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Philippine Pharmacopoeia Project PDM

Narrative Summary

Verifiable Indicators:

Means of Verification

Important Assumptions

(Overall Goal)
1. Philippine Pharmacopoeia is published.
2. Philippine Pharmacopoeia Comimitiee is
formed in DOH for establishment and
continuous improvement of the pharmacopoeia.

1.Publication of the Philippine
Pharmacopoeia.

2.A Philippine Pharmacopoeia
Comimittee is formed by DOH.

1.Published Philippine Pharmacopoeia
2.1ssued Department Order

The Philippine Pharmacopoein is legally
referred to asthe standard for
pharmaceutical products.

(Project Purpose)
The mode! of a Philippine Pharmacopoeia is
made.

1 Monographs of Pharmaceutical
substances / preparations and
medicinal plants materials (and
products)

2 General test methods

1 Reports and publication of BFAD,
the Steering Committee and the TWGs
2 Reparts and publication of BFAD,
the Steering Committee and the TWGs

a) The Philippine Pharmacopoeia is
legally adopted as the official Philippine
standard for pharmaceutical products.

b) Human resources and budget for
completing the Philippine
Pharmacopoeiais secured.

(Queput)
{. The policy, management and processin
establishing a Philippine Pharmacopoeia are
clarified. i ‘
2. Facilities are identified for the dévelopmem
of the Pharmacopoeia.
3. Model monographs of selected
pharmaceutical substances and preparations
{products)aremade.
4. Model momographs of selected medicinal
plants materials (and products) are made.
5. Model general test methods and reagents are
made.
6. Methodolagy for continued evaluation of
pharmacopoeial materials and preparation of
monographs are established,
7. Information on the Philippine
Pharmacopoeia is delivered to the relevant

people.

1 Work plan of SC and TWGs

2 List of facilities

3 Model monographs of selected
pharmaceutical substances and
preparations (products)

4 Mode! monographs of selected
medicinal plants materials (and
products)

5 Model general test methods and
reagents

6 Draft SOP for preparing the
monographs and the general test
methods.

7 The amount of information and
the frequency of dissemination

1~7
Reports and output of the project

Continued involvement of local experts
inthe different [ields of pharmaceutical
sciences

Continued collaboration of concerned
governmental organizations and academic
and research institutions

"1
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{Activities)
1-1 To create the Steering Committee for Philippine
Pharmacopocia Committce.
1-2 To create the Technical Working Groups(TW Gs) for
specific catcgories of pharmaceutical substances.
{-3 To sct the terms of reference such as policy making,
making Plans of Operation and coordination for the
Steering Committee and the TWGs,
2-1 To identify existing laboratory facilities for the
conduct of analytical and experimental evaluations in
BFAD.
2-2 To identify existing facilities in other government
agencies and in academic and rescarch institutions.
3-1 To study. WHO essential drugs and important drugs
which arc uséd in the Philippines and to select drugs for the
monographs taking into account other pharmacopocias.
3-2 To make model monographs.
4-1 To research herbal medicines vsed in the Philippines to
identify important herbal medicines in the Philippines,
4-2 To conduct necessary tests and analyses to clarify the
characteristics of the herbal medicines.
4-3 To make model monographs.
5-1 To identify necessary general test methods and
reagents, )
5-2 To select general test methods and reagents taking into
account other pharmacopoeias.
6-1 To produce a draft SOP (Standard Opcrating Procedurc)
for preparing the monographs and the general test methods
by referring other pharmacopocias and to cnsure that they
arc well vnderstood by people concerned.
7-1 To decide effective program for information
dissemination including seminars,

(Input)

Japaneseside
a. Experts assignment
Long-term © 1X3 yrs
(1)Pharmacopoeial Development
Short-term . 3~4/year
(1)Pharmaceutical / Chemical Analysis (at least ane / year)
(2)Pharmacognosy and Phytochemistry (at least one / year)
(3)Microbioclogy: )
(4)Other related fields mutvally agreed on as necessary

b. Philippine counterpart training in Japan
1~2 counterparts,/year
(1)Pharmaceutical / Chemical Analysis
(2)Pharmacognosy / Phytochemistry
(3)Otherrelated fieids mutually agreed on as necessary

c. Provision of anatytical instruments and other equipment
mutvally agreed on as necessary

Philippine side
a. Services of Philippines counterpart personnet and
administrative personnef

b. Existing land, building and facilities

c. Supply or replacenent of equipment, instruments,
vehicles, tools, spare parts and any other materials necessary
for the implementation of the Project

d. Privileges, exemptions and benefits no less than favorable
than those granted to experts of third countries or
international organizations performing similar missions to
the Japanese experts and their families.

(Precopditions)
1. Cocperation of pharmaceutical industry,
pharmaceutical research institutes and relevant
academicinstitutions

2. Cooperation of concerned authorities of the
Philippine Government
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MINUTES OF MEETING
ON
THE EVALUATION OF
THE EXPERT TEAM DISPATCH
FOR THE PHILIPPINE PHARMACOPEIA PROJECT
IN THE REPUBLIC OF THE PHILIPPINES

The Japanese evaluation team of Japan Interhational Cooperation
Agency (JICA) headed by Dr. Koichi Shudo, Director General, National
Institute of Health Sciences, Japan, has visited the Republic of the
Philippines from January 28 to February 9, 2002, in order to evaluate the
Expert Team Dispatch for the Philippine Pharmacopeia Projeét,' on the basis
of the Minutes of Meeting signed on February 17, 1999, jointly with Director,
Bureau of Food and Drugs (BFAD), Department of Health (DOH).

During its stay in the Philippines, the team had a series of
discussions/interviews with the officials of BFAD, members of the DOH

Pharmacopeial Organization.

As a result of the discussions/interviews, hoth parties agreed to
conclude the matters referred to in the documents attached hereto.

@5%//@

Koichi Shudo, PhD

Manila, February 8, 2002

Leader Director /
Evaluation Team Bureau of Food and Drugs
Japan International Department of Health

Cooperation Agency (JICA) Republic of the Philippines



ATTACHMENT

1. SUMMARY OF EVALUATION
The team concluded the result of the study as-stated in ANNEX-I and the summary as

follows.

(1) The model of the Philippine Pharmacopeia has been made so that the project
purpose is achieved.

(2) Publication of the Philippine Pharmacopeia, as Overall Goal of this project, is
planned by the end of 2004 by the DOH Pharmacopeial Organization based on the fact

mentioned above.

2. RECOMMENDATIONS .
Based on the consideration of the result of the study mentioned above, the team

recommends the Philippine side tc take the points indicated in ANNEX-II into
consideration for the achievement of Overall Goal and the enhancement of the impact of

the Overall Goal, even after the cooperation of the Japanese side ends in the expected’

period.

For the implementation of above-mentioned recommendations, the assistance of the
Japanese side as indicated below is necessary for another 1-2 years, in addition to the

effort by the Philippine side.

(1) Dispatch of a long term expert
1) To advice on the policy and management of the DOH Pharmacopeial Organization.

2) To advice on the development and completion of monographs and the analytical

procedure validation process
(2) Dispatch of short term experts or technical trainings in Japan
1) To teach or acquire the necessary technologies on the development and completion

of monographs and the kanalytical procedure validation process.
3. LESSONS LEARNED

The team suggests the points indicated in ANNEX III for the improvement of other

similar projects/programs.

&



ANNEX-I

REPORT
ON.
THE EVALUATION STUDY OF
THE EXPERT TEAM DISPATCH
FOR THE PHILIPPINE PHARMACOPEIA PROJECT
IN REPUBLIC OF THE PHILIPPINES

1. PROJECT DESIGN MATRIX FOR EVALUATION (PDME)

PDMe is attached as ANNEX-I-1, as made based on the Project Design Matrix (PDM)
signed between the Japanese side and the Philippines side on Feb. 17, 1999, and agreed

as the basis of the evaluation by beth sides.

