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The Food and Drug Administration (FDA), in its commitment to provide stakeholders
with streamlined and improved government services, developed the FDA eServices
Portal System — an online platform for FDA marketing authorization applications.

Please follow Annex A of this Advisory for the Guideline and Checklist of
Requirements, Annex B for step-by-step guide, and Annex C for checking of
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ANNEX A

Guideline and Requirements for Compassionate Special Permit (CSP) Applications

Using eServices Portal System

I. Guidelines:

1.

All Compassionate Special Permit (CSP) Applications shall be accomplished using
the online application form through the eServices Portal System
(eservices.fda.gov.ph). Creation of account and password is no longer a requirement
to obtain access to the online portal.

The declared e-mail address under the Contact Information is unalterable. The
applicant shall make sure that the e-mail address is within the scope and access of the
Authorized Person/s and/or Qualified Personnel handling the transaction. Thus, FDA
shall not be held liable in any way for loss of access to the declared e-mail address.

All fields on the online application form have written warnings/pop-ups/ reminders
before proceeding to the next step to ensure the accuracy of information provided.

The result of the application will be sent to the email address of the applicant.
Documentary requirements shall be in pdf with 5 MB maximum file size.
All information filled-out by the applicant during the process shall be reflected in the

final output based on the consistency with uploaded documents. Thus, it is imperative
for the client to be diligent in filling out all the required information.

II. Application and Post-Approval Commitment Requirements:

Named Patient Use

aooe

Accomplished online Application Form
Curriculum Vitae of the Prescribing Doctor
Medical Abstract of Patient

Medical Prescription

Institutional Use

O o

Accomplished online Application Form

Rational for the Volume Requested

Proof of NRA Approval (for emergency use drug only)
Distribution Agreement (for emergency use drug only)

3. Post-commitment Reports

a.
b.
&

Clinical Study Report
Reconciliation Report
Manufacturing Data




Il

Pre-assessment

s

An FDA evaluator/assessor shall conduct pre-assessment on the submitted
application and documentary requirements with regards to their completeness and
correctness. Applications with incomplete or incorrect data entry and document
submissions shall not be accepted and the application will not proceed to the next
step of the process.

The Pre-assessment of applications shall be done within the prescribed working
days and office hours of the FDA.

The FDA shall inform the applicant through the registered email address the result
of the pre-assessment. If the application passed the pre-assessment step, the
applicant shall receive the Order of Payment with Reference Number through
email indicating the fees to be paid. If the application did not pass the pre-
assessment step, the FDA shall notify the reason/s for non-acceptance e.g.
deficiency/ies found and prompt the applicant to apply again through the
eServices Portal.

Payment of Fees

L.

Payment of the total application fee as indicated in the Order of Payment (OP)
maybe done through Over-the-counter (OTC) payment at FDAC, On-coll payment
at Land Bank of the Philippines (LBP) branches, or online payment thru Bancnet
(including LBP bills payment), based on the existing FDA issuances. Always
indicate the Reference Number reflected in the OP. Clients will be informed of other
available channels of payment through an FDA issuance.

Once the payment is made, the payment channel -LBP or Bancnet (except for OTC
at FDAC) will send a transaction report to FDA which usually takes a minimum of
two (2) days. Upon receipt of the report, the Cashier Section checks the details and
posts the payment in the eServices Portal if payment is made in full. Posting of
payment may take a maximum of two (2) days, depending on the volume of paid
applications received.

Incomplete payment (amount paid is less than that of OP amount) will not be posted
until the full amount as indicated in OP is settled. This also means that the
application will not proceed to the next step of the process.

Applicants will receive a system-generated message through the registered email
address on the status of the payment made once posted or need further settlement.
If full payment is made, email will contain Acknowledgment Receipt, otherwise, a
notification on payment deficiency.s

Evaluation

. The veracity of the application and compliance with all the documentary requirements

and appropriate standards shall be further assessed.
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2. The action on the application shall be Approval or Disapproval as provided by Republic
Act (RA) 11032 otherwise known as the Ease of Doing Business and Efficient
Government Service Delivery Act.

