issues which were agreed by its 

members <see Annex 1). 

J. The BPS shall continue to croduce the following 

biological products: BCG, tetanus tcxoid. DPT. 

anti-venom, cholera, typhoid. diagnostic antigens 

and anti-sera, animal and human rabies vaccine and 

PPD. However, it is recommended that these 

products should be tested by an independent 

recognized reference laboratory in order to 

confirm that these products meet 

standards. 

international 

2. It was the opinion of the Panel that cholera/ 

typhoid combination should be discontinued. 

Production of Semple rabi•• vaccine should be 

phased out as soon as practical and it should be 

replaced with the verocell rabies vaccine. 
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3. New vaccines such as DT <Diphth~ria-i~tanus> and 

possibly Td <adult> could be consid~red to be 

produced in BPS. 

So far as the production of other EPI 

vaccines COPV and measlesi, and Hepatitis 8 or any 

other are concerned, the creation of the proper 

basic infrastructure in BPS is a prerequisite. 

4. As a first stage. the building of facilities to 

carry out blending, filling. packaging and s~orage 

properly serviced with utilities and a new quality 

control department ano SL1pport facilities 

ooerating at the hi~hest standards cf G.M.F •. 

shoulci be estaQlished. Tnis would enable the 

government to adoot a verv ilexible policy 

regarding filling of imported bulk concentrate~ 

and locallv produced vaccines. 

5. fis a secono staoe. the BPS could contew~oia.te the 

6. 

production of t"e v~ccines such as OPV. measles. 

hepatitis B from basic and or intermediate ra~ 

materials. 

A feasibility study should be unde~taken to 

confirm the SLlitability and the economic and 

financial viability of the suggested ~ppro~ches in 

paragrahs4 and 5. 
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7. Until vaccines mentj.oned in paragraph 3 are 

produced locally~ importation should continue. 

8. A Sub-group of the Panel worked out specific 

technical recommendations concerning i11unediate 

•easures to be taken and introduced at BPS to 

improve the safety of the Qperations and quality 

of the product. Details given in Anne>: 2 

9. The establishment of a National Quality Control 

Authority with its own labcratory in addition to 

the Quality Control Department of BPS is. 

recommended. Appropriate regulations should be 

promulgated and the necessary staff recruited and 

trained as soon as oossible. 

10. The traininQ of the BPS staff in all disciplines 

of production. Qualitv control and mana9ement is 

highlv ~ecommended. Such trainini;J proorams 

carried out overseas and with consultant advice 

locally coL1ld be secured from Uniteo 1-.Jations 

a~enc.ies. 

Renumerations and incentives of the BPS 

staff should be reviewed as soon as possible. 

11. The staif of the National Quality Control 

Authority a11d the Quality Control Department oi= 

BPS may be trained within , the scope of the 

Internat.ion"'l Feder~t1on of 
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Manufactu:--ers Associatior.·s special training 

program for such staff. 

12. Technology transf~r for biolo9icals production 

<imported bulk or basic# from reputable 

manufacturers~ a3 listed in UNIDO's Directorv, or 

from appropriate institutions could be considered. 

Different modalities of such technologv transfer 

can be ~greed upon. While ioir:t venture might be 

the best option. this ~!?quires mutual Iv 

acceptable conditions. 
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III. UIIF SJlllAIJ OF JRE DISQJStWml 

!he Panel agreed that the upgrading of domestic •accine production of 

intenaatlonal standard llhould be decided on the tec:Jmlcal, health, f:lnmcial 

and political aapecta of thla .'ftlltur•. Bence tb.e health and polltlul aapects 

vlll be tac:ltl.ed - tb.e Go.e~t, the Panel decided to foe• ita attention to 

the tedmical ad flmncial aapecta. It vu alao agreed at the H&tmtng of 

the dlacmaioaa tb.at the BPI ad other Taccinea allould be lum4led separately. 

One of the -'tera atreuecl that Olll.7 tb.e 1-edlate objecti•ea of a 

Tacclae project in tb.e Phil!ppinea ._ diaca88ed, alnce l»eyoad 1992 ~ 

recc al"1datlon or plan of action vould not be reallatlc. Another .-ber 

appreciated that the Go•eniaent Jlad a aeri0118 intention to illproTe the pr«aent 

aitutloa of ilabaag Vaccine Cclmplez and therefore atreaaed that after a 

aeaeral diapoala gi•en, the dt.caaloa ahoald bf! focaaed on the •treataent• 

that is on the 1-ecliate proaT-, its coats, financial obligation of the 

C:oyerment. !he h'lmUl reaourcea and training, the facilities and quality 

control are tb.e priority areaa to br. taken into accomt vben discusiag ~ 

dnelopment progr-e. .Another aeaber expressed that first priority be given 

to Improve the following areaa: quality control, training and utilities. 

!he Secretary of the Panel felt that the Intercare study could be accepted 

in general, however she pointed out soae shortcomings auch as there vere no 

details given for the different ca-tiona and their econ011ic and financial 

•iabillty. She alatt eaphaaized that no distinction vaa aade in the study 

between the quality control of BPS and a national quality control laboratory. 

After a lengthy dl8caaaion the Meting agreed that two separate quality 

control laboratories be eatabliahed on lon& tera; one national quality control 

authority vith it• ovn laboratory facility vbich could be set up at BF.AD and an 

Improved quality control laboratory at BPS vtthin the shortest possible period 

of tiae. It v .. also unanilloualy a1reed that the tratninc of the new quality 

control staff should be started illlediately. 

The Panel •&reed that BPS should continue its operation, bovne.r it vH 

Jai&h li&thed that •afety be re1arded •• a priority i••ue. One participant 
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mpb••lzed the ccmplui ty of the safety isaue, its 3 c09P0Dents: safety of 

product (or operation), safety of operator and safety of enviroment. A aeaber 

of the Panel apressed a new fomalation, filling and packaging departaent in 

line vlth the Giii' require.aats would also require priority. Be also emphasized 

that the present operatln could not be regarded as -ufacture per ae, it vas 

only an attempt to end up in a product. Sneral .. bers 1111&&eated that 

decbion ahould be made concendng the ezisting buildings and the site 

•election for new construction. 

!'he Panel agreed that the follow up product diversiflca~ion llhould be 

addreued only if the nev infrastructure, utilities, qualltv control departaent 

and fomulation, filling and packaging departaent were in operation. 

A amber of the Panel cb.aracteriaing the biologicals production atated 

that discipline, hal'llOllizatlon llDd syncronlzation were required. Be also 

aaggested that the aoclalities for technology transfer were different by 

companies, the key element for the success vas the human resources, therefore 

continuous training was required. Be also apressed .that research and 

dnelopment la not an alternative of acquisition of mow-how and definitely not 

an alternative for short and aedlum terms development. 

Sneral aembers of the Panel suggested that a joint venture would be the 

beat alternative for further development, however the Governaent should 

consider different incentives to attract investors. llore details on the 

C:Overment' a inveat1t"1t incentives, Ratic;nal Drug Policy and the legal 

fr•ework are given in the Philippine Pharmaceutical Industry Development 

Study, DP/ID/SER.A/1166, 1166/Add.l and 1166/Add.2 

The Panel agreed that a feasibility study be prepared for the investment 

project including a central fonnalation, filling, packaging department with 

utilities and services and a new quality control department for quality control 

of all raw aateriala, phase products or intermediates and finished products, 

all in conforaity with GMP. It vaa also agreed that companies could be invited 

to prepare jointly the feaaibility atudy if interested in joint venture. 

