
Republic of the Philippines 

Department of Health 

OFFICE OF THE SECRETARY 

 
Building 1, San Lazaro Compound, Rizal Avenue, Sta. Cruz, 1003 Manila ● Trunk Line 651-7800 local 1108, 1111 to 13  

  Direct Line: 711-9502 to 03 Fax: 743-1829 ● URL: http://www.doh.gov.ph; e-mail: ftduque@doh.gov.ph 

 1 

  2 

ADMINISTRATIVE ORDER 3 

No. ___________________________ 4 

 5 

SUBJECT: Prescribing the Guidelines on Good Manufacturing Practice 6 

(GMP) for Drug Manufacturers repealing AO No. 2013-0022 7 

___________________________________________________________________________ 8 

 9 

I. RATIONALE 10 

 11 

Consistent with the constitutionally declared policy to protect and promote the right to 12 

health of the Filipino people, Republic Act No 3720, as amended, mandated the 13 

Department of Health (DOH), through the Food and Drug Administration (FDA) adopt 14 

measures to ensure pure, safe, efficacious and good quality pharmaceutical products in 15 

the country and to ensure their rational use. Republic Act No. 9711 further asserted the 16 

State’s policy to adopt, support, establish, institutionalize, improve, and maintain 17 

structures, processes, mechanisms, and initiatives that are aimed, directed, and designed 18 

to ensure compliance with the above constitutional principle; and help establish and 19 

maintain an effective health products regulatory system and undertake appropriate 20 

health manpower development and research, responsive to the country’s health needs 21 

and problems.  22 

 23 

Accordingly, to enhance the State’s regulatory capacity and strengthen its capability, 24 

through the DOH and FDA, with regard to the inspection, licensing, and monitoring of 25 

pharmaceutical establishments, Administrative Order (AO) No. 2013-0022, entitled 26 

"Guidelines for Current Good Manufacturing Practice (cGMP) Clearance and Inspection 27 

of Foreign Drug Manufacturers," was promulgated mandating foreign pharmaceutical 28 

manufacturers and their designated local importers and distributors of their 29 

responsibility in assuring strict compliance to the standards of Good Manufacturing 30 

Practices (GMP). 31 

 32 

For further inclusivity and coherence in the FDA’s regulatory system for pharmaceutical 33 

establishments and products, to address emerging concerns, and to be abreast with 34 

internationally acceptable standards in keeping with its vision, the FDA’s relentless 35 

effort to enhance its regulatory capacity and strengthen its capability with regard to 36 

licensing, inspection, and monitoring of pharmaceutical establishments is in order. 37 

Hence, in addition to the foregoing and under the authority of Sections 3 (a) and (b), and 38 

Section 26 (a) of Republic Act No. 3720, as amended respectively by Sections 4 and 19 39 

of Executive Order No. 175; and Section 7, Chapter 2, and Section 3, Chapter I, Title 40 

IX, Book IV of Executive Order No. 292, this Administrative Order is hereby issued. 41 

 42 

 43 

II. OBJECTIVES 44 

 45 

The purpose of this Order is to prescribe the regulations, requirements, and systems of 46 

evaluating, determining, and monitoring the suitability of GMP compliance of local and 47 

foreign pharmaceutical manufacturers.  48 

 49 

 50 
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III. SCOPE  51 

 52 

These guidelines shall apply to all local and foreign pharmaceutical manufacturers, 53 

whether government or private, and their duly authorized distributor/importer.  54 

 55 

Pharmaceutical traders shall not be covered under these rules but by the 56 

guideline/regulation on Good Distribution and Storage Practices.  57 

 58 

 59 

IV. DEFINITION OF TERMS 60 

 61 

A. Applicant refers to local pharmaceutical manufacturers and foreign pharmaceutical 62 

manufacturers through their licensed pharmaceutical distributors/importers securing 63 

Certificate of GMP Compliance.  64 

 65 

B. Category I – In this category, the FDA may issue a Certificate of GMP Compliance 66 

based on the evaluation of the manufacturer's documentation and compliance with 67 

GMP regulations or based on the principle of reliance.  68 

 69 

Reliance on assessments conducted by other National Regulatory Authorities (NRAs) 70 

refers to a regulatory strategy wherein the assessments and inspections performed by 71 

stringent NRAs and other regulatory bodies as the basis for the issuance of the 72 

clearance to a pharmaceutical manufacturer. This approach aims to streamline 73 

regulatory procedures, minimize redundancy in assessments, and promote 74 

international collaboration to uphold the quality and safety standards of the products 75 

produced by the manufacturers. 76 

 77 

C. Category II – In this category, the Certificate of GMP Compliance is contingent upon 78 

conducting an onsite inspection of the manufacturer's facilities. This approach 79 

involves inspection to assess adherence to GMP. During the GMP inspection, various 80 

aspects such as, but not limited to, manufacturing processes, equipment, facilities, 81 

personnel, and quality control measures are scrutinized to ensure compliance with 82 

regulatory standards. The decision to grant a Certificate of GMP Compliance is made 83 

based on the findings from the onsite inspection, with clearance indicating that the 84 

manufacturer's operations meet the required GMP criteria. This method underscores 85 

the importance of direct observation and evaluation of manufacturing practices to 86 

uphold product quality and safety standards. 87 

 88 

D. Certificate of Good Manufacturing Practice (GMP) Compliance, formerly known 89 

as GMP Clearance, refers to the certificate issued to pharmaceutical manufacturers 90 

after regulatory determination of their compliance with GMP standards. 91 

 92 

E. Corrective Action refers to measure(s) taken by the establishments to eliminate the 93 

cause of a detected nonconformity or other undesirable situation. 94 

 95 

F. Deficiency refers to a non-fulfillment of a GMP requirement that is classified as 96 

critical, major, or others as defined in international standards adopted by the FDA in 97 

accordance with its internal rules. 98 

 99 
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G. Declaration and Undertaking refers to a binding agreement of the applicant-100 

establishment with the FDA in providing accurate information, affirming primary 101 

responsibility over the products and facilities, and complying with all the rules and 102 

regulations set forth during and after the application process, among others. 103 