2. PROJECT ACHIEVEMENT (PROGRESS)

The result of the evaluation of Project Achievement (Progress) as of the time of this

evaluation study is indicated on the table attached as ANNEX-I-2

8. FIVE EVALUATION CRITERIA

The team also conducted the evaluation in the five aspects, such as Efficiency,
Effectiveness, Impact, Relevance, Sustainability. Content of which is stated on the table

attached as ANNEX-I-3
4. EVALUATION OF THE SCIENTIFIC AND TECHNICAL LEVEL OF THE
PHILIPPINE PHARMACOPEIA 2002 ZERO DRAFT

The team with the cooperation of National Institution of Health Sciences, Japan,
evaluated the scientific and technical level of the Philippine Pharmacopeia 2002 Zero

draft and the result is attached as ANNEX-I-4,
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The Philippine Pharmacopoeia Project PDMe

Cooperation Duration : March 1, 1939 - February 28, 2002  Target Area : The Philippines  Target Group : Philippine Citizens

Date: Feb. 08, 2002

Narrative Summary

Objectively Verifiable Indicators

Means of Verification

Important Assumptions

<Qverall Goal>

1. Philippine Pharmacopoeia (PP ) is
published.

2.Philippine Pharmacopoeia Organization

1 Publiestion of the Philippine Pharmacopoeia
by December, 2004.

2. A Philippine Pharmacopoeia Organization

1. The published PP,

1. The establishment of PP is referred
as the standard for pharmaceutica|

pharmaceutical substances and 10 medicinal
plants and products are drafted.
1-2. The rodel monegraphs of 10

| pharmaceutical substances and 10 medicinal

plants and products are approved by executive
board of the Philippine Pharmacopoeia
Organization by February 28, 2002.

1-2. Interview with the Japanese experts
and member of executive board.

2. Issued Department Order No.216, 1999, | products in the Philippines.
is established in DOH for preparation and | is established by DOH,
continuous improvement. of the
pharmacopoeia.
<Project Purpose> )
1. The model of the Philippine}{ 1-1. The model monographs of 10 | 1-1. The printed mode! of the PP 1. The number of authorized
Pharmacoposia (PP) is made.

monographs is increased.

2. The PP is legally adopted as the
official  Philippine  standard for
pharmaceutical products.

<Output> )
1. The policy, management and process in

establishirig a Philippine Pharmacopoeia
(PP) are dlarified.

. Necessary facilities and equipment are
tilised for development of the model of
e pharmacopoeia.

3. Model monographs of
pharmaceutical substances
preparations {(products) are made. _
4. Model monographs of selected
medicinal plants materials (and products)
Mare made.

selected
and

1-1. The Japanese co-operation sysfem for the
project is established in Philippines.
1-2.  Philippine = Pharmacopoeia
preparation team is organised in BFAD.
1-3. Philippine Pharmacopoeia organisation
and its supporting organizations are
established, and their policy and management
rules are clearly defined.

1-4. The Japanese Team regularly .advise
operation and management of PP
organization.

2. The necessary facilities and equipment to
be required for development of the Model
Pharmacopoeia are utilized.

PP

3. Model monographs of 10 selected
pharmaceutical substances and preparations
{products) are drafted by February 28, 2002.
4. Model monographs of 10 selected medicinal
plants materials and products are made by
February 28, _2002~

1-1. Interview with the Japanese experts
and the Philippine counterparts.

1-2/3. Organization diagram, interview
with the counterparts and authorized
documents on the PP organization.

1-4. Interview with the Japanese experts
and the Philippine counterparts.

2-1.-List of existing laboratory facilities
and squipment in BFAD.

2-2. Interview with the Japanese experts
and counterparts.

3-1. Printed 10 mode! monographs.

3-2. Interview with the Japanese experts
and the members of the executive board
4-1. Printed 10 model monographs.

4-2 Interview with the Japanese experts
and the members of the executive board.

1. The PP Organisation keeps ifs
operation.

R=11}

=

a
B
g
o
=

|
|

| -T -Xannv



1
&
|

S

5. Model of General Testing Methods and
Reagents are made.

6. Methodology of continuous evaluation
of pharmacopoeial materials and
formulation  of monographs  are
prepared.

7. Information on the Philippine
Pharmacopoeia is provided to the persons
concerned.

5. The model of Genersal Testing Methods and
Reagents are drafted by February 28. 2002.

6.SOP (Standard Operation Procedure) for
preparing -the monographs and general
testing methods is drafted and approved by
February 28, 2002..

7.A number of persons concerned know about
the PP project.

5-1. Printed model of the General Testing
methods and reagents.

5-2. Interview with the Japanese experts
and the members of the executive
committee.

6-1. Printed SOP.

6-2. Interview with the Japanese experts
and Philippine counterparts ‘

7-1. Record of the activities of the public
relations.
7-2. Interview and questionnaire with

Japanese experts and  Philippine
counterparts.
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<Activities>

1-1. To establish the Philippine
Pharmacopoeia (PP) Steering Committee
1-2. To establish Technical Working
Groups (TWGs) for the specific categories
of pharmaceutical substancss.

1-3. Te prepars the terms of reference
such as policy making, operation of the
project plan and co-ordination for the SC
and TWGs.

1-4. To establish supporting organizations

of pharmaceutical indusiries - and
academic institutions.
2-1. To identify existing laboratory

facilities and equipment for the conduct of
analytical and experimental evaluations
in BFAD.

2-2. To identify existing facilities and
eéquipment of other government agenecies,
academic and research institutions.

2.3. To procure and set up the identified
facilities and equipment.

2-4. To establish management and
maintenance system for facilities and
equipment. .

3-1. To study WHO essential drugs and

Philippines and to select drugs for the
monographs taking into account other
pharmacopoeias.

3-2. To make model monographs.

3-3. To conduct technology transfer to
Philippine counterparts.’

4-1. To research herbal medicines used in
the Philippines to identify important
herbal medicines in the Philippines.

4-2. To conduet necessary tests and
analysis to clarify the characteristics of
he selected herbal medicines.

4-3. To make model monographs.

4-4. To conduct technology transfer to the
Philippine counterparts.

important “drugs which are used in the |.

<Inputs>
1, Japanese Inputs
1. Assignment of Experts
1) Long Term Experts (2 persons, 23.5 M/M)
a. Pharmaceutical plants and products  ----=---=--svsoereunoae .
b. Géneral Law, monograph and related information ===~ 12.0 MM
2) Short Term Experts (12 porsons, 14.8 M/M)

a. General Meeting 0.2 M/M
b. General Meeting, Monograph 0.2 MM
c. General Meeting, Medical Plant producis  ----=-----=-------- 0.2 M/M
d. Monographs 1.0 MM
e. Policy and management 6.0 M/M
f. Seminar, participant (2 persons, 0.13 M/M x 2) - 0.3 MM
g. Medical Plant products : 0.3 M/M
h. General Laws, monographs and related information - 3.0 MM
i. Policy and management - 1.3 MM
k. Medical Plant produets 1.3 M/M
1. monograph of pharmaceutical substances -=-----s----=---- 1.0 MM

2. Provision of analytical instruments and other equipment (¥ 37,751,000)
a. Spectrometer

¥ 328,125
b. Liquid Chromatograph -~ ¥6,415,000
¢. HPLC Columns ¥ 4,500,000
d. TLC System ¥ 3,562,500
e. Automated Dissolution Apparatus Digital Camers -- ¥ 2,796,875
"L FT-IR ¥ 3,750,000
g. Others
3. Equipment provided for the experts. (¥ 6,470,000+ «.)
a. Notebeok type Computer 2 pes
b. Dasktop Computer 1 pe
c. Printer 2 pes
d. USP 2 pes
e. Others,
4. Costs of symposium ¥ 598,000.-
5. Expense for counterparts training in the third country ------------ ¥ 663,000.-

’;\.
1. Trained counterparts remain in
the pharmacopoeia project.




5-1. To identify necessary General Testing

Methods and Reagents.
5-2. To select General Test Methods and

Reagents taking into account other
pharmacopoeias.