3. Evaluation shall be done within the prescribed working days and office hours.
Applications filed after the working hours and during weekends/holidays shall be
considered filed on the next working day.
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ANNEX B

Procedure on the Use of the FDA eServices Portal System for Compassionate Business
Permit (CSP) New Application
A. New CSP Application on NAMED PATIENT USE

1.

Access the online portal through eservices.fda.gov.ph/and click “Applications” found
on the upper right corner of the landing dashboard.

AUTHORIZATION
=R

eSERVICES

PORTAL

S

i

= H“. ‘

MISSION

To guarantee the safety, quality, purity, efficacy of products in order to

protect and promote the right to health of the general public
-

-

VISION

The Food and Drug Administration to be an internationally recognized
center of excellence in health product regulation by 2026.

/

0 search

2. Click on the Compassionate Special Permit.

Home | Applications

Applications

:
"

License to Operate ompassionate Special T
Authorization permits for health <i';m“ _./
establishments Peritrgeantec 10 inc o i

Institutions to have access to

Investigational or unregistered drug
products
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3. Click on the Named Patient Use and New Application.

Home | Applications | CSP

Compassionate Special Permit

Application Status

Check the current stotus of your
application

Institutional Use
Application for specific institution for
their patient use

Home [ Applications /| CSP | Named Patient Use

Named Patient Use

the

@st tc avall
ofanu
investigational drug

g &d or

4. Read carefully the “Declaration and Undertaking” before proceeding with the

application process. Make sure to check the box found and click “Start Application”.
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Applcotions

tome { Applicctions { CSP [ Named Pulent Use [ New opplicution

New Application

Declaration & Undertaking

o Applicant Informot on
o wslituton Informotion
o Physician irforrmation
o Potent infernation
° Product Informution
o Enparter Infonnalbon
o Foreign Supblier

In comphance with Uw requirements us provided in the Administrutive Order Ho 2020-028,
the folowing ure the lerrms und condiions for Uw use of un issued C5P:

1. The subject product shall only be used in the reutrnent of Uhe conditions specified in te
permit.

»

The valurme to be irmported shull nut eaceed the alirgved mademann muinber os stoted in
the permil

o

The: FDA shall not Le Pedd responsible for any damuyge O infury wiising lom the use of
the diuy product und that the prescribing Jdoctor or hospital sholl uccept the full
responsilility.

4. In coordinulion with (he licensed inpoer, e o) clinicol reportfs ofter the wuse of the
product, b) reconciliotion repart, und c) utler product detuils shull Le sutimitled.

5. AL any trne deernned necessury by Uk FDA, Lhe validity of the C5P muy be revoked.

B. This one-Lime peumit is vulid for only one (1) yeur from the dote of sue.

o Decurrentary Requirements

o Sell-Avsussired Jeviow

0O huve reud urd gecepied Lhe teans and conditions stated on Uyvs form

|
figrder O geaicad afth o QEplilOLIn, vo i redd 13 35133 W Lha T rnG and Cord Gonra

5. Fill-out all the information accurately. The e-mail address shall be official and the
applicant shall make sure that it is within his/her scope.

Please take note that all the fields marked with asterisk (*) are required to be filled-
out.

All necessary information must be provided.
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Home [ Applications [ CSP [ Named Patient Uso | Now appiication

New Application

o Declaration & Undertoking

Applicant Information

* First Nama
Appilicant information
mnu-m

V. J—
© vscon nsermsen

(©) rotiert ricamaton

© provuct intormation

© mporter ivormation

© roroign suppier

© oocumentary Requirements

@ Sell-Assessment Review

* Last Nomo

* Typo of Applicant
Contact Details

* Email Addross

* Mobilo Numbor

Londline Numbor

First Namo
Migdic Namo
I Lost Namo

| Piooso soloct v

| email Address

i + l OMOOXKXNAAK

network code(09xx)

[+ | o2xxxxxxxx

osea cooe(02)

New Application

@ osciaration & Undertaking

o Applicant information

o Physician Information

) rovent intormotion

© Froouct intormation

€ mponer intormation

© Forsion suppiar

o Documentary Requirements

Q Solif-Azsossmant Roview

Institution information

* Namo of Institution
or Hospital

Address Details
* Rogion

* Province

* City or Town

* Lino Addross

Contact Details

* Email Addross

* Landlino Numbaor

Mobile Numbor

Name of institution or Hospital ]
—_— A'