Declaration of false, other forms of misrepresentation, or withholding of data or 104 

information are grounds for disapproval of the application, or suspension or revocation 105 

of the issued authorization and may subject the person involved to criminal 106 

prosecution. 107 

 108 

H. Desktop Assessment refers to the detailed evaluation of the specified documentary 109 

evidence supplied by the applicants. It includes an assessment of reports of recent 110 

inspections of the manufacturer undertaken by a competent regulatory authority 111 

recognized by the FDA, together with other available regulatory information. 112 

 113 

I. GMP Inspection refers to the assessment conducted within the establishments to 114 

determine the company’s compliance with GMP standards. GMP inspection is 115 

sometimes referred to as a GMP audit. It may be through any of the following: 116 

a. On-site Inspection refers to the actual and physical inspection within the 117 

manufacturing facility to assess the establishment’s conformity to GMP 118 

requirements and standards.  119 

b. Remote Inspection refers to distant assessment processes in certain 120 

conditions that prevent on-site inspection through interactive tools in 121 

communication and information technology and sharing of documents.   122 

c. Hybrid Inspection refers to a combination of on-site and remote 123 

inspection assessing GMP compliance of pharmaceutical manufacturers. 124 

 125 

J. Good Manufacturing Practice (GMP) is the aspect of quality assurance that ensures 126 

that pharmaceutical products are consistently produced and controlled to the quality 127 

standards appropriate to their intended use and as required by the product 128 

specification. 129 

 130 

K. GMP Certificate refers to the document issued by the NRA as evidence of GMP 131 

Compliance.  132 

 133 

L. Manufacturing Site refers to the location/address where a manufacturing operation 134 

covering pharmaceutical product(s) is conducted in one or more buildings or 135 

structures in an area owned, leased, or controlled by a manufacturer. 136 

 137 

M. Pharmaceutical Manufacturer refers to establishments engaged in any or all 138 

operations involved in the production of pharmaceutical products including the 139 

preparation, processing, compounding, formulating, filling, packaging, repackaging, 140 

altering, ornamenting, finishing and labeling, preparatory to their storage, sale, or 141 

distribution, except the compounding and filling of prescriptions in pharmaceutical 142 

outlets. 143 

 144 

N. Pharmaceutical Product refers to drugs, medicines, biologicals, pharmaceutical and 145 

biopharmaceutical products/ specialties, veterinary products, veterinary biologics, 146 

and veterinary medicinal products. 147 

 148 
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O. Pharmaceutical Trader refers to an establishment that is a registered owner of a 149 

pharmaceutical product, procures the raw materials and packing components, 150 

provides the production, monographs, quality control standards, and procedures, but 151 

subcontracts the manufacture of such a product to a licensed pharmaceutical 152 

manufacturer. In addition, a pharmaceutical trader may also engage in the distribution 153 

and/or marketing of its pharmaceutical products. 154 

 155 

P. Preventive Action refers to measure(s) taken by the establishments to eliminate the 156 

cause of a potential nonconformity or other undesirable potential situation.  157 

 158 

Q. Product line refers to product category per dosage form in reference to the list of 159 

product line and dosage form attached as Annex A. 160 

 161 

R. Re-issuance of Certificate of GMP Compliance refers to the issuance of a new 162 

certificate to a facility that has a previously issued certificate and includes automatic 163 

revocation of the previously issued Certificate of GMP Compliance. 164 

 165 

S. Risk Categorization on Establishment is a classification system used to assess and 166 

categorize pharmaceutical manufacturers based on the complexity of the site, the 167 

processes involved in production, and the types of products manufactured.  The 168 

classification can be low, medium, or high risk. (See Annex B)  169 

 170 

In the case of more than one product line in a manufacturer with a different identified 171 

risk category, the highest risk shall prevail.  172 

 173 

T. Site Master File refers to a document prepared by a manufacturer that provides 174 

specific, factual information about the production and control of manufacturing 175 

operations at a named site, as well as any closely integrated operations nearby 176 

buildings. (TGA Australia) 177 

 178 

All other applicable terms not provided above but are defined under RA No. 3720 as 179 

amended EO No. 175 and RA No. 9711 and its implementing rules, and other 180 

applicable regulations are hereby adopted. 181 

 182 

  183 

V. GENERAL GUIDELINES 184 

 185 

A. All pharmaceutical manufacturers (whether local or foreign), their distributors and 186 

importers, whether public or private, shall be knowledgeable of, and comply with, the 187 

current good manufacturing practices, including specific requirements of the FDA-188 

implemented laws relevant to their activities in the supply chain and the procedures 189 

adopted by the FDA. They shall adopt, apply, and be well-informed of codes and 190 

principles for good practices and be jointly responsible and accountable in ensuring 191 

the safety, efficacy, quality, and/or purity of pharmaceutical products they 192 

manufacture or distribute. 193 

 194 

B. A Certificate of GMP Compliance is a requirement for the registration of the covered 195 

pharmaceutical product.  196 

 197 
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C. The Certificate of GMP Compliance shall be secured either through desktop 198 

assessment of the application or inspection (on-site, remote, or hybrid) of the 199 

manufacturer.  200 

 201 

Assessment and/or inspection of local manufacturers shall take precedence especially 202 

if the pharmaceutical product(s) to be manufactured and locally distributed is/are 203 

essential, to address an emerging or re-emerging disease, or solely for export. 204 

 205 

Least priority shall be accorded to those applications covering pharmaceutical 206 

products that have exceeded one hundred registration with FDA per formulation (in 207 

case of pharmaceutical products registered as Certificate of Listing of Identical Drug 208 