5-3. To conduct technology transfer to the
Philippine counterparts.

6-1. To prepare Procedure in Establishing
Monograph of Pharmaceutical Substances
and Products.

6-2. To produce a draft SOP(Standard
Operation Procedure) for preparing the
monographs and the General Test Methods
by referring other pharmacopoeias and to
ensure that they sre approved by the
Executive Board of the Pharmacopoeia
Organisation.

7-1. To decide and implement effective
program for information dissemination
including seminars. i

1 8. To identify 42 pharmaceutical products

and 62 pharmaceutical plants to be
included in PF Book 1.

8. Training of Philippine Counterparts in Japan (4 persons, 21.00 M/M)
a. Formulation of monographs for medical plants and products - 6.00 M/M
b. Formulation of monographs of chemical medieine and
validation of analytical methods

3.00 M/M
e. Formulation of the general laws, general testing methods and :
- formulation of chemical medicine inel. antibiotics -~ ------  8.00 M/M
d. Formulation of monographs of chemical medicine,
general laws and testing methods 6.00 MM
I1. Philippine Inputs
1. Assignment of Counterpart personnel (10 persons, 340.06 MM}
2. Provision of existing land, building and facilities ;
a. Land - 34,800sgm
b. Laboratories 3 rooms
¢. Others
3. Provision of testing and analytical instrumenis. a, Liquid chromatograph
A 3 pes
b. Ultra violet spectrometer - 2 pes
¢. Melting tester 1 pe
d. TLC 3 “pes
e. Hot plate 1 pe
' {. Material crasher 1 pe
g. Microscope 4 pes
h. Paraffin Oven 1 pe
i. TLC scanner 1 pe
j. Atomic Absorption ? 1 pe
i. Gas chromatograph = 1 pe

4. Local Costs shouldered by BEAD

2000 1.50 million Pesos
2001 2.00 million Pesos
2002 3.00 million Pesos (requesting)

(Precondition)

1. DOH is committed te implement the
Philippine Pharmacoposia project. _

2. Concerned government authorities,
pharmaceutical industries,
pharmaceutical research institutes and
relevant academic institutions cooperate
for  formulation of  Philippine
Pharmacopoeia continuously.
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ANNEX- T2

Project Achievement (Progress)

Narrative Summary-

Objectively Verifiable
Indicators

Actual Achievement

<Qverall Goal>
1. Philippine Pharmacopeia
(PP) is published.

2 Philippine Pharmacopeia
Organization is organized in
DOH for establishment and
continuous improvement of
the Pharmacopeia.

1 Publication of the Philippine
Pharmacopeia by December 2004.

2. A Philippine Pharmacopeia

e

Organization is established by
DOH.

1. The PH has not been published, however
BFAD pians to publish the book by
Administrative Order in by the end of 2004.

2-1 For continnous improvement of the
Philippine .Pharmacopeia, an organization has
not been established, however BFAD plans to
revise the PP every 5 years and consider its
establishment.

For preparation and publication of the PP,
the DOH Pharmacopeia -Organization was
established by the Department Order No.216
Fs issed on 26 May, 1999, and amended on 7
November 2001 in order to intoduce new
members to the organization.

<Project Purpose>

1. The model  of the
Philippine Pharmacopeia
(PP} is made.

1. The mode! monographs of 10
pharmaceutical substances and
10 medicinal plants and products
are drafted. .

1-2. 'The model monographs of 10
pharmaceutical substances and
10 medicinal plants and products
are approved by the executive
board of the Philippine

.| Pharmacopeia Organization by

Februarv 28, 2002

1. The project purpose is achieved by that the
model of the PP with 17 pharmaceutical
products and 82 medicinal plants had been
made and submitted to the Executive Boad.
The scientific and technical level of the model
of the PP was evaluated by National Health
and Sciences in Japan to be completed 75
percent, in comparison with the technical levels

»ofUSP and JP.




<QOutput>

1. The policy, management
and process in establishing a
Philippine Pharmacopeia
(PP) are clarified.

2. Necessary [acilities and
equipment are utilised for
development of the model af
the Pharmacopeia.

3. Model monographs of
selected pharmaceutical
substances and preparations
(products) are made.

4. Model monographs of
selected medicinal plants
materials (and products) are
matde.

5. Model of General Testing
Methods and Reagents are
made.

6. Methodology of continuous
evaluation of Pharmacopeial
materials and formulation of
monograx)hs are prepared.

7. Information on the
Philippine Pharmacopeia is
provided to the persons
concerned.

1-1, The Japanese co-operation
aystem for the project is
established in the Philippines.

Pharmacopeia
team s

12, Philippine
(PP)  preparation
organized in BFAD.

1-3. Philippine Pharmacopeial
Organization and its supporting
organizations are .established,
and their policy and management
rules are clearly defined.

1-4. The Japanese Team regularly
advises " operation and
management of PP organization.

2. 'The necessary [acilities and
squipment to be required for
development of the Model
Pharmacopeia are utilized.

3. Model- monographs of 10
selocled pharmaceucical
substances and preparations
(products) are  drafted Dby

February 28, 2002.

4, Mode! wmonographs of 10
selected medicinal plants
materials and products are made
by February 28, 2002.

5. The model of General Testing
Methods and Reagents are
drafted by February 28. 2002,

8.80P  (Standard  Operation
Procedure) for preparing the
monographs and general testing
methods is drafted and approved
by February 28, 2002,

7. A number of persons concerneil
know about the PP project.

——— .

LI'he outpue L. has Leen achieved,

1-1. The Japanese cooperation system by
dispatch of long and short term experts,
provision of equipment and technology transfer
to Philippine counterparts was achieved and set

up in BFAD
1-2. The DOH Pharmacopeial Organization
including the secretariat in BFAD was

established for the preparation and publication
of the PP by the DO No.218 F,s, 1999.

1-3. DOH Pharmacopeial Organization,
including secretariat by BFAD, was established
in compliance with the DO No.216'Fs., 1998,
and their policies and management rules are
clearly defined in DO, .

1-4, Technical and operational advice by the
Japanese Team was given regularly during the
past 1 year. However, those were not adequate
in the early stage of the project.

2. Lahoratory in BFAD and the equipment that
were provided Dy both Japanese and Philippine

sidles were appropriately utilized for
development of the model monographs.
3. Seventeen (170  monographs  of

pharmaceutical products were made.

4. Thirty three (32) monographs of medicinal
plants were made.

5. The model of General Testing Method and
reagents were made.

6. SOP was submitted to the Executive Board
and being utilized for development of model
Pharmacopeia.

7. A great number of the people concerned in
the Pharmaceutical field in the are of Manila
know the PP project, however, those who are in-
the countryside don’t know well.

7-1. BFAD held symposia two times in Manila.
The first symposium was held on 29 February
2000 and invited 80 people concerned from
DOH, universities and pharmaceutical
industries.

7.2 The second symposium was held on 1
February 2002 and invited 120 people
concerned from DOH, universities and
pharmaceutical industries.

7.2 BFAD sent two members of the DOH
Pharmacopeial’ Organization to the FIP
(Federation of International Pharmacists)
meeting in Singapore on 1-7 September 2001
anil introduced Lhe Project,

A

_39__

L

~




L

<Activities>
1-1, To establish the Philippine Pharmacopeia
(PP) Steering Committee
1-2. To establish Technical Working Groups
(TWGs) for the specific categories of
pharmaceutical substances,
1:3. To prepare the terms of reference such as
policy making, operation of the project plan
and co-ordination for the SC and TWGs.
14, To establish supporting organizations of
| pharmaceutical industries and academic
institutions.

2-1. To identify existing laboratory facilities
and. equipment for the conduct of analytical
and experimental evaluations in BFAD.

2-2, Tvo identify existing facilities and
equipment of other government agencies,
academic and research institutions.

2.8, To procure and set up the identified
facilities and equipment.

2-4, To establish management and
maintenance system for facilities and
equipment.