Finally the Panel agreed that ita next meeting be held in the first 

quarter of 1990 in Cameroon. 
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ANNEX 1 

GUIDE QUESTIONS/ISSUES FOR DISCUSSION 
DURING THE UNIDO CONSULTATION 

Crystal BallrQom. Hvatt Re9encv Manila. April 4 to 6~ 1989 

<I> Given the current vaccine product lines of the Biologicals 
Production Service <BPS> and given the Intercare 
recommentiai:ions: 

What vaccines should Biologicals Production Service 
<B~Si continue producing? What are the quality controi 
and quality assuranc~ requirements to be considered? 

What vaccines should BPS reconsider ior proouction <e.g. 
cholera vaccine>? Whv? 

What new vaccines should BPS consider for product.ion <e.g. 
Hepatitis B>? Justifications? 

Is there a need for a National Control Authority in addition 
to the capacity of BPS? Please give suggestions/guidelines 
on functions ~~d reouirements for establishing such a 
national control unit. 

<2> Provision of Vaccines: 

.:i j What should be imported in finished form? 
b) What should be impcrted in b1_1lk form? 
c> What should be produced from basic O!"" intermediate ra"' materials? 

(3) For each new vaccine considered to be produced ir different 
levels Ci.e. finished form. bulk form and b~~ic production) 
and for those currently produced but whose production need 
to be imoroved~ recommend oossible sources. technolcg~ 

(4) 

availability. modality of transfer and ~ev technical 
personnel required. 

For those 
considered 
expansion> 
equipment: 

vaccines currentlv produced and for those 
for future production <as well as possible 
rer.ommend suitability of existing buildings and 

a. For basic production. 
b. For blending. filling and packaging. 

Consider improving existing buildings as an ootion tc-. 
constructing ne"' ones. 

C5> Considering that a kev element. in vacc:inE:· rn.H:f11ctl.c-•r1 L ~hr .. 
avail abi l i tv o·~ trained personr.i:~ l. i-ih~rl:..' Ce<'i BP~:. t.•r_.r:: .. ;·,ri·-~ 1 
in ouality control. production cind m:ir•<"tF·rr.:•n• '.1•:1 ~ ••. 
trair1inn. P""rt1c:•-•larl' fc•r c1.1rrf!nl ''n::ii:l1.1c1·.·, ·· 
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Ann~;: 2 

SPECIFIC TECHNICAL. RECONENDATIONS 

The sub-group made the 
recommendations for immediate 
production and quality control 
and safety measures <item 8 of 

I. Facilities 

following specific 
action which apply for 

technical 
both the 

facilities. equipment. processe~ 

general recommendations>. 

All the building facilities of BPS should be revamped 1n 

order to minimize the potential contamination of the product ana 
the risk of personnel being exposed to contaminan~s. All 
surfaces <walls~ floors. ceilings. laboratory benches. etc.~ 

should be ~overed by materials which can easily be cleaned ano 
disinfected• e.g., al 1 working ber.ch tops should be coverec b'-' 
formica. walls and floors should be covered by eoo:-:y paint or 0'/ 

latex, wires and any other e.;-:posed connections should ne coverec 
with a duct or conduit and properly identified as oer 
fermentation suit of DP products. Wooden surfaces should b~ 

sealed and painted and/or replaced witn aluminum structures. 
Proper light fixtures should be installed in order to imorove 
1 ighting. Remove non-productive equi p.nen t and accessories ~-lit: ,..1 

as desks• chairs, books, etc. from the working ar-ea. t production 
and/or oual i ty control>. Proper areas shoL1ld be selected for- tt··e­
storage of equipment. accessories and reagents that ~re util!Ze~ 

for production and pr-ocessing such as vessels. connection~. et~. 

Install sterilizers for decontamination in the producticn 
units. All sterilizers. cold rooms. freezers. incubator rooms. 
autoclaves, etc. should have proper recordPrs and charts whicr; 
should be signed and stored in the propt record and -to·· 
validation purposes. The generous use o~ lam:...1ar flow moo1.il•.'-=­
should be introduced at critical operations such as innoculation. 
fermentation. filling, etc. All equipment not involved in th~ 

production tas~ should be removed and stored in proper area5. 
Steam traps should be installed for condensate tliroughout -:.r·c 
feeding lines into the production units. Proper incinerator~ 
should be built into the facilities. E~haust from the fermenter~ 
should be passing ~hrough the incinerator or-ior to fin~I removal. 
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III. Proces!: 

Proper product description and standard operating procedures 
for each step of the production~ processing and quality control 
sh':>uld be prepared. Proper forms and ott"ler- documentation should 
be established and imolemented for recording of each step of 
aanufacture and validation of the process. Validation and 
internal audits should be performed in order to standardize all 
of the production and processing activities. Continuous 
monitoring of the production environment should be established. 

IV. Safetx 

All different warning signs identifying particular hazards 
should be placed throughout the facilities. C!othing policy 
should be established in the laboratorv: common uniform should be 
worn and people have to change to di~ferent uniforms when 
entering hazardous areas. Movement of personnel should be 
restricted to their actual working unit. Immunizat"ion pol icy 
should be established for all personnel working wit.hin t.he 
laboratories. A policy utilizing protective devices should be 
implemented when personnel are working with class cont~iners and 
with air pressure and/or vacuum • Protective attire such as 
shoes, gloves, caps, masks. glasses,etc. should be worn in 
production areas whenever required. Safety regulators for 
pressure air lines should be installeo tnrcugnout the facility. 
Pipetting devices should be manoatory ir. order to avoid mouth 
pipetting. A circle of quality shoula be introduced involving 
the regular mFtting cf the staff to discuss norms. policies and 
procedures , and internal audit ano self-crit~cism. 

Regula~ and oreventive maintenance procedures should be 
established. 
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Ii:.r•~ cl Refi:.n:uce !o.r Lhe Uiah L1:.vel Mvic.e tQ !:!!!~ 
§Q~grn!!l~!l_~ 9f \!'~ ~~!! ~!.nP!'l~~ ~~y \I~~ ldvisory e~r.!.~!. 

Bae kgrctund: 

9!1 Pre'!rn!~Y-~ ~~~~0~!~ t.Q. Y~Uda!~ ~'~ 
lntercare ~tugy Qn !_h~ Alabang Vacci•~­

CompleK. 

Ont> of the m.lJnr hf'.allh protJ'"'"'c;.·of ·111p Philip111tu? 
go· . r nmt:."n t 1 s 1 ts l- kl•anch~d Progr.am on I mmun 1 za lion C l:P I J • I his 
,,rogr·am is eKpected to rema1r. as a key element of public health 
services into the future. Hence, the Philippine Government wants 
to a5sure the availablity of adequate logistical require•ents 
for EPI, including vaccines and biologicals. 

l'or many year·s. the Phi Ii ppine liovernJRent. lhr ough its 
Haoloqirals Produrl1on Service IHP~i. whicn is under the 
Department of ttealth (DOit), has been producing varcines surh as 
BCG, tetanus toxoid and antivenin. Other vaccines have generally 
been provided for through donations by bilateral agencies as well 
as some NGO"s such as the Rotary Cluh. It is however, expec.ted 
that .... 1th1n the nt?xt five years, some of this assistance may 
terminate and the Ptulippines Nill be faced with tne problem of 
~ourcing its vaccine reQuirements. 