Products, each shall be counted separately), unless if it will be locally manufactured 209 

in which case the preceeding paragraph shall apply. 210 

 211 

D. The application shall be filed following the existing system of the FDA for Certificate 212 

of GMP Compliance application. 213 

a. All documents submitted shall be in English. Otherwise, the application shall 214 

not be accepted and will be disapproved. 215 

b. The applicant shall ensure that any translated English version of the 216 

documentation provided to the FDA is clear and legible. Translation must be 217 

performed by a technically competent translator and accompanied by a signed 218 

and dated declaration that the translation is an accurate translation of the 219 

original document, otherwise, the translated English version shall be 220 

invalidated and the application shall not be accepted. 221 

 222 

E. The application shall be per product line per manufacturing site and per 223 

distributor/importer.  224 

 225 

F. A new Certificate of GMP Compliance application shall be submitted six (6) months 226 

prior to the validity date of the issued Certificate. Applications filed after the validity 227 

date of the Certificate of GMP Compliance shall be subject to surcharge as prescribed 228 

in the IRR of RA No. 9711 and FDA Circular No. 2011-004 on the computation of 229 

surcharge or penalty.  230 

 231 

G. The pharmaceutical manufacturer and/or importer shall inform the FDA, through an 232 

application of either minor or major variation, as the case may be, of any changes that 233 

may have a direct or indirect impact on the quality and safety of the product or 234 

material introduced in the Philippine Market.  235 

 236 

Furthermore, the pharmaceutical manufacturer and/or importer are/is responsible for 237 

the following: 238 

a. To inform the FDA promptly of any reports on the suspension or revocation of 239 

the Certificate of GMP Compliance by the NRA in the country of manufacture 240 

or any GMP issues in countries where the foreign pharmaceutical manufacturer 241 

is supplying. 242 

b. To report to the FDA any incident that reasonably indicates that their product 243 

introduced into the Philippines has: 244 

a. Caused or contributed to the death, serious illness, or serious injury to 245 

a consumer, a patient, or any person; or 246 
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b. Been banned, recalled, and/or withdrawn in the country of origin or in 247 

any other country where the same product was distributed. 248 

c. Such other changes or circumstances that may have a direct or indirect impact 249 

on the quality and safety of the product or starting and packaging materials 250 

introduced in the Philippines. 251 

 252 

H. In any of the above instances in the preceding paragraph, the following shall apply: 253 

a. If the pharmaceutical product is declared by the FDA to be injurious, unsafe, 254 

or dangerous the concerned covered establishment shall immediately recall, 255 

withdraw, seize, and/or ban the manufacture, import, offer for sale, promotion, 256 

advertisement, sponsorship, sale, distribution, transfer, and/or donation to the 257 

public, or from further clinical trial study. 258 

b. In case the pharmaceutical product has been banned or withdrawn for health 259 

and/or safety reasons in the country of origin or manufacture, the importer and 260 

distributor of the pharmaceutical product shall immediately undertake the 261 

necessary measures to ban its import, offer for sale, promotion, advertisement, 262 

sponsorship, sale, distribution, transfer, non-consumer use, or donation, and 263 

initiate its immediate recall, withdrawal, or seizure from the Philippine market. 264 

 265 

I. The FDA reserves the right to require, schedule, conduct on-site GMP inspection, and 266 

collect samples at any time, and the manufacturer and/or importer allow inspection 267 

and collaborate with the FDA and its regulatory officers on action taken to avoid risks 268 

posed by the pharmaceutical product which they have manufactured, distributed, or 269 

sold in the Philippines.  270 

 271 

J. All GMP-related non-compliance reports or product-related GMP issues, once 272 

verified and confirmed, shall trigger appropriate regulatory and legal action.  273 

 274 

K. In case the cause of delay in the processing of applications is due to force majeure or 275 

fortuitous events, which result in damage or destruction of documents, and/or system 276 

failure of the computerized processing, the prescribed processing times shall be 277 

suspended, and appropriate adjustments shall be made, provided the same shall be 278 

made known to the affected applicants or stakeholders. 279 

 280 

On the part of the applicant, any delay of compliance on grounds of force majeure or 281 

fortuitous events may be allowed unless fully supported by evidence subject to further 282 

evaluation and disposition by the FDA. 283 

 284 

L. The foregoing general guidelines are non-exclusive and shall not preclude the FDA 285 

from performing other regulatory and enforcement activities, and the covered 286 

establishments to allow inspection of their regulated activities and collaborate with the 287 

FDA authorities on action taken for consumer protection, as may be authorized by law, 288 

other rules, and regulations. 289 

 290 

 291 

VI. SPECIFIC GUIDELINES 292 

 293 

The following are the specific guidelines: 294 

 295 

A. Types of Application Pathways 296 



 

7 

Certificate of GMP Compliance may be secured through the following types of 297 

regulatory action/schemes:  298 

 299 

a. Category I – Desktop Assessment 300 

 301 

a. Applications falling under any of the following conditions shall be covered 302 

under this category:  303 

i. Manufacturers from a PIC/S member country with a valid Certificate 304 

of GMP compliance issued by an NRA listed as PIC/S participating 305 

authority;  306 

ii. Manufacturers from a non-PIC/S member country but inspected, and 307 

with a valid Certificate of GMP Compliance issued by an NRA listed 308 

as PIC/S participating authority;   309 

iii. Manufacturers from a country with an NRA listed under the ASEAN 310 

MRA on GMP with a valid certificate of GMP compliance; 311 

iv. Manufacturers from a non-ASEAN MRA on GMP but inspected, and 312 

with a valid Certificate of GMP Compliance issued by an NRA listed 313 

under the ASEAN MRA on GMP;   314 

v. Manufacturers with a valid pre-qualification certificate issued by WHO 315 

under its prequalification inspection program; 316 

vi. Manufacturers intending to register pharmaceutical products 317 

categorized as low risk with a valid Certificate of GMP Compliance 318 

issued by the local NRA (Refer to Annex B).  319 

vii. All minor variations (Refer to Annex C). 320 

 321 

b. This shall apply to subsequent importer/distributor with application 322 

involving the same pharmaceutical manufacturer, site, and product line that 323 

is covered by a valid certificate of GMP compliance.  324 

 325 

c. GMP applicants for desktop assessment shall be responsible as follows: 326 

i. Ensure that all required evidence documents are submitted together 327 

with the applications for GMP desktop assessment. Incomplete 328 

applications found during pre-assessment shall be disapproved; 329 

ii. Pay all application fees and, as far as applicable, surcharges at the time 330 