8-1. To study WHO essential drugs and
important drugs which are used in the
Philippines and to select drugs for the
monographs taking into account other
Pharmacopeias.

3-2. To make model monographs.
3-3. To conduct technology
Philippine counterparis.

transfer to

4-1. To research herbal medicines used in the
Philippines to identify important herbal
medicines in the Philippines.

4-2, To conduct necessary tests and analysis to
clarify the characteristics of the selected

herbal medicines.
4-3. To make model monographs.
4-4, To conduct technology transfer to the

Philippine counterparts.

5-1. To identify necessary General Testing
Methods and Reagents.

5-2, To select General Test Methods and
Reagents taking into  account  other

Pharmacopeias.
5-3. To conduct technology transfer to the

Philippine counterparts.

6-1, To prepare Procedure in Establishing
Monograph of Pharmaceutical Substances and

Products.
6-2. To produce a drafi SOP(Standard

Operation Procedure) for preparing the
monographs and the General Test Methods by
referring other Pharmacopeias anil to ensure
that they are approved by the Executive Board
of the Pharmacopeia Organisation.

7. To decide and implement effeclive program
for information dissemination including

seminars.

i-1. The Steermyg Commiltee (SUC) was established in the DOH
Pharmacopeial Organization by the Department Order (DO)
No.216 F.s, 1999,

1-2. Technical Working Groups I, 11 and General Consideration
(TWGs) were estahlished by the DO No.218 F.s., 1999,

1-3. Terms of reference such as policy making, operation of the
project pian and coordination of the SC and TWGs are defined in
the DO No.216-F.s., 1899,

1'4. Supporting drganizations were not established in
pharmaceutical industries and academic institutions, however
their staff serve as the members of the DOH Pharmacopeial

QOrganization.

2-1. The survey of the existing laboratory facilities and equipment
in BFAD was conducted and its list was made.

2-2. The survey of the existing laboratory facilities and equipment
in other government agencies, academe, and research institutions
was conducted and its list was made. 2-8. The identified laboratory
facilities and equipment were procured for the project.

2-4, The maintenance of the facilities is undertaken by BFAD, and
the local dealers maintain the equipment.

3-1. 36 drugs to be imported to the first edition of the Philippine
Pharmacopeia were selected out of the registered drugs in the
Philippines.

3-2. 17 monographs of the pharmaceutical products have been
made, out of the 36 drugs mentioned above.

3-3. Technology transfer was implemented to 12 Philippine
counterparts of the Part-l (chemical drugs), of which two
counterparts were sent to Japan for training.

4-1. The 62 herbal medicines were selected based on the herbal
medicine list of BOH which are vsed in the Philippines and found
in the market. Other medicinal plants that have the obvious
effects were included into the selection, as well.

4-2. The test of 10 herbal medicines has™ Deen completed in
accordance with the initial objectives. -

4-3. The monographs of selected 32 herbal medicines were made
including the 10 herbal medicines mentioned above.

4-4. Technolegy transfer to the Philippine counterparts have been
implemented as initially scheduled, the one was trained in Japan

and 13 in the Philippines.

5-1. Necessary General Testing methods and Reagents have been
identified - and included in the model of the Philippine
Pharmacopeia. )

5-2, The general testing methods and reagents were selected
taking into account other Pharmacopeia such as USP, BP, JP, EP
and (P.

5-3. Training on General Testing Method and reagents have been
implemented for a Philippine counterpart from TWG-III, General

Consideration.

8-1. SOP for monographs of pharmaceutical products and
medicinal plants were prepared and submitted to executive board.
6-2, SOP was accepted by the executive board and utilized for

preparing the model Pharmacopeia.

7. Tt was decided to hold a symposia once a year in the duration of
the project, however the 27 gymposium was delayed for a year
because of the overall delay of the project.

7-1.The first symposia was held on 29 Feb, 2000 with about 80
participants and the second symposia was held on 1 Feb., 2002
with about 120 participants. The information on the Project is
provided to the people concerned in the DOH, universities and

pharmaceutical industries, /\
(rs) (&




T<Inputs>
I, Japanese Inputs

1. Experts assignment
1) Long Term : 1 X 3 Yrs
a. Pharmacopeial Development

2) Short Term : 3~ 4 Yrs
a. Pharmaceutical / Chemical Analysis (at least
one/ year)
b. Pharmacognosy and Phytochemistry (at least
one/year)

¢. Mierobiology
- d. Other related ficlds mutually agreed on as

necessary.

2. Philippine counterpart training in Japan

1 - 2 counterpart / year

a. Pharmaceutical / Chemical Analysis

b. Pharmacognocy / Phytochemistry

c. Other related fields mutually agreed on as
necessary

3. Provision of analytical instruments and other
equipment
mutually agreed on as necessary.

- b. General Law, monograph and related information

I. Japanese Inputs
<Abstract>
1.1). The total periud of long-term expert was not achieved as
initially planned because of the 1%t expert's health problem.
1.2). Short'term experts were assigned as initially planned.
2. Trainings for Philippine counterparts were conducted as
initially planned.
3. Provision of equipment was implemented as initially
planned.
<Actual Achievement>
1. Assignment of Experts
1) Long Term Experts (2 persons, 23.5 M/M)
a. Pharmaceutical plants and products ---11.5 M/M

--------- 12.0 MM
2) Short Term Experts (12 persons, 14.8 M/M)
a. General Meeting =--=v=s-esnemeromenerees 0.2 M/M
b. General Meeting, Monograph  ==----=- 0.2 MM
c. General Meeting, Medical Plant products 0.2 M/M
. Monographs  --ssesseesrmermessmesmaeasaceen 1.0 M/M
e. Policy and management ---=e--=-r---=-e 6.0 M/M
f. Seminar, participant
(2 persons, 0.13 M/M x 2) 0.3 M/M
g. Medical Plant products - =" 0.3 M/M
h. General Laws, monographs and
related information 3.0 MMM
i. Policy and management.  ---w-emoseememeees 1.3 M/M
k. Medical Plant products -=---=-s=+n===e==- 1.3 M/M
1. monograph of pharmaceutical substances ------+-="
1.0 MM

2. Training of Philippine Counterparts in Japan .
(5 persons, 21.00 M/M)
a. Pormulation of monographs
for medical plants and products -+ 6.00 M/M
b. Formulation of monographs of chemical medicine
and validation of analytical methods 3.00 M/M
¢. Formulation of the general laws, general
testing methods and formulation of chemical
medicine incl. antibiotics =rs-ceermemee- 6.00 M/M
d. Formulation of monographs of chemical medicine,
general laws and testing methods 6.00 M/M
2-1. Expense for counterparts training
in the third country =-=-w-=---emeoeet ¥ 663,000

3. Provision of analytical instruments and

other equipment (¥ 37,751,000)
a, Spectrometey  crecesmemsrememseeeseses ¥ 328,125
. Liquid Chromatograph -w-rs=e-e= ¥ 6,415,000
¢. HPLC Columns ¥ 4,500,000
. TLC System  me-eeeermmmemsmsmmesessese ¥ 3,662,500
e. Automated Dissolution Apparatus
Digital Camera ¥ 2,796,875
i'. F"r —_ IR ................................ ¥ 3.750'000
g. Others
5. Equipment provided for the experts. (¥ 6,470,000.)
a. Notebook Computer  -ow--=esemrmesmmnnees 2 pcs
b. Desktop Computer  omemsssmmmemeneees 1 pes
c. Printer T RAIOIA LI Lttt 2 pcs
(L USD  ----veremersrenssonseravasarmsnasnancnaa 2 pes
6. Costs of symposium  sreersesssesnsmeneaas ¥ 538,000.

@ b
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II. Philippine Inputs

1. Service of Philippine counterpari personnel and
administrative personnel.

2. Existing land, building and facilities.

3. Supply or replacement . of equipment,
instruments, vehicles, tools, spare parts and
any other materials necessary for - the
implementation of the project.

4. Privileges, exemptions and benefits no less than
favorable than those granted to experts of third
countries or international organizations
performing similar missions to the Japanese
experts and their families.