Piogso Soloct A
| Ploaso Soloct v
| Ploase soloct v

| Lino Addross i

. . A
Bl Mo, / Lot No. [ Home Mo, / Street [ Subdivision | Darongay Addeess

| Email Addross
|+ | 020000

aren cooe(037)

e, i OOXXNXXXKXX |

network code(0UIx)
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A

o Product Information

o Importer information

o Foraeign Supplier

o Documentary Requisements

0 Seli-Assassment Reviaw

New Application
@ oociortion s uncenaing  PHYSICIan Information
* First Namao First Nomo
o Appiicant Information
Middio Nomo Middlo Namo
o Institution information * Last Nomo Cot Mo
* Position Positian
L) Physician information
* PRC NO. PRC No.
o * Dato of Birth Ploaso Soloct a Dato

“

New Application

* First Nomo
o Applicant information
Middio Nomo
o Institution information * Last Namo
: X " Ago
o Phyysician information -
* Diagnosis

@ rowiromacn

@ Prosuct information
o Importer Information

o Foraign Supplier

o Documentary Requirements

@ Selt-Assassmant Review

@ osciorotion & ndentaking Patient Information

;Fimunme
' Middio Namo

| Last Nomo

Ago

Diognosis
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6. Select from the drop-down button the answer for “Is the Product registered in the
Country of Origin?”

New Application

o Declaration & Undertoking Product Information

* 15 tho Product l Please Select \
Registered in tho
Country Origin

o Applicant information

his & O feGed Laia

o Institution Information
o Physicion information
o Patient iInformation

Ll Product information

o Importer information

o Foraign Suppliar

o Documentary Requiroments

0 Salf-Assossment Reviow

If the applicant chooses YES, he/she needs to identify the following;

a. Generic Name of the product
b. Dosage strength and form New Application
c. Packaging/Availability
d. Approved Indication o B
e. Total No./Volume to be P R—— ot . SR PSRN £
Imported e
€) rsunson informotion - Gonafic Namo Gonene Namo
o Brond Mamo (i any) wand Nome (¥ any)
Physician inlormation
;D:orminmw\ Dosoge Suongth ond Form

© rosont ntormaten
. POCEOgING/ Avasabuity
Pockogung/ Avorkabiity

° Product information
* Approved indicobion Approved Indication

o Importar nlommcnon * Total Mo fVolume to Tatol No fVokme ta bo impartod
bo importod

o Becumentary Requremonts

1o Yor—
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If the applicant chooses NO, WITH ONGOING PHASE 3 CLINICAL TRIAL,
he/she needs to identify the following;

a. Investigational Drug or New Application
COdC ) oocrsiion & Lndoncung Product Information
b. Study Name I
“ e Froduct O, With ongoing Phaso 3 Clinical 1rial v
c. Study Sponsor Number e - —
d. Study Registration Number | @ ..o et | asmetgonol e Com
e. Study Registration Country . .
Phymicion Information * Study Namao Study Mame
f. Dosage Strength and Form
. . g " Studly Sponsor Study SPonsos Numbor
g. Packaging/Availability Q) ronent rarmann N
h. Target Indication 0 e e
i. Total No./Volume to be sty Boghon oo Sevect .
o imponaer iommation Country
ImponEd * Dosogo Strength (Oosage Strongth ond form
o Foroign Supplar -
© s POy
* lorget NaConion Torget indicotion
D b minmsacii i * Totol Ho [ volume 1o Totol Mo [Voksma 16 bo Imponsd
=) =S
7. Fill-out the Importer Information.
New Application
o Doclaration & Undertaking Importer Information
licenso to Oporato x

o Applicant information

e Institution Information

o Physicion information

o Patient information

o Product Information
>
o Foroign Suppiior

o Documentary Requiremeants

Q Solf-Assassmaent Review

* Licenso to Operato

ucense 1o Operole A a required feid

* Dato of Validity Please Seicct a Doto
* importing Company importing Company
* Company Addross Company Addross

- ]

™
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8. Fill-out the Foreign Supplier tab and choose from the drop-down button of the
Country of Source.