of lodging an application for GMP desktop assessment; 331 

iii. Submit applications for re-issuance of a Certificate for GMP 332 

compliance within six (6) months prior to the expiry of the current 333 

certificate; and  334 

iv. Collaborate with the FDA and its regulatory officers on action taken 335 

to avoid risks posed by the pharmaceutical product that they have 336 

manufactured, distributed, or sold in the local market. 337 

 338 

Notwithstanding the desktop assessment, the FDA shall not be precluded from 339 

pursuing subsequent inspection based on safety and/or quality issues of the 340 

covered products, subject to corresponding fees and charges. 341 

 342 

b. Category II – On-site Inspection 343 

 344 

This category shall apply to local and foreign pharmaceutical manufacturers that 345 

do not qualify under Category I, and to pharmaceutical manufacturers with an 346 
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existing Certificate of GMP Compliance issued by the FDA that have a new/ 347 

additional product line that was not covered by the previously issued certificate of 348 

GMP compliance or final Closed Out Report. 349 

 350 

B. Documentary Requirements 351 

 352 

a. Category I – Desktop Assessment 353 

 354 

a. Accomplished eApplication Form with Declaration and Undertaking 355 

b. Site Master File as prescribed under PIC/S PE 008-04 and its future 356 

amendments 357 

c. Contract Agreement between Manufacturer and Importer, and in case of toll 358 

manufacturer, agreement with the trader, including the list of covered specific 359 

products for commercial distribution  360 

d. GMP Evidence (any) 361 

The GMP Evidence apostilled/authenticated by the issuing NRA Country 362 

shall be the following: 363 

i. Valid certificate of GMP compliance issued by any of the following:  364 

(1) The NRA in the PIC/S country of manufacture; 365 

(2) The NRA from a PIC/S Member Countries;   366 

(3) The NRA listed under ASEAN MRA on GMP; 367 

(4) The WHO through its prequalification inspection program 368 

 369 

ii. In case the NRA does not issue the respective documents identified 370 

above, an unredacted copy of the latest (within the last two [2] years) 371 

closed/final inspection report issued by the NRA of the 372 

manufacturing country.  373 

 374 

For the list of the countries or recognized NRA and other regulatory 375 

bodies refer to the respective website (i.e., PIC/S, ASEAN MRA, 376 

and WHO prequalified) 377 

e. Proof of Payment - Pre-Assessment Fee and Application Fee  378 

f. For variation, the following shall apply: 379 

i. Major Variation (Local and Foreign) 380 

(1) Transfer of manufacturing site, additional product line, and 381 

additional manufacturing operations: 382 

(i) Same requirements as above + pre-assessment and 383 

application fee equivalent to initial application. 384 

ii. Minor Variation (Foreign)  385 

(2) Change of business name (manufacturer and/or Importer), Zonal 386 

address, Qualified Personnel, Authorized Person for Batch 387 

Release 388 

(i) Certification on the applied change + Variation Fee  389 

 390 

2. Category II – On-site Inspection 391 

 392 

a. Accomplished eApplication Form with Declaration and Undertaking 393 

b. Site Master File as prescribed under PIC/S PE 008-04 and its future 394 

amendments 395 

c. Quality Manual 396 
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d. Contract Agreement between Manufacturer and Importer, including a list of 397 

specific products for supply in the Philippines 398 

e. Latest Inspection Report issued by the local NRA covering the applied 399 

product line(s) for the specific production area of the manufacturing site and, 400 

if applicable, Closed-Out Report 401 

f. GMP Evidence (any) 402 

i.  A valid GMP Certificate issued by the NRA of the manufacturing 403 

country 404 

ii. A copy of the latest closed inspection report issued by the NRA of 405 

the manufacturing country 406 

iii. A valid GMP Certificate or other certificate issued by any 407 

designated certifying authority/body by the country of origin. 408 

iv. Certificate of Pharmaceutical Product (CoPP) or Certificate of Free 409 

Sale 410 

g. Proof of Payment – Pre-Assessment Fee 411 

h. For variation the following shall apply: 412 

i. Major Variation 413 

(1) Foreign relating to transfer of manufacturing site, additional 414 

product line, and additional manufacturing operations: 415 

(i) Same requirements as above + pre-assessment and 416 

application fee equivalent to initial application. 417 

(2) Local relating to transfer of manufacturing site 418 

(i) Transfer of manufacturing site: 419 

(a) Same requirements as above + pre-assessment and 420 

application fee equivalent to initial application. 421 

(ii) Additional product line and/or additional manufacturing 422 

operations and other major variations:  423 

(a) Payment fee shall be covered under the Licensing-424 

Variation Application 425 

ii. Minor Variation shall apply as Category I Minor Variation. 426 

 427 

These documentary requirements shall be submitted by the qualified person (QP) 428 

who represents the local manufacturer, or in case of foreign, the 429 

importer/distributor.  430 

 431 

C. Validity of Documentary Requirements 432 

 433 

1. No GMP Evidence with a validity of less than six (6) months shall be accepted, 434 

except when the pharmaceutical product locally produced or to be imported is 435 

intended to address the threat in times of declared epidemic or state of public 436 