I1. Philippine Inputs

<Abstract> :

1. Inputs of the Philippine side have been implemented as
initially scheduled. However the most of the counterparts
worked on the project as part-timers.

<Actual Achievement>

1. Assignment of Counterpart personnel

(10 persons, 340.00 M/M)

2. Provision of existing land, building and
facilities |

a. Land  eeecvemonemsmaeenees 34,800sqm
b. Laboratorigs «se-s-erseeseresee 3 rooms
c. Others

3. Provision of testing and analytical
instruments.

a. Liquid chromatograph ~ -------- 3 pcs
b. Ultra violet spectrometer === 2 pcs
c. Melting tester --x--r--eceeeeesmer 1 pc

d. TLC ................................ 3 pcs
e. Hot plate  =eesermmmrmrmemmommeomeeees 1 pc
f. Material crasher ----ece-meseroe-e- 1 pe

g Microsgope  -rorrorenrreossessneees 4 pcs
h. Paraffin Oven  cooomemesmmmeneenee 1 pe
i. TL.C scanner  -=s--e=resmmremmonees 1 pe

j. Atomic Absorption  --eesesmesees 1 pc
i. Gas chromatograph =~ «===---- == 1 pc

4. Local Costs shouldered by BFAD
a. 2000 1.5 million Pesos
b, 2001 2.0 million Pesos
¢. 2002 (Request) 3.0 million Pesos

7
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ANNEX - I- 3

FIVE EVALUATION CRITERIA

1. RELEVANCE

(1) Relevance to the National Drug Policy Program

i, Publication of the Philippine Pharmacopeia supports the national drug
policy program of the Philippine government and the Project Purpose is
also relevant to the development of the Philippine Phax'macopeia.

ii. Establishment of the DOH Pharmacopeial Organization is relevant to
the National Drug Policy.

The Philippine Pharmacopeia Project is considered in line with the
National Drug Program which was published in 1987. It had four main
pillars of the basic policy such as ; i) Guarantee of quality of medicine, ii)
Promotion of correct use of medicine by medical specialists and consumers,
iii) Domestic production of medicine and iv) Rationalization of procurement
program of medicine. The objectives of the policy were to guarantee the use
of safe and quality medicine with reasonable price and protect the people
from the risk of medication. . |

The Philippine Health Sector Reform Agenda, 1999 - 2004
emphasizes the establishment' of ﬁécessary regulation for health sector.,

In .1963, the “Republic Act No. 8720, An Act to ensure the safety and
purity of Foocis, Drugs and Cosmetics* and “Republic Act No. 8203, An Act
Prohibiting counterfeit drugs were issued for guarantee of quality and safety

of medicines.
At the second symposium held on 1 February 2002, the Secretary of
Health emphasized the 6 priority tasks on the health sector, which include

the policy to reduce the prices of medicines.
The DOH Philippine Pharmacopeial Organization was established in

compliance with the Department Order No.216-F,s. 1999.
The obj ectives of the Philippine Pharmacopeia will be to establish the

national legal standards of medicines to guarantee the quality and safety
~and provide good medicines to the nation with reasonable prices. Therefore
the Overall Goals meet the Government drug policy and publication of the
Philippine Pharmacopeia is appropriate timing to Government drug policy

b
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and national requirements.

(2) Relevance to Social Needs

'The Philippine Pharmacopeia Project is relevant for the purpose of
ensuring good quality and safe medicines in the market.

Considering rapid increase of drugs in the market with the economic
and social development in the Philippine, it is required to regulate and
control the distribution of drugs in the market and ensure the quality and
safety of the drugs in order to protect the nation from the risk and accident
caused of the quality, contamination and wrong use of drugs in the coun&y
The Philippine Pharmacopeia will serve as the basis in the determining the

quality and the safety of medicines.

2. EFFECTIVENESS

The model of the Philippine Pharmacopeia was effectively made as a result

of project outputs.

(1) Project Purpose: Development of model pharmacopeia

i. The model pharmacopeia is developed and used as the national legal

standard of production and importation of the drugs.
ii. The model pharmacopeia is used for the development of Philippine

Pharmacopeia by BFAD.
iii. The model pharmacopeia, was assessed to be 70 — 80 percent completion

at the time of evaluation.

The Model Pharmacopeia has been made as the Achievement of the
Project purpose. It is composed of monographs of 17 pharmaceutical
products and 32 medicinal plants and general testing methods. Therefore
the monographs were made more than initially planned target of 10
pharmaceutical products and 10 medicinal plants. The quality of the
submitted model pharmacopeia was appreciated by the Executive Board and
the draft was accepted with some comments. The amendments for

comments and compilation of the results of the validation tests are being ;]



carried out in BFAD at present.
According to the evaluation of the Japanese side, in terms of the

quality of the products of the Project, However it considered to be improved
by the end of the cooperation.

(2) Output: Establishment of the Philippine Pharmacopeial Organization

The Organization was establishéd with the Department Order
'No.216-F,s.1999 and the staff were assigned from the conceining
department of BFAD as the counterparts.

" According to the implementation of the Project, Philippine
‘Pharmacopeial Organization was established to proceed the project and
bring the project to the end successfully. The Organization was established
with the Department Order No.216-F;5.1999 and the staff were assigned
from the concerning department of BFAD as the counterparts.

All of the counterparts are part timers and could not assign them for whole
day. However, the Organization was well managed and the members of the
organization worked very hard, so that the Organization produced more
monographs. Therefore it is found that the Project Purpose was achieved

successfully.

(3) Output: Training of the counterparts;

Nineteen (19) counterparts of Part-I, thirteen (13) counterparts of Part-II
and six (6) counterparts of General consideration were trained, of which 4
counterparts were trained in Japan and others in the Philippines.

Traihing of the counterparts was conducted as initially scheduled.
Nineteen(19) counterparts of Part-I, thirteen (13) counterparts of Part-II and
8ix (65 counterparts of General consideration were trained, of which 4
counterparts were trained in Japan and others in the Philippines. All the
counterparts were part timers and it was difficult to assign them whole day.

The technology transfer to the counterparts was conducted
successfully through training and some counterparts acquire the technology
to formulate the monographs alone. However the limited time for
cooperation and workload during the project, JICA project and BFAD,
prevented the maximum transfer of the technology and upgrading of their
gkills . within a short time. There is still anxious to leave them alone an




hand-over all in one day.

(4) Output: Symposia

Two symposia of the project were held in Manila. The first symposium
was held on 29 February 2000 with about 80 participants and the second
symposium was held on 1 February 2002 with about 120 participants.

Two symposia of the project were held in Manila. The first
ksympbsium was held on 29 February, 2000 with about 80 participants and
the second symposium was held on 1 February, 2002 with 120 participants.
Most of the participants were government officers, academicians and
students from the universities and representatives from the pharmacéutical

companies. The topics of the symposium are information on pharmacopeia

and activities of Philippine counterparts on the Project.
It was a good occasion for dissemination of information. However

it is considered that the symposium attract very limited audience, only
apecialist of limited fields, so that it is necessary to expand the door and
invite people with different professions such as journalists, physicians,
pharmacists and some other peoples with different influence and listen to

their opinions.

8. EFFICIENCY

The inputs of both the Japanese side and Philippine side were
appropriately implemented and contributed to achieve the outputs of the
project except for following points indicated below. The purpose of the
project was achieved and the conclusion is that the efficiency was high.

(1) The total man/month of long term expert was not fulfilled as initially
planned and the progress of the project was slow during absence of the long

term expert.

(2) All of the counterparts worked on the project as part timers and it
resulted in the insufficiency of the technical transferring and the

development of the monographs. L




Dispatch of the two (2) long term experts was implemented but not as
initially scheduled. Initial schedule of assignment of the long term expert
was 36M/M. However health problem of the first expert interrupted the
assignment after 11.5M/M. In the second year, no long term experts was
dispatéhed from Japan. The project was actually proceeded by the 12 short
term experts (14.8 M/M in total). In April 2001, another long term expert
was assigned for 12.0M/M in order to complete the Project within three years
as initially scheduled. According to effort of the second long term expert the
project was rapidly revitalized and barely achieved the initial goal of the
project in the last term of the third year. His field of specialty and language
capability were adequate for achievement of the project purpose.