It. is al~n rpcnqn1zeLI that by engaging in vaccine 
product101'• the Philippines can have access to new technology. 

Howr.ver, the oppo,-tunit1es in vaccine production also bring 
with them major r:oncer-ns, inc: lud1ng the investment requirements 
and the availclhil1ty of technology. 

rl) pr11pf.>r ly c1l?velup t!u~ flf'~>. tf1p Pf11 l ippine govrr11ment, with 
th~"> .ac,~.1o;t.ance of the ll11ilPd States l\')Pru:y for lnlern.=.t1011al 
Oevelnpnment, rnmmiss1011etl a c;.tudy to def 1ne the development.ti 
strat~'.)y for· trle Af"S. lf11s study, i..r111wn .:.•;,the lf"lterr:.1rr> ~;ludy, 

has tJeen prpc,entec1 tn ·the 0011 and has basically ln~en the 
L>luer.rint fol lowed in the Ot">S upgr-.adiny t>f fo,-ts. 

l>ur,nq tru.• rP.,iew of lh•.> rt•c;ults of thL• Ph1l1pp1ne 
Pharmaceutical Industry Oevelopment Study held i11 UNIUU Vienna, 
the issue of vaccine anc1 b1olog1r:als production in the 
Phi I ipp1nP!l .,,,as disrussPd. Consequently, there wa~ a consensus 
thttt the Advisory Panel on Prevf'flt ive Medic: ane wi 11 he n?quesled to 
review the hasic rer:ommenc1at1on of tht.t lnte,-c-.a,-e Study. Sul·h 
review has been scheduled for AprJ I 'l to b, 1qaq in Mani la. 

lhP following sertinns .:.re .:t swnm.:tr·y of lhP nhJcrt1vec:., 
methoc1ulorJy and eKpectec1 output for· thP. consul tat.Jon sessions. 

Annex II 
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llbJet:t1ves: 

l. lo review and val ar~att! thP l.,tercare Stu11y 

r·econn:erulclt ions cts a ta.-."-"1s fur dt:>term11ung the guv~r·un.ent · s 
developmental act1v1ties for the H1ological Produt:lion 

Serv it:e. 

7. ·10 solir1t the opinions of the Advisory Panel on PrPvenl1vP 
Mec11rinP bdsP.d nn thPir wur ldwillP eKpPr·1enre jn the arPcl of 

vaccines and b1olnqic!:l.Production. 

EKpected Output: 

I\ set of recommPnd.lt ions re11arding thF- issue'!'. I isted in the 

attached guide quest ions, as well as other· relevant .1reas not 

covered by the gu1cle questions but deemed necessary by the Mvisory 

Panel on Preventive Medicine. 

Mt?tl1odo I oy 'I: 

Open plenary d1sn1ss1on~• shal 1 he rnrnh1c tP.1~ hy the Mvisory Panel on 
f>rP•,ent1v"' Med1rinr, the lntercare gr·oop, the DOI-I arul 111t1~r·e">te.J 
ohc.ervers on the 1sc;11es out I inecJ in the <Juide c1uestinns ar~d on 

the rerommendat1ons of the lntercare study. 

I f nee P"'-sar v • c.ma I l gr· oup d 1 ~c: u~;.s i 011<; may he under· t.11< en to 

tac ... IP ~pee_ 1 f ic: issues or areas • fhe panel is e>epected to come 

up with a r10>port specifying 1ts recommP.ndations • 
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Annex IV 

A6f~~~ OF T~E ~EE11NS 

Crystal Ballroom. Hyatt Regency Manila. Aor1! ~ to~- 1qe~ 

1000 Opening of Meeting 
Na~ional Ar.them 

1000-llOC 

1115-1245 

13(\(· 

oqoo-1200 

120~-130(• 

1300-1500 

1500-1530 

l530-1BCC 

0900-JOOO 

l. Introductory Add~esses bv Dr. A!fredo 
R. A. 9enc;;:o:on. Secretarv of 1-te.:!t~: 
Dr. CnarJes Mer1eu,. C~a1rma~ of the 
Fane!; Dr. A. Tcheknav~rian-~se~~auer. 
Sec retarv of the F lne ! . 

2. Backgrounder or. this Prc;ect ar.~ Term~ 
o~ Ref•~ence for the Consyl~atlor 
~eeet1ng, Undersecretary Rha1s M. Gambca 

Break 

. ... . Perpectives of the Vacc1•.e Develo;>aer•t 
Frogram, Assistant Secretary 0~1~~in 
Kintanar-

2. Er-ief Audio Visual Fr-ese~tati~r o~ t~E 
Biolog1caJ Production Services i6PS} 

3. Tour of the Biclo91=a! F~c~~~t•on 
Ser-vices Fa=il1t1es and Laocrato~ies. 

Discussion on the issues a":: ~eco~r:'.er.Gat1.::-r;~ 
o1 the lntercar-e Stuc~ on t~e ~!a~ar;~ 
Vaccine C:orr.ple,.. 

Sr-eai.. 

Continuation of pr-evious ~is=ussio~ 

Break 

Other Matters concerning UNJDO pro;ram~e o~ 
Industrial Procuction cf e~clog1~•!s 
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VISIT tO BIOLOGICALS PRODUCTION SERVICES (AIABANC) 

April. 4, 1989 

1 s)O PX • • •• :Perapective o'L the Ala!Jalrg Vaccine Laboratory 
Develoi-nt ~ - Dr. Quintin JC·· JJ.tanar1 .A&st. Sec. 

1 :40 Pl! • • • • Current Status of BPS Program & Services - :>r. 
Bel'DE.rdo f. ~ora 

1 :45 Bl • • • • Slide Preaent&tion on the Biologicals Prod. ~erYice 
at BCG Bu.ilcling 

.2:00 Bl •••• !our o'L IsPS Facilities 
2:00 - 2115 PK BCG Unit - Ur. Edison Sabio 
2:15 - 2:30 Pit Bauies Unit - lfrll. Dolores Mercado 
2:30 - 2:45 Plf tetanus Unit - Hrs, Petra Lojo 
2:45 - 3:00 Bl Pertussis Unit - Jtias Amparo Sobremonte 
3100 Bl • , •• Break (snack) 
3:)0 PK • • • • Continuation Of the Tour 
3•30 - 3145 .PK Diphtherie Unit - Ur, Lel.an:1 Nano 
3:45 - 4100 1'! 
4:1~ - 4125 Bl 
4125 - 4140 Bf 
4:40 - 4145 Pli 

4145 - 5:00 .Pl( 

Cholera Unit - !:rs. Loli ta Umali 
Antigen Unit - Kr. l:anuel DE.Deel 
Quali't7 Control Section - Kies Jiaria Bedimano 
Animal Bouse Section - IIr. Cesio.r Flores 
Su!iport Sernces - hgineer ltanuol Se.n Juan 
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SIJHHAKY PAPt.:K Of IHTERCARF. fCf.COKKF.HDATIOHS VS 
EXISTJHG SITllATIOH AT THE 8101.CKHCAl.S PPOOllCTIOH Sf.RYU:£ 

Annex V 
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INTRODUCTION 

BPS produces BCG. Cholera. Cholera-Tvphoid. Tvohoid. 
Se•ple and Flury Rabies V•ccines. Tetanus Towoid and 
Antitoxin. Cobra Antivenin. certa!n diagnostic Antiqen and 
Antisera. lntercare has recoawnended continuing production 
of BCG. Tetanus. Cobra Antiveni~. certain diagnostic Antigen 
and Antisera and suspending production of Cholera. Cholera­
Typhoid. Typhoid. Semole and Flurv Rabies Vaccine and 
shifting to Oral Attenuated Typhoid Vaccine for the 
Inactivated Typhoid Vaccine and buying Vero-cell rabies 
vaccine 1n bulk or undertaking its local ~roduction to 
replace Semple Rabies Vaccine. The Flury Rabies vaccine 
production sho~ld be transferred to the Bureau of A~i•al 
Industry <BAJ). 