New Application

o Declaration & Undertaking

o Applicant information
o Institution Information
o Physician Information
o Patient information

o Product Information

o Importar information

Foreign Supplier

* Namo of Foroign ‘ Name of Foreign Supplier

Supplior Y
* Country of Sourco [ Pleaso Scloct » ]

Counlry of S0Uce 13 0 required heid

o Documentary Requirements

o Solf-Assossmont Review

9. Upload all the necessary documents.

New Application

@D vociaration & Undertaking

o Applicant iInformaoation
€ msvrution intormation
o Physician Information
o Pationt Information
o Product Information
o Importer information

o Forolgn Supplior

L) Documentary Requirements

e Self-Assossmont Roview

Documentary Requirements

* Curriculum Vitoo of
the Froscribing Doctor

Curriculum Vitae of the Prescribing Doctor

* Modical Abstroct of Mogicol Abstroct of Pationt

Pationt

* Modical Froscrption Modical Proscnplion

I B rile upicad I

B rue upload
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10. Applicant may review if all the details are correct in the “Self-Assessment Review”.

New Application

o Declaration & Undertoking Self-Assessment Review

kcant Inf bon " "
© #epicant ntorma Applicant information
o Institution Information * First Name JOHN
Middle Name | DOE
o Physicion Information
* Last Nome LOR
o Patient Information * Typo of Applicant " institution w!

Contact Details
o Product Information

* Email Address jeacosta@tda gov ph
€@ imporier ntormation * Mobito Numbor + 09454895098
network code(09xx)
o Foraign Suppiior Londiing Number + 020000000
ofea cooe{02)
o Documentary Requiremants
SelsAisiaamant Reviow Institution Information

11. Once reviewed, the Applicant shall confirm the correctness of data given and click on
“Confirm” to submit the application.

O 1 hereby contirm that all information 1 have provided are true and correct to the best of my
knowicdge.

I undorstand that any errors that | have commited in this online form may be considered
grounds for refusal or cancollation of my opplication.

I consont to the use of any porsonal information provided herein for Government to conduct
tho necossary records check and verification of facts in connection with my application.

—_—
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B. New Application on INSTITUTIONAL USE

I. Access the online portal through eservices.fda.gov.ph and click “Applications” found
on the upper right comer of the landing dashboard.

| © |sevcrssdngoupty

AUTHORIZATION QSERVICES

PORTAL

MISSION

To guarantee the safety, quality, purity, efficacy of products in order to
protect and promote the right to health of the general public.

VISION

The Food and Drug Administration 1o be an internationally recognized
center of excellence in health product regulation by 2026,

o search B0 B = @ -

2. Click on the Compassionate Special Permit.

Home | Applications

Applications

License to Operate ompassionate Special \

Authorization permits for health Permit e

establishments Permits or
institutions to have access lo
investigational or unregistered drug
products
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3. Click on the Institutional Use and New Application.

Home | Applications | CSP

Compassionate Special Permit

Institutional Use
pRlication tor specific insti of

their patient use

Check the current status of your Application for specific patient
application

& Applications

Home | Applications | €SP [ institution

Institutional Use

tho occess of an unregistered or
investigational drug

4. Read carefully the “Declaration and Undertaking” before proceeding with the
application process. Make sure to check the box found and click “Start Application”.
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Homa | Applications { CSP / Institution / New application

New Application

o Declaration & Undortaking
o Appicant Information

0 Institution Information

9 Product information

0 Importer information

o Foraign Supplier

0 Documentary Requiromeants

o Selt-Assossmont Raview

Declaration & Undertaking

permit

the permit

rosponsibility.

ave read and accepted the terms and conditions stated on this 1
I 0rOef Lo proceed with your applicalion. you Need (o ogres with the terma and condadions

In complianco with tho roquiromonts as provided in tho Administrativo Ordor No. 2020-028,
tho following aro tho torms and conditions for tho uso of an issuod CSP:

1. Tha subjoct product shall only be used in tho treatment of tho conditions spocifiod in the
2 The volumo to be imported shall not oxceod tho cllowed maximum number os statod in

3.The FDA shall not be heid responsible for ony damage or injury arising from tho uso of
the drug product, and that the prescribing dector or hospial shall accept the full

4.in coordination with the licensod importor, tho a) clinical report/s aftor the use of the
product, b) roconciliation report, and c) other product details shaill bo submittod.