The equipment were provided and used for the developxherit of model
pharmacopeia. The items and number of those equipment were appropriate
and sufficient for achievement of the goal of the Project, to develop the model

pharmacopeia.
There were 4 counterpart personnel who were trained in Japan.

The subjects and period of the training were appropriate to obtain knowledge
and skills to develop monographs.

(2). The Philippine Side
Nineteen (19) counterparts for part-1, thirteen (18) counterparts for

Part-2 and six (6) counterparts for General Consideration, were assigned for
the implementation of the Project. They were trained in this project in the
Philippines. However all of them were part timers and could not work for
the Project whole day. It caused of inefficiency of the technology transfer by

Japanese expert.
The Philippine side provided office and laboratories and equipment

that were appropriately to achieve the project purpose.

4. IMPACT

(1) Direct Impact:

The importance of the Philippine Pharmacopeia to control and secure the
quality, safety, and efficacy of the medicines in the Philippines has
become widely recognized among government agencies, academe, and

@ b




phal‘mﬁceuﬁcal industriss.
The Project sunports the establishment and management of the DOH
Phqrma,pppelal Orgamuzapon, which conaists pf membpre not ' only from
BFAD bt also from acgdeme and industyjes. Throyigh the membars, the
importapce to have own pharmacopeia for the Pthppamas beeame widdly

recogmzed

(2) Indirpat Impagt
The academie yesearch and study of the traditional berbal medigines are

gapfing nq@re congqinus _
- Through tha qlscusszpn and syn;ppma held by this Prmect thp neomlg
congernefl become more awarﬁ of the imngrtance of aughity contih] for
traditional herbal medicines and pharmadeut;cql dosare .forms,. Thae
academic research and study of the tradiﬂgpal herbal medicines are getting
morg congcious and the development of pharmacopeia became an urgefit task

of the health sectar.

5. SUSTAINABILITY

(1) Institutional Aspgcte

i. The DOH Phgymacopeia Organizgtion was estabhsbed for the
preparation and the publication of the Philippine Pharmacopeia,
however the organization msay need some advices to formulate its
policy since this is the first time to publish a pharmacopeia in the
Philippne. .

ii. BFAD committed to establish a Unit for formulation, revision and
improvement of the Philippine Pharmacopeia and to publish the book
in year 2004.

Publication of the national pharmacopeia became urgent task of the
government of the Philippine and DOH showed strong commitment to the
Project and to further continue the development of the Philippine
Pharmacopeia. The DOH decid'ed‘ to complete and publish the
Pharmacopeia by the year 2004 and will issue an Administrative Order to
server as the legal basis for the use of the Philippine Pharmacopeia as the
official standard for producing, selling and importing the drugs.

&/



(2) Financial Aspects '
DOH has increased budget for the Project year by year and .plans to z'dlorfate
necessary budget to support the Philippine Pharmacopela Orgafmzatlon,
@der gtrong commitment to publish and ensure the continue the
development of the Philippine Pharmacopeia.

Budget for pharmacopeia project in BFAD is increasing every year
since 2000. In 2002, DOH requested 3million pesos for the Project. Since
DOH express the necessity of budget for the activities of Philippine

Pharmacopeial Organization, and continuously support the activities of the
organization, the role and activities of the organization is considered to be

sustainable. |
Budget for local costs of DOH is increasing every year and expected

to be provided continuously.

The Secretary of Health stated in the symposium that the
development of the pharmacopeia is an urgent task of the government and
financial support is committed to ensure the development of the Philippine
Pharmacopeia

(8) Technical Aspects
i. Counterparts acquired necessary knowledge and technology to formulat:’
monographs by themselves through the training. However, the further
technical training on the validation of analytical procedure will be necessary
to achieve the Overall Goal, which is to publish the Philippine Pharmacopeia.

ii.To publish the Philippine Pharamacopeia, the DOH Philippine
Pharamacopeia Organization needs to involve more people frdm the academe
and industries to conduct the validation of the analytical procedures for all
Ehe'monographs to be completed. -




74 V) € ETIVERT OFE . ANNEX I'QL

Evaluation of the Scientific and Technical Level
of

the Philippine Pharmacopoeia 2002 Zero Draft

valuation method: We evaluate each item on a scale of 1 to 4, with 4 being the
ighest possible level and 3 being the level of pharmacopoeias in Japan and the United
tates. We mark the appropriate level with a circle (O).

1. Evaluation of the General Considerations

1.1. General notice

Ttems 4 131211 Comments
Is the content appropriate | O
for the purpose?
Are there any excesses or O Abbreviations and system of
deficiencies in the international units should be
established items? upgraded.
Is the content suitable as a O
pharmacopoeia?
Is the technical level of the O
| content appropriate?
How much of the content O
has been completed?
Are there any original or O
new aspects?
Overall evaluation of the O
level of completion:
1.2. General Preparation
Items 4 1312 |1 Comments
Is the content appropriate for O
the purpose?
Are there any excesses or @)
deficiencies in the
established items?
Is the content suitable as a O
pharmacopoeia?
Is the technical level of the O The scale (scope) of preparation
content appropriate? should be further clarified.
How much of the content has O Further debate is desired.

been completed?

&S
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Are there any original or @) There is some concemn that there
new aspects? may be overemphasis on EP.
Overall evaluation of the O We hope to see a well thought out
level of completion: general preparation system

1.3. General Test

Items 3121 Comments
Is the content appropriate for O
the purpose? _
Are there any excesses or O Reexamination of necessary
deficiencies in the testing methods should be carried
established items? out after completion of each
monograph.
Is the content suitable as a O
pharmacopoeia?
Is the technical level of the O Further enhancement is required.
content appropriate?
How much of the content has '®) We desire further debate on this
been completed? issue.
Are there any original or @) We have some concern that there
new aspects? may be overemphasis on USP.
Overall evaluation of the O The level of each of the listed
level of completion: monographs is appropriate at the
present time.
1.4. Reagents
Ttems 34121 Comments

Is the content appropriate for O
the purpose?
Are there any excesses or O The relationship with the
deficiencies in the monographs should be rearranged
established items? (re-organized).
Is the content suitable as a @)
pharmacopoeia?
Is the technical level of the O
content appropriate?
How much of the content has O Further arrangement with listed
been completed? reagents is required.
Are there any original or O Enhancement of standard items
new aspects? should be considered.
Overall evaluation of the O Further arrangement with listed
level of completion: reagents is required.

&




2. Volume I: Evaluation of the monographs pertaining to pharmaceuticals
(monographs for pharmaceutical substances)

, Items 4131211 Comments
Is the content appropriate for O
the purpose?
Are there any excesses or O
deficiencies in the
established items?
Is the content suitable as a @)
pharmacopoeia?
Is the technical level of the | O Testing of preparations should be
content appropriate? enhanced. '
How much of the content has O| {We hope to have further
been completed? discussion in this area.
Are there any original or O There is uniqueness in the types
new aspects? of preparations,
Overall evaluation of the O Further discussion is required to
level of completion: enhance the monographs.

3. Volume II; Evaluation of the monographs pertaining te pharmaceuticals
(monographs for herbal medicines / medicinal plant materials)

Jtems 4 131211 Comments
Is the content appropriate for O
the purpose?
Are there any excesses or O
deficiencies in the
established items?
Is the content suitable as a O
pharmacopoeia?
Is the technical level of the @) There are some areas of the
content appropriate? verification tests that are
insufficient.
How much of the content has O Some items lack standard values.
been completed?
Are there any original or O
new aspects?
Overall evaluation of the O
level of completion:

4. Overall evaluation of the Philippine Pharmacopoeia 2002 Zero Draft

Items 4 (312 |1 Comments
Is the content appropriate for O
the purpose?
Are there any excesses or O The general testing method and

“
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deficiencies in the
established items?

establishment of each monograph
should be reexamined when
discussions have progressed
further in the Committee.