At pre~ent. BPS imports DPT. Oral Polio and Measle~ in 
finished product for EPJ reQuire•ents. however. it has 
started its trial production of DPT by fer•entor this vear. 
lntercare has recommended the importation of Polio and 
Measles in bulk when FSLPSS facilities in BPS are already 
established. 
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SUITIARY PAPER 0: INTERCARE RECOllENDATIC*S 
VERSUS CURRENT BPS SITUATION 

I. WHAT TO PRODUCE AT BPS? 

A. SH~T-TERM C1989-
lq91} Pro~uction o~ 
the ~ol!owino 
vaccines and sera: 

1. BCG 

2. Tetanus 
TOY.Old 

3. DPT 

4. Antivenin 

5. Rabies. 
Semple 

b. Cho:era 
Typhoid 

7. Cholera 

e. Typhoid 

9. Antigen­
A:itisera 

10. Rabies, LEP 

continuing 
production 

continuing 
production 

production 
started 1988 

continuing 
production 

continuing 
pr:>duction 

coritinuing 
production 

continuing 
production 

continuing. 
production 

continuing 
production 

stop production 

!~TERCA~E 
RECOMl"'IEND~TIQ~ 

continue 

co:-.t1nue 

resume ma~.ua l 
pro:juct1or: 

continue but 
separate 
buildil"'g 

C:is~ontinue an:: 
orde:-- vero-cel; 
Cler i v'?d rat>.:. '?S 

·,,a::c l "'e 

sus:;e• .;o ion 

suspensiori 

replace with 
ora! attenu­
•ted t·;1phoid 
vaccine 

continue 

transfer to 
BA! 



• 

11. PPD 2TU 
(Purifi9d 
Protein 
Deriv•tive) 
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PRESENT 
SITUATION 

continuinQ 
production on 
BC6 lab. 

INTERCABE 
REC0!!1ENJ>ATION 

continue pro­
duction but 
transfer to 
FSLPSS t 

8. '1EDILm-TERl'I (1992-1995) 

c. 

F'SLPSS 

1. BCG 

2. Tetanus 

3. DPT 

4. Antivenin 
(Polyvalent/ 
Lvophilized) 

S. Vero eel.;. 
rabies v•ccine 

b. Oral Typhoid 

7. Polio 

a. MMR Cl"le•sles, 
Mumps, & Rub~l la) 

9. Antiqen-Antisera 

10. PPD 2TU (Puri ..ed 
Protein Derivative) 

LDf'JG-TER'1 (199b-2000) 

1. BCG 

2 • Tetanus 

continue 

continue by 
fer-en tor 

continue by 
fer111en tor 

continue 

start 
prOduction 

start pilot 
production 

start 
production 

start 
production 

continue 

CC'ntinue 

continue 

Filling, Sealing. L•b•llinq. P•ckaqinq. Stor•q• 
Sv~t•m 



3. DPT 

4. Polio 

~- Measle~ 

o. MMR (Meales. 
Mumps f. Rube) la> 

7. Vero-cell rabies 

8. Antivenin 

Ci. Hepatitis B 
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PRESENl 
SITU~!..LON 

10. Polysaccharide vaccine 

11. Antigen-antisera 

12. PPD 2TU (Purified 
Protein Derivative) 

JI. HOW TO PRODUCE~ TECHNOLOGY 

VACCINES 

l. BCG 

2. Tetanus Towo1d 

3. DPT 

4. Anti-Rabies. Semple 

:; . Antiv•nin 

6. Chol•r• Typhoid 

BPS 
Elfl STING 

TECHNOLOGY 

static 

sub"'erc;e 

nervous tissue 

hyper-immune 
serum 

lNTERCARE. 
RECOMMENDAlJON 

co!'lt:nue 

continue 

continu~ 

continue 

continue 

co'lt1nue 

pi lo~ 
;-rod~ct1or-

pi let 
production 

continue 

cor.tir.ue 

INTERCARE 
RECOMMENDAT!ON 

none 

by 'fermenter 

by fer-mento,. 

vero-cel 1 



VACCINES 

7. Cholera 

e. Typhoid 

9. Antigen-Antisera 

11. 11easles 

12. Polio 

13. l1l1R <Heasles. l'lu•ps 
& Rubella) 

14. Hepatitis B 

15. Polysaccharide 
vaccine 
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B~~ 
EXISTING 

TECHNOLOGY 

5tatic 

st;atic 

tissue culture 

none 

none 

none 

none 

none 

lNJ"ERCARE 
RECO!"IMENDAT l ON 

t!'"ansfer to 6~1 

tissue culture 

t:ssue culture 

t1ssue culturE 



I I I. CURRENT OPER~TING 
~EQUIREMENlS 

1. BCG 

A. EQuipment 

B. Facilities 

2. TETANUS 

A. Equipment 

B. Facilities 

3. DIPTHERIA 

A. Equipment 
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BPS 
EXISTING 

TECHNOLOGY 

ampoule 1o1ashing 
•achine, autnciav~ 
hot-air sterilizer 
diluent. ampoule 
filling & sealing 
machine. automatic 
dispenser sealing 
machine, distilling 
apparatus. compressor, 
incubator. air 
conditioner (1o1indow 
type). warburg 
miscroscope 

building and 
coloroom 

andlytical balance. 
pH meter. micro­
scope, brewer auto­
matic machine, 
crimping machine, 
condensing unit, 
seitz filter, 
Normann filter, 
distilling appa­
ratus, vacuum pump, 
servall mixer, hot 
cir oven, incubator, 
l•minaire flow 
cabinet, centrifuge, 
autoclave, 
spectrophotometer 

buildino and 
coldroom 

bal•nce, miscrocope 
binocular, PH meter, 
~utoclave, magnetic 
mixer, seitz filter, 

JNlERC:A~~ 

RECOMMENDATION 

voltage regula­
tor, automatic 
stand-by gene­
rator, centra-
1 ized aircon 

construction 
of new bldg. 
& coldroom 

1-IF-400 liter 
fermenter as in 
DPT, 1 rapi c! 