health emergency.  437 

 438 

2. For GMP Evidence without an expiration date, the reckoning date for purposes of 439 

determining the 3-year period and the 6-month requirement shall be the date of 440 

issuance or the date of the latest inspection report issued by the NRA covering the 441 

applied product line(s) for the specific production area of the manufacturing site 442 

and, if applicable, Closed-Out Report.  443 

 444 
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The previously submitted GMP evidence without an expiration date can no longer 445 

be used for purposes of application for re-issuance of GMP compliance. A new 446 

GMP evidence from the issuing NRA shall be provided. 447 

 448 

D. Filing of Application 449 

 450 

1. All covered establishments applying for initial, renewal, or variation shall submit 451 

their applications including the documentary requirements through the FDA 452 

eServices Portal System. 453 

 454 

2. Filing of applications shall be the responsibility and accountability of the Qualified 455 

Personnel of the applicant.  456 

 457 

3. Only one (1) official e-mail address of the establishment shall be used for online 458 

applications, communications, and/or compliances, as the case may be, and not 459 

inquiry-related. The official e-mail address used shall be unalterable and the FDA 460 

shall not be held liable in any way for loss or breach of access to the official e-461 

mail.  462 

 463 

Any communication or compliance made outside of the official email address shall 464 

not be considered authorized and disregarded. 465 

 466 

The applicant, through its QP, shall formally inform the FDA of any change in the 467 

official e-mail address. 468 

 469 

4. The applicant is expected to agree with the “Declaration and Undertaking” by 470 

clicking on the “I agree to the Declaration and Undertaking” tab in order to 471 

continue with the application. 472 

 473 

5. Consultants, liaison officers, or freelancers who are not authorized as Qualified 474 

Personnel shall not be recognized by FDA for any application-related transaction. 475 

 476 

6. The FDA eServices Portal System shall be accessible in accordance with the 477 

prevailing schedule of the FDA online systems.  478 

 479 

7. The filed application through the FDA eServices Portal System shall be issued 480 

with the corresponding Order of Payment for the pre-assessment fee.  481 

 482 

E. Pre-Assessment 483 

 484 

1. Pre-assessment shall be conducted to determine the completeness of the 485 

requirements specific to each submitted application. Incomplete submissions shall 486 

be disapproved. No pre-assessment shall be conducted without proof of payment 487 

of the pre-assessment fee. 488 

 489 

2. The receiving officer or employee shall perform a preliminary assessment of the 490 

application submitted with its supporting documents. The applicant shall receive 491 

any of the following results of pre-assessment through its official registered e-mail 492 

address: 493 

 494 



 

11 

a. Issued Order of Payment (Application Fee) with Reference Number 495 

indicating the fees to be paid; or 496 

 497 

b. The lacking requirements in relation to the requirement prescribed in the 498 

Documentary Requirements of this AO specific to the type of application. The 499 

applicant shall be prompted to file a new application with complete 500 

documentary requirements. 501 

 502 

3. In case of system failure due to force majeure or fortuitous event, other official 503 

modes of notification (i.e., registered mail or personal delivery) shall be resorted 504 

to. 505 

 506 

4. A successfully pre-assessed application is not equivalent to an approved 507 

application. The evaluation of the correctness and sufficiency of the submitted 508 

documentary requirements and compliance with the operation or activity of the 509 

applicant establishments with reference to existing administrative and technical 510 

standards, rules, and regulations shall be conducted only during the evaluation and 511 

inspection steps. 512 

 513 

F. Payment of Fees 514 

 515 

1. Pre-Assessment Fee 516 

 517 

a. Pre-assessment fee shall be paid upon the filing of the application.  518 

 519 

b. After the successful filing of the application, an Order of Payment for the pre-520 

assessment fee shall be issued.  521 

 522 

c. The Order of Payment has a validity of ten (10) working days from the date 523 

of its issuance to the applicant. 524 

 525 

Non-payment after the lapse of the validity period shall automatically cancel 526 

the application and invalidate the Order of Payment. The applicant shall be 527 

prompted to file a new application with complete documentary requirements 528 

and shall undergo pre-assessment process. 529 

 530 

d. For applications with complete documentary requirements and posted 531 

payment, the FDA shall issue an Acknowledgement Receipt (AR). An 532 

application shall only be considered filed once the applicant receives the AR 533 

from the FDA.  534 

 535 

e. Payment of the prescribed pre-assessment fee as indicated in the Order of 536 

Payment, exclusive of bank charges, if any, shall be done through the payment 537 

channels which can be accessed through the FDA eServices Portal System. 538 

Refer to Annex D of this Order for the FDA payment procedures. 539 

 540 

2. Application Fee 541 

 542 

a. For successfully pre-assessed applications, the pre-assessment fee paid shall 543 

be deducted from the total application fee due.  544 
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 545 

b. Payment of the prescribed application fee [including Legal Research Fund 546 

(based on the application and pre-assessment fees) and applicable surcharges] 547 

as indicated in the Order of Payment, exclusive of bank charges, for 548 

successfully pre-assessed application shall be done through the payment 549 

channels which can be accessed through the FDA eServices Portal System. 550 

Refer to Annex D. 551 

 552 

c. The Order of Payment has a validity of 10 working days from the date of OP 553 

issuance or on the day of expiration of the Certificate of GMP Compliance, 554 

whichever comes first. 555 

 556 

d. Non-payment after the lapse of the validity period shall automatically 557 

disapprove the application and forfeit the pre-assessment fee paid.  The 558 

applicant shall be issued a notice of disapproval due to non-payment within 559 

the prescribed validity period of the Order of Payment.  The disapproval is 560 

final. The applicant shall file a new application with complete documentary 561 

requirements and shall undergo the pre-assessment process. 562 

 563 

e. All payments shall be paid through the prescribed FDA payment channels and 564 