Is the content suitable as a
pharmacopoeia?

Is the technical level of the
content appropriate?

It has been verified that some

items require further examination,

How much of the content has
been completed?

It has been verified that some

items require further examination.

Are there any original or
new aspects?

Overall evaluation of the
level of completion:

O

The objective has been 75%
attained.

Based on the evaluation above, we give 75 points (full points = 100 points) for the

quality of this Zero Draft of the Philippine Pharmacopoeia.
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ANNEX-II

21
O

RECOMMENDATIONS

1. RECOMMENDATIONS FOR THE ACHIEVEMENT OF OVERALL GOAL

(1) For the achievement of Overall Goal 1, “the Philippine ‘Pharmacopeia (PP) is

published”

1) To make a concrete plan on the validation of the analytical procedures as soon
as possible and implement it for the publication of the P.P, in 2004

2)  To involve the academe and pharmaceutical industries for the publication of
the PP, in 2004,

3)  To conduct more information dissemination campaigns about the P.P.

(2) For the achievement of Overall Goal 2, “the DOH Pharmacopeial Organization is
established for preparation, the publication, and the continuous improvement of the

Pharmacopeia.”
1) To improve the organization of BFAD for the DOH Pharmacopeial

Organization Secretariat to work full-time on the project.
2) To maintain the number and the technical level of BFAD officers who are
assigned as the DOH Pharmacopeial Organization’s Project Manager,

Agsistant Project Manager, and Secretariat.
3) To implement training programs to improve the technical level of the people

involved in the P.P. project.

9. RECOMMENDATIONS FOR THE ENHANCEMENT OF THE IMPACT OF THE
OVERALL GOAL

(1) To support the preparation of Republic Act to set the Philippine Pharmacopeia as

the main Pharmacopeia
(2) To implement training programs for other countries for the establishment of the
networking for information exchange and the transfer of the obtained acknowledge

and technologies.



P ANNEX-III

LESSONS LEARNED

1. Appropriate resource person shall be assigned based on PDM.

Even though the PDM of this project includes the activities of establishment
and preparation for a Philippine Pharmacopeia organization, diSpatch of an expert who
has the background, expertise, and career in the management of the pharmacopeia

organization was delayed. Therefore, the_progress on the activities was slow in the early

stage of the project.
2. Past cooperation from Japan is a promoting factor.

More than half of the chiefs in BFAD who are involved in the project were
trained in Japan under the past cooperation. Also the facilities. and some equipment

were provided under the cooperation.
This fact has helped Japanese experts work smoothly in BFAD and contributed

to the achievement of the project purpose in a short period.

8. For an institution-building type cooperation, the following contribute to the
achievement of project purpose and sustainability, 1) to advice based on Japanese
experiences, 2) to utilize external resources, 3) to have participation of future-users in

the process.

1) Since this is the first time for the Philippines to make its own'Pharmacopeia,
the counterparts had difficulties on the polic'y, management, and process of organizing
the project. The Japanese experts advised them based on the similar experiences of
Japan and it contributed greatly to solve the difficulties.

2) The technologies, information, and manpower from the academe and
industries in the pharmaceutical field in the Philippines, in addition tc the resources of
the project, contribited greatly to achieve the project purpose.

8) It is expected that the published Philippine Pharmacopoeia will be utilized
without any trouble because those who are considered as future-users, such as other

government agencies, academe and industries, are involved in its development.
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11. Effectiveness (BEERE)
2-1.7 4 V¥ VERHEHET A 2005, BEEN., EREESEISBIINE Le?

(Yes, No,)
FRIREOBEERIRTLLR?
( T, e 43I, AE )
22, ASNIEEH T 74 ) EVERFERO-OIERSINTVWETH? (Yes, No,)
( £T, FREN, BHWIL, KHIFAAIRLTWENY )
No TahE, tOERIMITTH»?
( )

2-3. 8HI, Bookl({bL¥ESR)& BookIl (£FE) OEFNE/ /7 7IZEERBVERENE LR
{Yes, No,)

No TahHhif, +0BHIIMTTTH? T, BEDOELE (Book I, Book II) REFhEFNLED

TLxY?
( | ' )

2-4. 741 ¥ VERHOER. Ml SlE0-DC+a2ERPHEILSh, EBERIFEERSRELL

»? (Yes, No,)
Ne THpnid, FOBEHRRIMTTP»?

( )

2-5. ERAVFEBREICAANIATT T2 ? (Yes, No,)
No Thhil, #OBHIIMTTHI?

o : )
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IIL. Impacts of the Project (£ 237 })
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No TaHhiE, FOEMIMTTH?
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IV. Relevance of the Project (& 24 14)
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V. Sustainability of the Project (E IR RY)
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FOBBIZATTH?
( )
5-2. FNLIZWLELR A, EHM. FEORAIIMREINLTLLII2? (Yes, No,)
FOEBRITAMTTH? .
( )
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DEPARTMENT ORDER

No. 352-F 5. 2001

Subject:

TN BE Y

(Department Order)

Republic of the Philibpines
Department of Health
OFFICE OF THE SECRETARY

SAN LAZARO COMPOUND
RIZAL AVENUE, §TA, CRUZ
MANILA, PHILIPPINES

TEL. NO. 711-60-80

November 7, 2001

Amending Department Order No. 216 — F, 5. 1999, Creation of the DOH

Pharmacopeial Organization for the Preparation and Publication of the

Philippine Pharmacopeia

In order to fully accomplish the objectives of the Philippine Pharmacopeia Project
of the Department of Health, Department Order No. 216-F, s. 1999, with subject
“Creation of the DOH Pharmacopeial Organization for the Preparation and Publication of
the Philippine Pharmacopeia”, is hereby amended to include new members and prov1de

for its re-organization.

The DOH Pharmacopeial Organization shall have the following members:

A. Executive Board

1.  William D. Torres, Ph.D.
2. Quintin L, Kintanar, MD, PhD

3.  Conrado Dayrit, MD

4. Pacita L. Zara, MD

5. Natividad de Castro, PhD
Project Manager -

Assistant Project Manager
Technical Secretary -

1]

Signed

0

- - DOH Bureau of Food and Drugs
- DOH /DOST National Academy of
Science and Technology

- DOST / National Academy of
‘Science and Technolegy

- DOST/ Philippine Council for Health
Research and Technology

- Philippine Pharmaceutical Association

Ms. Emma Concepcion M, Santero
Ms. Josephine K,. Sarau, MSe.
Ms: Elisa Garcia

Received in the R cdrds

Section on ”[a?ﬂjﬂl :



C. Steering Committee

A R i

0 0 =

Atty. Froilan Bagabaldo
Dr. Magdalena Cantoria
Prof. Ludivina S. de Padua
Ms. Estelita N. Garcia
Cleotilde How, MD
Alfonso Lagaya, MD

Norma Lerma, PhD

Abraham Pascual, MD
Mr, Reynaldo Umali

Technical Working Groups (TWG)

A, TWG on Beok 1

UP College of Pharmacy

DOST/NAST, UP College of Pharmacy
UPLB, Institute of Biological Sciences
United Laboratories, Inc. (Retired)

UP College of Medicine

Phil. Institute of Traditional and Alternative
Medicine

UST Faculty of Pharmacy

Pascual Laboratories, Inc.

Euro-Med Laboratories, Inc.

Group Leader: Ms. Estelita N. Garcia

Asst. Group Leader:

I,

2.

I

]

Ms, Celia Algarme
Ms. Marian Andaluz

Ms. Ma. Rosario Barangan
Modesto Chua, PhD

Ms. Belma del Campo

Ms. Lilia Dizon

Cleotilde How, MD
Cecilia Isaac, MD

Ms. Sothie Jordan

10. Ms. Edelweiss Mallari

11. Pilar Lim-Navarro, PhD
12. Marina Osi, PhD

13. Ms, Frances Evelyn Robles

14. Ms. Esther Velarde

1

Ms. Ma. Lourdes C, Santiago

Wyeth Phils. Inc.