centrifuge co~­
tinuous, 1 fil­
tration mega-
f 1 ow unit as in 
DPT. 1 lami­
naire, flow 
hood, 1 incuba­
tor, 1 double 
door autoclave 

const,.uctio" of 
new building 
and coldroom 



CURREN! OP~RAl !!·!~ 
REOUIREMENTS 

B. F ac i 1 i. ti es 

4. PERTUSSIS 

A. EQuipment 

B. Facilities 

5. RABIES. SEMPLE 

A. Equipment 
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~§ ~!J ST J_NG 
TECHNOLOGY 

oven steri.)i~er. 
incubator • .,fater 
bath. pipette auto­
matic machine. 
pipette Nasher, 
laminaire f lON hood 

building and 
col droona 

microscope. PH ineter. 
spectro~hoto-eter, 

fermentor. cri•ping 
machir.e. pipetting 
machine. condensing 
unit. seitz filter. 
an irr1a J ba 1 ance, 
analytical balance, 
meat grinder. 
gynatory shaker. 
rotary pump. t1eta 
press filtration unit 

building and 
coldroom 

balance. millipore 
cow. roto seal 
crimping machine, 
pipetting machine. 
condensing machine, 
millipore vacuum 
pump, hydrosol. 
bone drill, saw 
cutter. auto dis­
penser, cooler-. 
delloid mill. 
freezer, fr-•11ze 
drying machine, 
sterilizer, oven, 
incubator, water 
bath, lam1naire 
t l ow hood , c J av 
clay ~dams 
centrifuQe 

I ~TEP~_£.R~ 
RECOM"'ElllOA'! ION 

constru~ ti on oi 
new building 
ant: coi:iroom 

construction of 
new building 
and coldroom 

1 M1141-ooooe 
col ligencel l 
culture, systerr. 
complete with 
accessories, 
1.5 liter capa­
city, 2 upgraoe 
2.5 liters 
vessel and 
accessories, 
2 upgrade 5 
liters vessel 
& acces.sor1es. 
1 rapid con­
tinuous flow 
refrigerated 
centrifuge. 
1 me9aflow fil­
t,..•tion u~1t & 
•cces~o,..1es 
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CUP~ENi OPERATING 
REQUIREMENTS 

B. Fac1l1ties 

b. ANTIVENIN 

A. Equipment 

B. Facilities 

7. CHOLERA TYPHOID 

A. Eouipment 

8. Facilities 

8. CHOLERA 

A. Equipment 

8. F'3c11itieo; 

BPS EXISTING 
TECHNOLQG't 

buJ.lding and 
cold room 

PH meter. an~lytical 
balance, rough 
balance, seitz filter 

building and 
coldroom 

microscope, PH 
meter. spectro­
photometer, seal 
crimping machine. 
distilling apparatus, 
autoclave. vial 
washing machine. 
automatic manual 
bottle cleaner. oven, 
water bath, incubator 
lamina ire ' 

building and coldrccm 

microscope, PH 
meter. spec tro­
p!""totomete,.. 'Sea 1 
crimpinq machine, 
di~ti11inq apparatus. 
a•:toclave. vial 
washing mar.:ti1ne, 
~·.J tom at i c mani.Ja 1 
bottlP. cleaner, oven, 
magnetic miKer, water 
bath, incubator, 
I ami na ire 

ustnf] facilities of CT 

lNTERCARE 
RECOMMENDATION 

construction of 
ne"" building 
and coldroom 

none 

construction of 
ne"" building 
and coldrcom 

none 

none 
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c•_-i:;c;E!'I'~ iJCERA ~ ! l'.IG 
C:EQ:.J I PE!"!Er-H5 

o TYPHC!O-ME~IA 

A. EQu.!.pn-:ent 

8. F'acilit1es 

:O. ANTI~E~-ANT!SERA 

A. Ea-.;~ :Jmer. t 

BPS 
E'X I STING 

TECHNOLOGY 

same as in cholera 

same d'S lri CT 

stereoscope. 
deep treeze,... 
dr·f heat oven. 
v1ater bat~. 
bala-.ce 

bu1ld1~Q and coldroom 

INTERCARE 
~ECC~f"!ENOATION 

As FGLPSS: 
2 IE washer. 
2 .,.~dular. 
1 rubber 
stopper washer, 
1 ehhelyne 
au~oclave. 1 
double door 
autoclave, 
dryer stainless 
steel, central 
wasMing, washer 
drums, washer 
demijohns, 
washer flasks, 
wastte,.- te5t 
tubes. auto­
claveidrver 
double door, 
big dr-y heat 
oven, small dry 
heat o·.,ren 



CURRENT OPERATING 
REQUIREMENTS 

11. RABIES, FURY 

A. Equipment 

B. Facilities 

12. MEASLES 

A. Equipment 
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BPS 
EXISTING 

TECHNOLOGY 

balance, millipore 

INTC.:RCARE 
RECOMMENDATION 

cow, roto seal crimping 
machine, pipetting 
machine, condensing 
machine, millipore 
vacuum pump, hydosol, 
auto dispenser, cooler, 
freezer, freeze drying 
machine,· sterilizer, 
oven, incubator, water 
bath, laminaire flow 
hood, clay adams 
centri4'uge 

using facilities of 
Rabies vacuum 
semple 

1 ti~~ue 
cu 1 tl...~e pro­
pagation, 2 
laminar flow 
hood vertical, 
2 roller ap­
paratus floor 
model 7520 CS 
rows x 4), 2 
roller apparatus 
bench model 7510 
( 2 rows >< 5 ) , 
2 roller 
apparatus beri-.:h 
model 7300 (1 
row x 5), 4 
multistir, 
4 position heavy 
duty, 6 bell 
stir 10" x 10" 
heavy duty, 2 
centrifuge 



CURRENT OPERATING 
REQUIREMENTS 

13. POLIO 

14. MMR 
(measles, 
mumps & rubella) 

15. HEPATITIS B 
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BPS 
EXISTING 

TECHNOLOGY 

none 

none 

none 

steel tank, 

INTERCARE 
RECOMl"IF.NDATION 

refrigerated Ir 
accessories, 
walk-in incuba­
tor 35 C, walk­
in cold room 
0 C to 5 C, 
2 ultraflow 
freezers, upright 
(-70 C), 
2 nitrogen tank, 
big, 
2 nitrogen tank, 
small, 
200 polyclave re­
usable KBS TC 
bottles, 
2 incubators, 
2 double door 
autoclaves, 
2 washers 
same a~ in 
measles 

same as in 
measles 

1 17-400 
germeator, 
1 rapid centrifuge 
continuous, 
1 filtration mega­
flow unit, 
1 Laminar flow 
vertical, 
1 incubator, 
1 double door 
autoclave, 
1 400-L stain 
less steel 

tank 



CURRENT OPERATING 
REQUIREMENTS 

16. POLYSACCHARluE 

VACCINE 
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BPS 
EXISTING 
TECHNOLOGY 

none 
1 400-Liter 

less tank, 

INTERCARE 
RECOtl'1ENDATION 

1 400-liter 

fermenter as in 
DPT, 
1 400-liter 
stainless tank, 

1 rapid 
centrifuge 
continuous, 
1 •egaflow 
filtration 
unit, 
1 lar.ainar flow 
ho?t vertical, 
1 incubator. 
1 shaker Ct! -sh) 



IV. CURRENT OUALITY 
CONTROL 

1. Technology 

2. Requirements 
A. Equipment 

- 1. 
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EXISTING 
BPS 

In-vivo tests: 
a. potency 
b. toxicity 
c. pyrogenecity 
d. safety 
e. skin reactivity 

2. In-vitro tests: 
a. sterility 
b. bacterial count 
c. viability 
d. heat stability 
e. tissue culture 

dehumidifier, 
apparatus for 
moisture content, 
mettler analytical 
balar.ce, 

torsion balance, 
animal weighing 
balance, pH meter, 
spectrophotometer, 
millipore filter, 
inspissator, oven 
(hot air sterilizer), 
incubator, water 
bath, laminar flow 
cabinet 