are non-refundable and non-transferable. 565 

 566 

f. Any of the following application payment made shall be automatically 567 

forfeited in favor of the FDA and a ground for disapproval of the application: 568 

i. Application payment made with an incorrect reference number 569 

provided; 570 

ii. Application payment made beyond the validity of the issued FDA 571 

Order of Payment; 572 

iii. Such other cases as determined by the FDA. 573 

 574 

g. The FDA may issue further guidelines for matters involving payment. 575 

 576 

G. Desktop Assessment 577 

 578 

a. Upon receipt of the application, the evaluator shall conduct a detailed evaluation 579 

of the correctness and substance of the requirements supplied by the applicants. It 580 

includes an assessment of the GMP evidence together with other available 581 

regulatory information. 582 

 583 

b. Evaluation shall be done within the timelines prescribed in the Citizen’s Charter of 584 

the FDA. 585 

 586 

c. Prior to the lapse of the initial processing period, the concerned office of the FDA 587 

shall notify the applicant through the official email address used for GMP 588 

applications. The applicant shall have a period of seven (7) calendar days within 589 

which to acknowledge receipt of the notice, otherwise, it is deemed received and 590 

conformed with. 591 

 592 

d. The regulatory decision shall either be an approval or disapproval of applications 593 

as further provided under Item K of this section. 594 
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 595 

H. On-Site Inspection Process 596 

 597 

1. Upon receipt of the application, the Field Regulatory Operation Office (FROO) 598 

shall commence the pre-inspection process, including the scheduling of the onsite 599 

inspection. 600 

 601 

2. The applicant shall be notified of the confirmed date of inspection through an 602 

official Notice of Inspection from the FDA. The date of the inspection determined 603 

and provided by the FDA shall be final. 604 

 605 

3. Any request for cancellation or rescheduling of the inspection shall forfeit any 606 

paid application fee and a new application shall be filed following the 607 

requirements and processes specified above, and payment of a new application 608 

fee. 609 

 610 

4. In case of force majeure or fortuitous events, cancellation or rescheduling may be 611 

allowed provided it is fully supported by evidence subject to further evaluation 612 

and disposition by the FDA. If the cancellation or rescheduling is granted, all 613 

costs and expenses attendant to such cancellation or rescheduling shall be borne 614 

by the applicant. 615 

 616 

5. Any favorable disposition, a rescheduled date will be determined by the FDA 617 

following paragraph b of this on-site process. 618 

 619 

6. The FDA shall have the authority to enter, at reasonable hours, any covered 620 

establishments, including facility(ies), factory, warehouses used in FDA-621 

regulated activities, or vehicle, in which pharmaceutical products are 622 

manufactured, processed, packed, or held, for introduction into domestic 623 

commerce, to conduct routine or spot check inspections of the premises and all 624 

pertinent equipment, finished or unfinished materials, containers, and labeling 625 

therein.  626 

 627 

7. Whenever necessary, appropriate, and solely as evidence on the inspection 628 

conducted, take copies of documents related to the covered activity(ies) subject 629 

of inspection, or capture photographs, obtain voice or video recordings of 630 

documents or the premises and/or equipment subject to the rules on 631 

confidentiality. 632 

 633 

8. In countries with security issues or emergency situations as confirmed and 634 

advised by the Department of Foreign Affairs (DFA) which will endanger the 635 

safety of the FDA inspectors, a virtual inspection will be conducted. Onsite 636 

inspection may be pursued as soon as the emergency situation ceases. 637 

 638 

9. In case there is a need for a language interpreter, it shall be arranged by the 639 

applicant at its own cost. The interpreter must be knowledgeable in the technical 640 

aspects of manufacturing medicinal products. The statements made by the 641 

interpreter shall be considered official. 642 

 643 
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10. An inspection report shall be issued to the foreign and local pharmaceutical 644 

manufacturers after the GMP inspection. 645 

 646 

11. For the foreign pharmaceutical manufacturer: 647 

a. In case of findings of critical deficiencies, the application will be 648 

disapproved. The applicant has to file a new application for the FDA to 649 

conduct another on-site inspection of the foreign pharmaceutical 650 

manufacturer. 651 

b. In case of multiple product line applications, only the product line(s) with 652 

critical finding/s shall be disapproved. 653 

c. In cases of findings of major and/or other deficiencies, a Corrective Action 654 

and Preventive Action (CAPA) Plan shall be submitted including objective 655 

evidence, as required, within the timeline prescribed by the FDA. Inspection 656 

is not mandatory to be conducted. Clarifications with the applicant to verify 657 

submitted evidence of compliance may be pursued. 658 

 659 

12. For local pharmaceutical manufacturers: 660 

a. In cases of critical, major, and other deficiencies, a Corrective Action and 661 

Preventive Action (CAPA) Plan shall be submitted including objective 662 

evidence, as required, within the timeline prescribed by the FDA. 663 

b. Further, for local manufacturers with critical deficiencies appropriate 664 

regulatory tools shall be recommended by the inspection team. 665 

c. Should there be no deficiencies after the conduct of the on-site inspection, a 666 

Certificate of GMP Compliance shall be issued accordingly. 667 

 668 

I. Schedule of Fees 669 

 670 

Refer to Annex E for the schedule of fees. 671 

 672 

J. Tracking of Application Status 673 

 674 

The status of the application shall be checked and verified in the FDA-available 675 

online application platforms. 676 

 677 

K. Regulatory Decision 678 

 679 

A regulatory decision on the application may consist of the following: 680 

 681 

1. Approval 682 

 683 

a. Only applications that are compliant with all the requirements and/or standards 684 

and passed either through the desktop assessment (Category I) or GMP 685 

inspection process (Category II) shall be granted a Certificate of GMP 686 

Compliance with a validity period as provided under Item L of this section as 687 

the case may be. 688 

 689 

b. A Certificate of GMP Compliance issued shall bear, at least, the following 690 