Phil. Association of Pharmacists in the
Pharmaceutical Industry

EL Laboratories

Ateneo de Manila University

Hizon Laboratories, Inc.

United Laboratories, Inc.

UP College of Medicine

United laboratories, Inc.

Swiss Pharma Research Laboratories

Phil. Association of Pharmacists in the
Pharmaceutical Industry PAPPI

United Laboratories Inc.

The Boots Co., Inc.

Association of Drug Industries in the Phils,
Lloyd Laboratories, Inc.



15. Ms. Alma A. Aguinaldo - Bureau of Food and Drugs

16. Ms. Ofelia M. Alba - Bureau of Food and Drugs -
17. Ms. Jaydee Andaya - Bureau of Food and Drugs
18. Ms. Jocelyn Balderrama - Bureau of Food and Drugs
19. Ms. Girlie Bautista - Bureau of Food and Drugs
20. Ms. Pia Rose Belarmino - Bureau of Food and Drugs
21. Ms. Susan Calambro - Bureau of Food and Drugs
22, Ms. Rosario de la Cruz - Bureau of Food and Drugs
23. Ms. Flor Gabuna - Bureau of Food and Drugs
24, Ms, Therese Irynne Gonzalez - Bureau of Food and Drugs
25. Ms. Virginia France Laboy - Bureau of Food and Drugs
26. Ms. Nida Mangmang - Bureau of Food and Drugs
27. Mr, Marvin Malonzo - Bureau of Food and Drugs

Bureau of Food and Drugs
Bureau of Food and Drugs
Bureau of Food and Drugs

28. Ms. Luzviminda O. Marquez
29. Ms. Juvy Pilar Montillano
30. Ms. Rizalina Opinion

31. Ms. Celia Ong - Bureau of Food and Drugs
32. M. Lisa Pajarillo - Bureau of Food and Drugs
33. Ms. Annie Rimando - Bureau of Food and Drugs
34, Ms. Jocelyn Vargas - Bureau of Food and Drugs
35. Ms. Yolanda Zurita - Bureau of Food and Drugs

B. TWG on Book II

Group Leader: Dr, Magdalena C. Cantoria
Asst, Group Leader: Prof. Ludivina de Padua

i

UST, Department of Chemistry
UP, Institute of Biology
Pascual Laboraotires, Inc,

Phil. Institute of Traditional and
Alternative Medicine

UPLB, Institute of Biological
Sciences

University of the Philippines
Ateneo de Manila Univ.

1 Alicia Aguinaldo, PhD
2. Adoracion Aranez, PhD

3. Liza Asuncion, MD

4 Eliseo T. Bahaynal Jr, MD

5. Inocencio Buot Jr., PhD

6. Lourdes J. Cruz, PhD
7. Fabian M. Dayrit, PhD



8. Eduardo P de Leon, PhD - UST, Department of Chemistry

9, Francis Wade Gomez, MD - Pascual Laboratories, Inc. .

10.  Prof Rhodora E. Gonzalez - UST, Faculty of Pharmacy

11.  Dean Leticia Barbara B. Gutierrez - UP College of Pharmacy

12.  Alfonso Lagaya, MD - Phil. Institute of Traditional and
Alternative Medicine

UST, Faculty of Pharmacy
United Laboratories, Inc.
UP, Retired Professor

UP College of Pharmacy

13.  Norma V. Lerma, PhD
14.  Pilar Lim-Navarro, PhD
15.  Gloria D. Manalo, PhD
16.  Prof. Jocelyn Palacpac
17.  Prof. Marissa L. Panganiban UP, College of Pharmacy
18.  Prof. Ernesta G. Quintana UPLB, Dept. of Horticulture
19.  Isidro Sia, PhD - UP College of Medicine
20.  Prof, Priscilla M. Torres UST, Faculty of Pharmacy
21, Ms. Cherry V, Alim Bureau of Food and Di’ugs

S

3

22.  Ms. Helen Balde - Bureau of Food and Drugs
23.  Ms. Caroline Imelda B. Biares -  Bureau of Food and Drugs
24,  Ms. Haydee R. Boton - Bureau of Food and Drugs

Bureau of Food and Drugs
Bureau of Food and Drugs

¥

25. Ms. Erwina Y.G. de Castro
26. Ms. Guinevere S. Edralin

27, Ms. Lucila R, Javier - Bureau of Food and Drugs
28.  Ms. Rosario Martin - Bureau of Food and Drugs
29.  Ms. Gloria Menano - Bureau of Food and Drugs

Bureau of Food and Drugs

30.  Ms. Regina S. Obligacion ’
Bureau of Food and Drugs

31.  Ms. Jennifer M. Oribello

3

32. Ms, Lanette Lee A, Querubin - Bureau of Food and Drugs
33.  Ms. Teresita D. Romero - Bureau of Food and Drugs
34.  Ms. Ma. Theresa Pia Yap - Bureau of Food and Drugs

C. TWG on General Considerations

Group Leader - Mr. Reynaldo Umali
Asst. Group Leader - Benigno Pecson, PhD

1. Atty. Froilan Bagabaldo - UP College of Pharmacy



Magdalena C. Cantoria, PhD
Prof, Ludivina de Padua

Ms. Estelita N, Garcia

Ms. Rosalina Nolasco

Ms. Ofelia M. Alba

Ms. Zenaida Baumann

Ms. Florita Descallar

Ms. Grace Gianan.

Ms, Nazarita T Lanuza
Ms, Rhoda Laine Manaloto
Ms. Rosario Martin

Ms. Araceli Torres

Pharmacopeia of the Republic of the Philippines.

UP College of Pharmacy / NAST

UPLB, Institute of Biological
Sciences

Retired, Industrial Pharmacist
Swiss Pharma, Inc,

Bureau of Food and Drugs
Bureau of Food and Drugs

- Bureau of Food and Drugs

Bureau of Food and Drugs
Bureau of Food and Drugs
Bureau of Food and Drugs
Bureau of Food and Drugs
Bureau of Food and Drugs

The members of the DOH Pharmaéopeial Organization shall pursue the goals and the
objectives of the Philippine Pharmacopeia Project towards the establishment of The

The maintenance and other operating expenses of the DOH Pharmacopeial
Organization shall be charged against the BFAD funds and NDP funds sub-allotted to

BFAD subject to the usual accounting and auditing rules and regulations.

"Manuel M. Dayrit, MD, N

Secretary of Health
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PROCEDURE IN ESTABLISHING MONOGRAPH OF
PHARMACEUTICAL SUBSTANCES AND PRODUCTS

Drafting based on registered product
specifications
(Product dossier in BFAD)

& Step 1 draft &
Applicability testing by BEFAD

= Step 2 draft
Validation Validation Validation
Establishment of
acceptance
, range/limits for test
parameters
v ¥

Assessment/evaluation of results by BFAD-

= Step 3 draft i
Recommendation by TWG for Book I
= Step 4 draft +
Approval by Executive Board
e Step 5 draft +
.1 Legislation Process }.,
A L

Administrative Order Amendment of RA 3720
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physico-chemical properties / Technical guidance from the
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Philippines

*University of Santo Tomas
} sAteneo de Ma_ni]a

University

Drafting of monographs by TWG 2 Core group

& Step 1 draft ‘ ‘* "
Validation p;ocess by BFAD |

& Step 2 draft
- - by Herbal medicines
Establishment of acceptance | manufacturers
o e . (including DOH
range/limits for test Herbal Prosessing
parameters ) Plant)
4
Assessment/evaluation of results by BFAD
& Step 3 draft %

Recommendation by TWG for Book 11

| = Step 4 draft *
| Approval by Executive Board

& Step 5 draft +
~""| Legislation process | "**-..
‘0 g p .A

Administrative Order Amendment of RA 3720
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