INTERCARE 
RECDl 1 IENDA TI ON 

Full develop­
-.ent of quality 
control for: 

a. Virology 
b. 1-.i-

no logy 
c. Biostat. 
d. Epide•io-

logy 
e. Toxico-

logy 
f. Genetics 

(ICaryo-
typing) 

g. His to-
pathology 

h. Veteri-. 
nary 
neuro-
virulence 

1.~acteriology 

and serology 
and virology 
• genetics 

a. la•inar 
flowhood, 
vertical 

incubators: 

i. 787 JC 533 
x 838 

ii. 1041 JC 483 
x 838 

iii. co2 

walk-in 
incubator 
35°c 

walk-in 
cold room 

o0 c to 5° c 

ultraflow 
freezer 
(-70° C) 
upright 



CURRENT DUALITY 
CONTROL 
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EXISTING 
BPS 

INTERCARE 
RECOl'l"IENDAT I~ 

ultraflow 
freezer 
(-40° C) 
upright 

crushed 
ice maker 

centrifuges: 
preparative ultra­
centrifuge, 
accesories, 
portable refrige­
rated 
accessories, 

microfuge 

microscope: 
epiflourescent, 
inverted w/ 
phase contrast 

b.Binocular 
research 
water bath 

c.Serological, 
dual 
chamber 
and cover 

d.Serological 
eso x 600 
)( 400 
refrigerator. 

e.Blood bank 
refrigerator 
17 cu. ft. 

2. Chemistry 

Atomic ab­
sorption 
spectr'opho­
tometer 

dyna-lyte 
200 Na 1/Kl 
Analyzer 



gJRRENT QUALITY 
CQNTROL 

B. Facilities 
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EXISTING 
BPS 

old quality control 
building 

INTERCARE 
R§Q!!'!fNDATION 

' 
peptide 
synthesizer 
model 
9500/AT 

DNA synthe­
sizer model 
87500 CIF 
Mla. 

Kjeldahl 6 
units: 

di9estion 
apparatus 

distillat­
ion appara­
tus 

analytical 
balance, 
digital 

platform bal. 
digital, 
Pressca 

pH meter 
digital and 
accessories 

construction 
of new bldg. 
coldroom 



LABORATORY ANIMALS 
1. Tecmol09y 

II. Require•ents 
A. Equipn.ent 

e. Facilities 
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A. Breed~ng 
B. Feedi:ig 
C. Bedding 

incubator 
balance 
triple bea111 
grinder corn 
sr.ale floor toledo 
ventilating fan 
refrigerator 
sprayer 
exhaust fan 

Buildings and 
facilities are 
very old and ready 
to collapse 

should be 
scientific, 

should oe 
clean and 
hygienic, 

should be 
regularly 
cleaned and 
disinsectization 
should be 
undertaken. 

To construct new 
building to inc­
clude provision 
for adequate 
shelter, good 
lighting, ven­
tillation, wire 
screens against 
burning and 
abundant water 
for drinking & 
w3shing purposes, 
p.-oper 
d:s..,osal of 
animals and 
suitable air­
conditioning. 
Animal building 
should have a 
double door 
opening inside 
SO that lftOVe­
ments in and 
out the area 
will have only 
a minimum of 
contamination. 



v. TECHNICAL 11ANPOWER · 

1. BCG 

2. Tetanus 

3. Diphteria 

4. Pertussis/EPI 
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JNJERCARE 
RECOf'!'IENDATION 

Each trainee for the 
the consultant in DPT 
the consultant in DPT 
and Ty vaccines prod­
uction should have a 
S.S. degree in Public 
Health or Microbiology 

Each trainee for the 
In-Service training by 
the consultant in DPT 
and Ty vaccines prod. 
should have a e.s. deg. 
in Public Health or 
Microbiology 

Each tr•in•e for the 
In-Service training by 
the consult•nt in DPT 
and Ty vaccines prod. 
should hav• a e.s. d•g. 
in Public Health or 

Professionals: 6 

1 B.S. Pharm. w/ 
training in BCG 
production 
abroad 

4 e.s. Med. 
Teclvlologist, 

1 with training 
in BCG product­
ion abroad 

1 e.s. Chem •. "'' 
training in 
Quality Ctrl. 
of Biologicals 
abroad 

Non-profes­
siona ls (NP): 12 

Professionals: 7 

1 B.S. Pharm w/ 
training in 
production of 
Tetanus Toxoid 
and Antitoxin 
and titration 
of Polio and 
Measles abroad 

NP: 10 

Professionals: 2 
:s e.s. Med. 
Technologist, 1 
with training 
in DPT prod. 
abroad 

NP:· 5 

Professionalss 4 
2 B.S. Commerc•, 
1 with training 
in Pertussis 
production 
abroad 



TEQlllICAL MANPOWER 
REQ\J)REl"IENTS 

5. Cholera 

6. Rabies 
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INTERCARE 
RECOl 1 IENQAT I ON . 

"icrobiology 

Each trainee for the 
In-Service Training 
by the consultant in 
DPT and Ty vaccines 
production should have 
a e.s. degree in Publjc 
Health or "icrobiology 

Virologist with 
".s. or Veterinarian 

7. Antigen-Antisera 

8. Ml'1R Viroloc;ist with 
M.S.Microbiolo;y or 

EXISTING 

2 e.s. 11edical 
Technolc>Qist • 1 
with training 
in Pertussis 
production 
abroad 

NP: 10 

Professionals: 
1 e.s. Philr•. 
with training 
in Polio vacc. 
production and 
biological 
standardiza­
tion of Polio 
and l"leasles 
vaccines 
abroad 

1 e.s. Med. 
Technologist 

1 e.s. co ..... erce 

NP: 14 

Professionals: 5 
2 S.S. Pharm •• 
1 w/ training 
in Flury Rabies 
vaccine prod. 
abroad. 

NP: 6 

Professionals: 4 
3 S.S. Med. 
Technolo;ist, 
1 with traininQ 
in Immunoelec­
trophor•sis and 
1 with training 
in Food Bact•­
riology abroad 

1 S.S. Ch•mistry 



:: i:'-.1 " ... 
""- -·-

' -. !"!e:asles 

' . .. .. . """epatitis e 

!.2. Quality 
control 
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Vete .. :.-;,; ... 1an o:-­
M.S. ~~=rcb1oloqy 

Vet~..-r,,ar ian or 
M.5. ~i~~obiologv 

'Jeter-1"'ar ian er 
M.S. ~i:robialogy 

Bios~at1st1c ian 
BiochP.mist 
Mi~rcDiclogi.st 

t~.s. ~1.crc~iclc~vJ 
Vettt,..1:-.ar ian 
(~e':.lrc-virulence 

ano r.e~~o-patho!ogy> 
I •ru'lt~na l ~gy 
(~.s. I~munologist) 

Professiona!s:S 

3 B.S. P~arm •• 
1 with t,...aini,,c; 
in OPT prod •• 
l ... i th tr-ai:o:i~g 

in Pel io prod. 
and control 
and Measles and 
Polio quality 
control abroad 

3 B.S. Medical 
Tec~nologists. 

NP: 1.0 

Profes•icr:als:2 

:? Animal H~s­
banC:,.y. !. .,., 

training in 
Care a,,d l"fqmt. 
of Labo,...ato,..y 
Ani.~als abr~ad 

NP: :? 1 
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YEil i 

YEAR. 2 

YEAR 3 

YEAR 4 

lEil s 

UAR. 6 

YEAR 7 

YEAR 8 

ALAIANG VACCINE LABORATORIES 
12-YEAR PROG'RAK OF VACCINE PRODUCTION 

I 

a. Continue ongoina production of ICG VACCINE, INACTIVATED TYPHOID VACCINE, TETANUS TOXOID, TETANUS ANTlTOXOlD, 
SEMPLE and FLURY, RABIES VACCINES, COBRA ANTIVENIN, ORESOL and DEHYDRATED BLOOD PLASMA. 

a. Continue ongoing production as year 1, including production of DPT VACCINE by.Manual method. . . 

a, Continua ongoing production as in year 2. 
b. Import DP~. ORAL POLIO, and MEASLES VACCINES (SO% of current requirements in bulk fot111 and 50% in ready 

to use form). 

a. Continue ongoing production as in year 3. 
b. Start DPT·production with use of fermentors. 