5. At any tima doemed nocessary by tho FDA, tho validity of tho CSP may bo rovoked.
6. This one~tima pormit is valid for only ono (1) year from the dato of issuo.

5. Fill-out all the information accurately. The e-mail address shall be official and the
applicant shall make sure that it is within his/her scope.

Please take note that all the fields marked with asterisk (*) are required to be filled-

out.

All necessary information must be provided.

Homeo / Applications / Csp [ institution |/ Now application

New Application
o Declaration & Undeortoking
©) sepicant ntormation

o Institution Information

o Product information

o Importer Information

o Foreign Supplier

o Docurnantary Requiromants

o Solf- Assossmont Roviow

Applicant information

* First Namo

Middio Namo

* Lost NOMo

* Positlon

Contact Details
* Emoil Addross

* Moblio Numbor

Londlino Numbor

; First Namo
| micktio Namao
| Last Namo

| Position

| Email Addross
- Q9N KH AN
networnk code D9EN)

- Q220X X X X XX

aea coce{02)
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Homo | Applications | CSP | Institution [ Now application

New Application

@ pocioration & undenaking  INStitution Information

*Namo of Institution | Name of Institution or Hospital
e Applicant Information or Hospital |
Address Details
o Institution Information
* Rogion | Pleasa Seloct
o Product Information * Provinco | Piocse Soloct
. or Town Ploase Soloct
o Importer Information -

* Uno Addross | Lino Addross

o Foreign Supplier

Bik 0. / 101 No. [ 11ome No. / Street [ Subdivision | Barangay Aadrets

Contact Details
o Documentary Requirements

* Email Addross | Email Addross
osml'-Assasunonthiaw < Landiie Murer T enoonncots
cnml:ooo[oz)
Mobilo Numbor [+ | 090000XXXXX
network code{08XX)

v'
v

v/

6. Select from the drop-down button the answer for “Is the Product registered in the
Country of Origin”

Homo [ Applications | CSP [ institution |/ Now opplication

New Application
@ oecioration & Undartaking Product information

* 18 tho Product Ilhom Soloct lﬁ']
o Apphcont information Rogistored in tho e

Country Origin

L

© Procuct information

o Importer Information

o Foreign Supplier

o Docurnentary Requirements

o Self- Assessmaont Raview
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If the applicant chooses YES, he/she needs to identify the following;

a. Generic Name

b. Dosage Strength and
Form

c. Packaging/Availability

d. Approved Indication

e. Total No./Volume to be
Imported

voma | apphcations | CSP | insvaution | Wew opplcation

New Application

Y —

* 1 tho Product
Rogistorad in tho
Country Origin

© sepicor wicrmonon

o N3tton Informaton * Gonone Namo

srand Namae (it any)
omm

Product information

Brand Nome (i ony)

Dosoge Swength and korm

Packoging/ Avalability

* Dosogo SUrongth
ond Form
o mportos iInformation
Pactoging/avalatiiry
o L
o Docurmeniary Requirerments * Total No/valume to
o Imponed

o Solt- Aazottment Roview

Totol Mo [Volume 1o be Imponed

If the applicant chooses NO, WITH ONGOING PHASE 3 CLINICAL TRIAL,
he/she needs to identify the following;

a. Investigational Drug or
Code

b. Study Name

c. Study Sponsor Number

d. Study Registration
Number

e. Study Registration
Country

f. Dosage Strength and
Form

g. Packaging/Availability

h. Target Indication

i. Total No./Volume to be
Imported

Horrm f applicatons | CSP | rstiucon | Hew application

New Application

o Decharuton b L dmiakeg
o Apphounl informot o

© rraoamioima * Ivrsigutionol Deug

o Cunle

* in Une Provhct
Regeatennd in the
Country Origin

Ohmmmmn * Shucky Mo

* Stuady Sponsor
il

* Study Begistr ution
Nl

* Sundy Rwgistsstiun
Corrvy

* Dosoge

° Dol hsirins R e Fonm
Pockuging/ Avulubiy
* Torget WnScation

* Towl No/viohame to
e rgsor ted

Product Information

[ o i g #rms 3 Gt Tons ]

Ivestigutional Deuy of Conde i |

| Snady Mcwim

| Stusty Sy shamiver
Ghiady R On bt i
P Geit v
Diusnsge S wougth ored Farrm
P sy dou ey

Tamget ot

Bt baa Vst I U 0y o)

“
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7. Fill-out the Importer Information.