information:  691 

i. The name of the manufacturer and, if applicable, the importer;  692 

ii. The complete address of the manufacturing site;  693 
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iii. The date of issue and expiry of the document; 694 

iv. The approved product line;  695 

v. The approved steps of manufacture at the site; and  696 

vi. Names of the following key personnel: 697 

(1) Production Manager/Head 698 

(2) Quality Assurance Manager/Head 699 

(3) Quality Control Manager/Head 700 

(4) Authorized Person for Batch Release 701 

 702 

2. Disapproval 703 

 704 

a. Any of the following or similar instances shall be a ground for the disapproval 705 

of an application for Certificate of GMP Compliance: 706 

i. The correctness and substance of the specified documentary evidence 707 

supplied by the applicants and/or the inspection show that the 708 

manufacturer does not meet the requirements or appropriate standards. 709 

 710 

In cases of findings requiring a CAPA, the non-submission of the 711 

required CAPA if any or non-implementation of the FDA-accepted 712 

CAPA within the approved timeline is deemed not meeting the 713 

requirements for appropriate standard; 714 

ii. The applicant (manufacturer and or the distributor/importer) made 715 

misrepresentations, false entries, or withheld any relevant data contrary 716 

to the provisions of the applicable FDA-implemented laws, Rules and 717 

Regulations or appropriate standards; 718 

iii. In case of re-issuance applications, the manufacturer and or the 719 

distributor/ importer has violated any of the terms and conditions of the 720 

Certificate of GMP Compliance, approved scope of activity, or product 721 

line; 722 

iv. Other analogous grounds or causes, such as but not limited to: 723 

(1) Failure to pay either the pre-assessment or application fee within 724 

the prescribed period; 725 

(2) The applicant refuses entry of FDA inspection officers or access 726 

to pertinent records upon request, or caused fear, force, 727 

intimidation, threat, violence, before or during the conduct of 728 

inspection or immediately thereafter. 729 

(3) The applicant or its officers connive with other establishments 730 

or the inspection or evaluation officer or other FDA officer 731 

related to findings during the conduct of evaluation or 732 

inspection, which may result in health product safety risks to the 733 

consumers. 734 

(4) Findings of violation of any other laws that affects the regulatory 735 

compliance of the applicant. 736 

 737 

b. Every disapproval of an application rendered by the FDA shall be fully 738 

explained in writing, stating the name of the person making the denial and the 739 

grounds upon which such denial is based. 740 

 741 

c. The applicant shall be notified of the disapproval through the FDA available 742 

online application platforms used in applying for a Certificate of GMP 743 
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Compliance and the official e-mail address of the establishment on record at 744 

the FDA.  745 

 746 

d. The applicant shall have a period of 3 calendar days within which to 747 

acknowledge receipt of the Notice of Disapproval otherwise it is deemed 748 

received. 749 

 750 

e. The applicant may opt to request for administrative reconsideration of the 751 

disapproval by filing with the Office of the Director General of the FDA, copy 752 

furnished the concerned office, a formal request for reconsideration within 753 

fifteen (15) calendar days after receipt of a copy of the decision disapproving 754 

the application and paying the required reconsideration fees as provided in the 755 

current FDA’s schedule of fees and charges. No extension for filing of the 756 

request for reconsideration shall be entertained. 757 

 758 

f. No request for reconsideration shall be entertained unless the reconsideration 759 

fee is paid.  The procedure on payment of application fee shall be followed as 760 

far as applicable. 761 

 762 

g. The applicant shall point specifically the findings or conclusions stipulated in 763 

the Notice of Disapproval which are not supported by facts, rules or technical 764 

standards, otherwise the request for reconsideration shall be denied. 765 

 766 

h. The FDA shall resolve the request for reconsideration within twenty (20) 767 

working days from receipt of the request for reconsideration and payment of 768 

the required reconsideration fees.   769 

 770 

The FDA shall publish and make available for public inspection, subject to the 771 

procedure in place, all final decisions of approved or disapproved applications for 772 

Certificate of GMP Compliance, variations, including and as far as practical, those 773 

with CAPA, subject to the rules on Freedom of Information and Data Privacy. 774 

 775 

L. Validity of the Certificate of GMP Compliance 776 

 777 

1. Desktop Assessment 778 

a. For desktop, the Certificate of GMP Compliance shall follow the remaining 779 

validity of the submitted GMP Evidence or equivalent documents but in no 780 

case shall exceed three (3) years.  781 

 782 

b. For GMP Evidence without an expiration date, the reckoning date for purposes 783 

of determining the 3-year period shall be the date of issuance or the date of the 784 

latest inspection report issued by the NRA covering the applied product line(s) 785 

for the specific production area of the manufacturing site and, if applicable, 786 

Closed-Out Report. 787 

 788 

2. Onsite Inspection 789 

 790 

The Certificate of GMP Compliance shall be valid for a period based on the 791 

outcome of the risk assessment after GMP inspection. (Refer to Annex F) 792 

 793 
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M. Variation of Certificate of GMP Compliance 794 

 795 

1. The manufacturer/distributor/importer shall notify the FDA in all cases of 796 

variations or changes incurred by the manufacturer under all product categories.  797 

 798 

2.  Only variation applications covered by a valid certificate of GMP compliance and 799 

submitted complete requirements including payment of fees shall be accepted.  800 

 801 

3. For foreign manufacturing facilities under all product Categories, a certificate or 802 

document showing the approval of the NRA of the country of origin on the 803 

variation shall be attached to the application. 804 

 805 

N. Re-issuance of GMP Compliance  806 

 807 

1. The re-issuance application shall be filed within six (6) months prior to the expiry 808 

of the current Certificate of GMP Compliance. For this purpose, the following 809 

rules shall apply: 810 

a. If the applicant has made a timely and sufficient application within the six (6) 811 

months period with reference to its previously approved activity of a 812 

continuing nature, the existing certificate of GMP Compliance is deemed valid 813 

until the application has been finally determined by the FDA. 814 

 815 

b. If the applicant has filed beyond the expiry date of the current Certificate of 816 