·C, Import bulk vaccines not yet produced by AVL. 

a. Continue ongoing production as in year 4, including fermentor-produced DPT VACCINES. 
b. Suspend manual method of DPT production a1 1oon as fermentor1 are able to produce DPt, 
c. Decrease importation of DPT in bulk to approximately 50% of previou1 year's order as my be e1timat•d to 

fill deficiency in local production. · 
d. Continue bulk order for ORAL POLIO and MEASLES VACCINES. 

a. Continue ongoing production of VACCINES, other biological• and related products. 
b. Pha1e out bulk importation of DPT. 
c. Start production of ORAL POLIO and MEASLES VACCINES. 
d, Decrea1e bulk order of ORAL POLIO and ttEASLES VACCINES in relation to capacity of AVL to produce them. 
e, Start pilot production of ORAL ATTENTUATED TYPHOID VACCINE. 

a. Continue ongoing production of VACCINES, other biological• and related products, including ORAL POLIO 
and tlEASLES VACCINES. 

b. Limit bulk import• of ORAL POLIO and MEASLES VACCINES in relation to AVL'• capacity to meat !Pl nead1. 
c. Start production of var-cell derived RABIES VACCINE. 

a. Continue ongo~na production of vaccine1, other bioloaical1 and related product• which 1hould now 
include vero-cell derived inactivated RABIES VACCINES. 

g 



AVL 12-YEAR PROGRAM OF VACCINE 
PRODUCTION PAGE 2 

YEAR 8 

YEAR 9 

YEAR 10 

\"EAR 11 

YEAR 12 

I 

b. As1i1t in the setting up of th• National Control Authority under a designated aaancy of the Hini~try of 
Hea~th. (e.g •• ~ureau of Foods and Drugs) having consultative links with the College of Public h•alth 1 

U.P. during developmental stage, working arrangements for operational collaboration betwaen the 
National Control Authority (NCA) and the AVL should ba arrived at · and 1p1ll1d out in detail. 

c. Start pilot production at MEASLES - MUMPS - Ru~ELLA (MMF) VACCINE. 

a. Continua ongoing production of vaccines, other bioloaicals ~nd related product1, includina HHI VACCINE. 
b, Start production of HEPATITIS B VACCINE under the initial aupervieion of a consultant. 

a. Continue ongoing production of vaccines. other bioloaicals and related products, includina hEPATITIS ~ 
VACCINE. 

a. Continue ongoing production ·of vaccines and other biologicals and related product•i 
b, Commence pilot production o( fOLYSACCHARlDE VACCINES, 

a. Continue ongoing production of v'i1ccitiea, other biologicals and other related produces which ahould 
now include the POLYSACCHARIDE VACCIHES. 

l:­... 
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Annex VI 

I. saFE 

PERSPECTIVES OF THE ALABANG VACCINE 
LABORATORY DEVELOPl'IENT PROGRAt1 

This paper su .. arizes the various perspectives to be l•ken 
Mhen considering the Alabang Vaccine Laboratory Dev•lop.ent 
Progra•: 

1. The Philippine Development Plan, 
2. The Health Plan, 
3. The DOH Expanded Progra• of 1-.unizatiO!l, •nd 
4. The Philippine Naticnal Drug policy. 

11 • PHILIPPINE DEVELDPttENT PLAN PERSPECTIVE 

The over-riding concern of the Philippine Develop•ent 
is the achieveMent of a better life for every Filipino. For 
medium term plan period from 1987 - 1992, the goals are: 

Plan 
the 

1. Alleviation of poverty from 597. of to 457. of all 
families (see figure lJ, 

2. Generation of more productive ••ployment, 
3. Promotion of equity and social justice, and 
4. Attainment of sustainable economic gro"th. 

It is clear that good health is a pre-condition for or a 
contributor to the achievement of a better life as well as to the 
four development goals named above. If we have to develop fully 
and fast, the viciou~ cycle of poverty, ill health and death, and 
low economic productivity needs to be broken (see fig. 2). 

III. TtE tEALTH PLAN AND TtE EPI PERSPECTIVE 

The health component of the Philippine Development Plan 
specifically identifies the following objectives: 

1. To improve the health and nutritional status of 
the population, 

2. To contribute to the achievement of health for all 
by the year 2000 through Primary Health Care, and 

3. To promote family planning as a means to improve 
family well-being. 
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The relevant health indicators and targets for the -.ediu• 
term are: 

Ave. Life Expectancy 

Crude Death Rate 

Infant 11ortality Rate 

31.3/1000 pop 

54.7/1000 
live births 

65.2 years 

28.6/1000 pc.p. 

47.8/1000 
live birth!> 

l..unization of high risk target populations "ith effective 
vaccines is perhaps one of the most cost-effective public health 
.easures to i•prove health and attain the i•provetaent ~n health 
indicator targets above. This Nill have i~iat• and dra•atic 
effects on aorbidity and mortality fro• certain •i..unizable• 
diseases particularly in children. 

In the Philippines an estimated 100,000 infants die every 
year and many •ore live with ill health and poor gr°"th. ttany of 
them are preventable by im•unization. 

In terms of morbidity and mortality, 8 groups of diseases 
which are completely or partially "immunizable" have been 
reviewed to indicate the trend in the last 20 years fr~• 1966 to 
1986 and the magnitude of the health impact in terms of nu•ber of 
cases in 1986 (see figures 3 to 10). 

In response to these public health problems, the Department 
of Health has embarked on an Expanded Program on Immunization or 
EPI using BCG, DPT, OPV, Measles and Tetanus Toxoid. The vaccine 
needs for 1989 by regions are given below. Part of the 
requirements of the EPI is now supplied by the vaccine production 
of the Biological Production Service (figure 11). 

IV. THE PHILIPPINE NATIONAL DRUG POLICY PERSPECTIVE 

A landmark policy - The Philippine National Drug Policy was 
enunciated by Pres. Corazon Aquino in 1987 to bring safe, 
effective and good quality essential drugs to the people. It has 
four component pillars. 

Q - Quality Assurance of all pharmaceutical and 
biological products through strict enforcement of 
upgraded standards and requirements for drug 
establishments, drug products, and drug outl•ts 
by the Bureau of Food and Drugs. 

R - Rational Drug Use through better education and 
information on drug use for health providers and 
the general public. Two of the most signif~cant 

moves in this regard are: (1) the pas5age, and 
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i•ple.entation of the Generics Act of 1988. •nd 
(2) tile coapletion of the first Philippine 
National Drug Formulary of Essential Drugs. 