Home | Applications /| CSP | Institution / New application

New Application

@ oecoration s undenaing  IMporter Information

* LUcensa to Operate ; License to Operote
o Applicant Information )
* Date of Validity | Please Select a Date
o Institution Information * importing Company ‘ Importing Company
|
4
o Product Information * Company Address Company Address

T T

o Foreign Supplier

o Documentaory Requirements

o Self-Assessment Review

8. Fill-out the Foreign Supplier tab and choose from the drop-down button of the
Country of Source.

Home | Applications / CSP [ Institution | New application

New Application

o Declaration & Undertaking Foreign Supplier

* Name of Foreign [ Nome of Foreign Supplier
o Applicant information Supplier i .
* Country of Source L Please Select "J

o Institution information Country of Soutce is a required lieid

© procuctinormation
° Importer iInformation
© roroian suppter

o Documentary Requirements

o Self-Assessment Raview
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9. Upload the necessary documents such as;

a. Rationale for the Volume Requested
b. Proof of NRA Approval
c. Distribution Agreement

Home [ Applications | CSP / Institution | New application

New Application

* Rationale fof the | Rationa'e for the Volume Requested | B File Upload
o Declaration & Undertaking Volume Requested —_ SEEee—————_—

Proof of NRA Approval | Proof of NRA Approval m
o Applicant information

Additional requitement for emergency use drug only
! Distribution Distribution Agreement B File Upload

o Institution Information o

Additional requirement for emengency use drug only
o Product Information Naxt

o Importer Information
o Foreign Supplier
1) Documentary Requirements

o Sell-Assessment Review

10. Applicant may review if all the details are correct in the “Self-Assessment Review”.

Home |/ Applications / €SP / institution / New application

New Application
& oecioration & undenaking Self-Assessment Review

© #opicant intormation Applicant Information

€ institurion information = First Name | ane
Micldle NGme JOMN
@) rrocuct intormation
* Last Nome | oot
o importer Information * Position PHARMACIST

Contact Details
o Foreign Supplier

* Email Address jeocostagifida.gov.ph
o Documentary Requirements s Kibile Nomber + | op4ssgessss
rwtwon code(00Kx)
o Seif-Assessment Roview Landiine Number + OZAXAXAAXX

trwo code{07)
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11. Once reviewed, the Applicant shall confirm the correctness of data given and click on
“Confirm” to submit the application.

O 1 hereby confirm that all information | have provided are true and correct to the best of my
knowledge.

lunderstand that any errors that | have commited in this online form may be considered
grounds for refusal or cancellation of my application.

I consent to the use of any personal information provided herein for Government to
conduct the necessary records check and verification of facts in connection with my

application.
T |
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ANNEX C
Procedure for Checking of Application Status in the eServices Portal System

1. Access the online portal through eservices.fda.gov.ph and click “Applications” found
on the upper right corner of the system.

2. Click on the Compassionate Business Permit and the “Application Status”.

Home | Applications | CSP

Compassionate Special Permit

( Named Patient Use
Check the current status of your Application for specific patient Application for specific institution for
their patient use

3. Enter the Reference Number of the submitted application and click “Submit”. The
Reference Number can be found on the Acknowledgement Receipt of the application
sent to Applicants registered e-mail address.

Home | Applications / CSP | Status

Application Status

o Reference Number o verification Code o Application Status

© Enter the reference number indicated In your appiication.

* Reference Number | Reference Number
#g FDA-2000000001234

4. A verification code shall be sent to the registered e-mail address in your application.

5. Enter the verification code to view the progress of your application.
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