GMP Compliance, the manufacturer is prohibited to produce, or in the case of 817 

foreign manufacturer, the importer is prohibited to import the covered 818 

pharmaceutical products until a new Certificate of GMP Compliance is issued. 819 

 820 

The application is regarded as an initial application and shall pay the 821 

corresponding initial fee and follow the process for initial applications. The 822 

previously FDA-issued Certificate of GMP Compliance shall not be accepted 823 

as GMP evidence.  824 

 825 

2. Applicants shall submit the documentary requirements stated under Section VI.B. 826 

above depending on the category of application. 827 

 828 

O. Grounds for Suspension, Cancellation, or Revocation of the Issued Certificate of 829 

GMP Compliance 830 

 831 

1. No Certificate of GMP Compliance may be suspended, canceled, or revoked 832 

without notice and hearing except in cases of willful violation of FDA-833 

implemented laws, rules, and regulations, or when public health or safety requires 834 

otherwise. 835 

 836 

In any of the instances in the preceding paragraph, the Certificate of GMP 837 

Compliance may be automatically suspended, canceled, or revoked and the 838 

establishment shall, within forty-eight (48) hours from receipt of the order 839 

suspending, canceling, or revoking the certificate without notice and hearing, 840 

show cause as to why the said order should not remain in force.  Thereafter, if the 841 

establishment contests such order, the case shall ensue following the Uniform 842 

Rules of Procedures under Book III of the IRR of RA No. 9711 for purposes of 843 
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whether or not the explanation of the establishment will be sustained, or the initial 844 

regulatory action will be maintained, and further appropriate penalty shall be 845 

imposed. 846 

 847 

2. In other instances above, any issued Certificate of GMP Compliance shall be 848 

suspended, canceled, or revoked, after notice and hearing, based on any of the 849 

following grounds: 850 

a. The correctness and substance of the specified documentary evidence supplied 851 

by the applicants, either during at the time of application, during the conduct 852 

of inspection, or subsequent thereto when requested by the FDA, show that the 853 

establishment (manufacturer) does not meet the required technical 854 

requirements or appropriate standards.  Non-submission of the required CAPA 855 

if any or non-implementation of the FDA-accepted CAPA within the approved 856 

timeline is deemed not meeting the requirements for appropriate standards; 857 

i. The applicant made misrepresentations, false entries, or withheld any 858 

relevant data contrary to the provisions of the FDA-implemented laws, 859 

their IRR, or appropriate standards 860 

ii. The manufacturer and, in case of foreign manufacturer, including the 861 

importer or distributor, has violated any of the terms and conditions of 862 

its Certificate of GMP Compliance; 863 

iii. Other analogous grounds or causes, such as but not limited to: 864 

(1) Non-existence of the physical site at the declared address; 865 

(2) The applicant refuses entry of FDA inspection officers or access 866 

to pertinent records upon request, or caused fear, force, 867 

intimidation, threat, violence, before or during the conduct of 868 

inspection or immediately thereafter. 869 

(3) Findings that the manufacturer or in case of foreign including the 870 

importer or distributor,  or their officers connive with other 871 

establishments or the inspection or evaluation officer or other 872 

FDA officer related to findings during the conduct of evaluation 873 

or inspection, which may result in health product safety risks to 874 

the consumers. 875 

(4) Findings of violation of any of the prohibited acts identified 876 

under Republic Act No. 3720, as amended by Executive Order 877 

No. 175 and Republic Act No. 9711 or other FDA-implemented 878 

laws, rules and regulations that affects the regulatory compliance 879 

of the applicant; 880 

iv. The suspension of the validity of the Certificate of GMP Compliance 881 

shall not exceed one (1) year. 882 

v. The Uniform Rules of Procedures under Book III of the IRR of RA No. 883 

9711 shall apply unless a particular rules of procedure is provided by the 884 

other FDA-implemented laws. 885 

vi. Nothing in this section shall restrict the FDA in enforcing the other 886 

imposable penalties provided under the applicable FDA-implemented 887 

laws, rules, and regulations. 888 

 889 

P. Effect of CGMP Suspension, Cancellation, or Revocation 890 

 891 

1. Any suspended, canceled, or revoked CGMP shall have the effect of non-892 

possession of a valid CGMP. Thus, the validity of any issued and existing 893 
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Certificate of Product Registration and License to Operate shall be automatically 894 

affected and any further manufacture, importation, distribution, wholesale of 895 

covered pharmaceutical products, and retail (in the case of drugs and devices) are 896 

deemed prohibited.  897 

 898 

2. When the CGMP is canceled, either through an inspection verification or 899 

voluntarily, the FDA shall retain jurisdiction over violations committed by the 900 

establishments while it was in operation. 901 

 902 

 903 

VII. TRANSITORY PROVISIONS 904 

 905 

All pending applications received by the FDA prior to the effectivity of this issuance 906 

shall follow the procedures stipulated in AO 2013-0022 and its related issuances. 907 

 908 

 909 

VIII. SEPARABILITY CLAUSE 910 

 911 

If any portion or provision of this Administrative Order is declared invalid, 912 

unenforceable, or unconstitutional, the validity or enforceability of the remaining 913 

portions or provisions shall not be affected, and this Administrative Order shall be 914 

construed as if it did not contain the particular invalid or unenforceable or 915 

unconstitutional portion or provision. 916 

 917 

 918 

IX. EFFECTIVITY 919 

 920 

This Administrative Order shall take effect after fifteen (15 days) following its 921 

publication in a newspaper of general circulation and upon filing with the University of 922 

the Philippines of the National Administrative Register. 923 

 924 

 925 

 926 

       927 

TEODORO J. HERBOSA, MD 

Secretary of Health 

 928 

 929 