S - Self-Reliance in the production of the •ctive 
ingrlPdients of str•tevic p.,.r-.ceutic•l and 
biolaoical products. 

T - Tailored Procure.ent and i•proved distribution 
and use of drugs and 9ec:licines by govern.9nt and 
institutions to .. •i•iz• tt. benefits from li•it9d 
resources. 

The Alabang V•ccine Laboratory Development Progr .. now being 
undertaken by the BiolOQicals Production Service is one of the 
iaportant E.~aents under the Self-Reliance Pillar. 

Considering the great significance of this project vis-a-vis 
our developaent and health goals as described earlier. we are 
proceeding with haste but cautiously. Thus. this review and 
validation by the UNIDO Panel of the lntercare study and 
reca..endations. 



Figure 1 
POVERTY REDUCTION TARGETS 
Percentage Share to Total Families 

1985 

POOR 

59% of 
5,676,000 Families 

Source: Philippine Develop111ent Plan 1987 -1992 

46% of 
5,776,000 Fa~ilil'I'"" ...--

1992 

~ ..,. 
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Figure 2 
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Viccine leeds by Region for 1989 (Dosesl 

---------------------------------------------------------------------------
legima: Tirget 

: (0-12) 
--: ------

I : 126,375 
------· -----

II 83,351 

Ill 180,054 

8C6 IC& • 
' 

lnfints :Sch.E1tr.: 
DPT 

------ ·----· -------• • 
221,156 : 157,168 : 473,906 
---- ·---------· ----• I 

145,864 : 104,181 : 312,566 
---- ·---· -----• I 

315,094 : 225,061 : 675,202 

OPV 

413,906 

312,566 

375,202 
---- ·---· ------ . - . ·--• I 

lleisles Telinus 
To1oid 

157,968 368,595 
---

104,188 243,107 __ ...__ 

225,067 525,157 

IV 236,922 414,613 : 296,152 : 888,451 888,457 296,152 691,022 
----. ------- ------- ·---------· -------• I ----I----

v : 128,777 225,359 : 160,971 : 482,913 482,913 160,971 375,600 
------· ----- ------- ·---------· ------- ------- . -------• • • I 

VI : 166,667 2'1,667 : 208,333 : 625,001 625,001 208,333 486,112 
----· ----- ------- ·---------· -------• • I 

VII : 135,935 237,886 : 169,918 : 509,756 509,756 169,918 396,477 
----· ------- ------- ·---------· -------• • 
VJ II : 99 ,307 173,314 : 123,796 371,388 371,388 123,796 288,857 
---· ------- ------- ·---------• ' 

II : 93,829 164,200 : 117,286 351,858 351,858 117,286 273,667 
-----· ------- ------- ·---------' • 

I : 105,783 185,l~O : 132,228 396,686 396,686 132,228 308,532 
------· ------- ------- ·---------• • 

II : 126,974 222,204 : 158,717 476,152 476,152 158,717 370,342 
-----· ------- ------- ·---------• ' Ill : 86,153 150,767 : 107,691 : 323,073 323,073 107,691 251,280 
-----· ------- ------- ·---------· -------' ' ' 

ICR : 233,047 407,832 : 291,308 : 873,926 871,926 291,308 679,722 
-----· ------- ------- ·---------· -------' . ' 
PHIL. :1,802,909,3,155,~90:2,253,636:6,760,908,6,760,908,2,253,636,5,258,485 

figure 11 
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Annex VII 

LIST OF IRE flEETllfG OF UlflDO ADVISORY PANEL 011 PREVERTIVE flEDICIKE 

1st lleeUng Vienna, Austria 27-28 February 1984 
2nd lleeUng Bogota, Coloabia 22-23 Koveaber 1984 
3rd lleeting Blltho•en, The Retherlands 6-7 J'une 1985 
4th Reeting Ottawa, Canada 11-12 Karch 1986 
5th lleet!ng Dakar, Senqal 28 Septeaber - 1 October 1987 
6th ReeUng llanlla, The Philippines 4-6 Apdl 1989 

LIST OF URIDO SYMPOSIA BLOOD AND ITS DERIVATIVES 

1st Symposium Stockholm, Sweden 27 September - 1 October 1982 
2nd Symposium C.trtagena, Colombia 25 - 30 Bovember 1984 
3rd Symposium Macau 1-4 December 1986 
4th Symposium Paris, France 11 - 15 December 1987 
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List of Participants 
To the Advisory Panel Meeting To Validate the Intercare 

Study Q!l the Alabang Vaccine Plant 

Name 

Philippine Government: 

Mr. Rhais M. Gamboa 

[•r. Quintin Kintanar 

Dr. Bernardo Mora 

Mr. Rodolfo Villarico 

Ms. Petre Lojo 

Ms. Maria Redimana 

Ms. Dolores Mercado 

Ms. Glory Chanco 

Address 

Undersecretary 
Department of Health 
Sta. ~ruz, Rizal Ave., 
Manila 

Assist. ~ecretary of Health 
Department of Health 
Sta. Cruz, Rizal Ave., 
l':ani 1 a 

Chiei, Biologicals 
Production Service 

Department of Health 
Alab~ng, Muntinglupa 

Administrative Officer 
Biologicals Production 

Service 
Department of Health 
~ia~ang, Nuntinglupa 

Chief,Production 
Division 

&iologicals Prod~ction 
s~rvice 

Department of Health 
~labang, Muntinglupa 

Chief~ Quality Control 
Division 

Biologicals Production 
Service 

Department of He~lth 
Alebang. Muntinglupa 

Chief Bacteriologist 
Biologicals Production 

Service 
Department of Health 
~let~ng, Muntinqlup~ 

~1rector. Organic Chem1c~l 
Industries Department 

~oard of Investment 
:85 S~n. Gil Puyet ~ve. 
M~lat1. Metro Manila. 
F·r,1l1pp1ne::. 
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List of Part1cJ.pants 
To ~ Advisory Panel Meeting To V~lidate the Intercare 

Study Q!l. the Alabang Vaccine Plant 

Ms. Fleur de Lys Torres 

Dr. Paci ta Zara 

Dr. Estelita Papa 

Address 

Director, -Social 
Development Staff 

National Economic 
Development Authoritv 

Amber Ave, Pasig, Metro Mia 

Assistant E~ecutive 

Director, Philippine 
Council for Health 
Research & Developeent 

\PCHRD>, Depar~ment of 
Science and Technology 

Bicutan, Taguig, Metro 
Manila 

E:-:p4nded Program On 
Immunization, Maternal 
and Chiid Health Service 

Department of Health 
Sta. Cruz~ Rizal Ave. 
Mani!a 
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To the Advisory Panel Meeting To Validate the Intercare 

Study Q!!. the Alabang Vaccine Plant 

Addre6s 

United Nations Industrial Organization 
\l.JNIDO> 

Jls. A. Tcheknavorian-~senbauer 

Dr. Zoltan Csizer 

Advisory Panel on Preventive Medicine 

Dr. Charles Merieu:-: 

Prof. Mohamed C. Abbadi 

Dr. Michael Philippe 

Dr. P.O. Walker 

Director, Industrial 
Operation Technology 
Division 

Head, Chemical Industries 
Branch, Depart..ent of 
Industrial Operations 

UNI DO 
Vienna International Center 
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