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Background 54 

 55 
The WHO Certification Scheme for Finished Pharmaceutical Products is an 56 

international voluntary agreement to provide assurance to countries participating in 57 

the Scheme, about the quality of pharmaceutical products moving in international 58 

commerce (World Health Assembly resolution WHA22.50 (1969), World Health 59 

Assembly resolution WHA28.65 (1975), World Health Assembly resolution 60 

WHA41.18 (1988), World Health Assembly resolution WHA45.29 (1992), World 61 

Health Assembly resolution WHA50.3 (1997). The primary document of the Scheme 62 

was the Certificate of Pharmaceutical Product (CPP). The WHO Expert Committee on 63 

Specifications for Pharmaceutical Preparations, during its forty-third meeting, 64 

recommended that the WHO Certification Scheme on the Quality of Pharmaceutical 65 

Products Moving in International Commerce should be reviewed in light of the 66 

changing environment, including the rapid globalization of the pharmaceutical 67 

manufacturing sector coupled with changes in the make-up of both the regulators and the 68 

groups involved in procurement. Any change of the Scheme will necessitate a discussion 69 

by Member States.  70 

 71 

In addition, as an interim measure, the Expert Committee also requested that a questions 72 

and answers (Q & A) document on the function of the Scheme should be prepared (see 73 

WHO Technical Report Series, No. 953, pp. 47–48 (2009)). The previous version of the Q & 74 

A document (working document QAS/10.374) was prepared and is available on the web as 75 

follows:   76 

http://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/qas_c77 

ertif_scheme_2012.pdf?ua=1. 78 
 79 
The following is a collection of questions and answers relating to the WHO Certification 80 

Scheme on the Quality of Pharmaceutical Products Moving in International Commerce
1
 and 81 

specifically to the CPP. 82 

The “WHO Certification Scheme”  83 

• represents WHO activity on the quality, and potentially the safety and efficacy of 84 

pharmaceutical products moving into international commerce  85 

• is an administrative instrument which enables WHO Certification Scheme Member 86 

States to request certain information from another WHO Certification Scheme 87 

Member State by means of defined documents, i.e. a CPP.  88 

 89 

The CPP gives a snapshot of the regulatory status of a pharmaceutical product and of the 90 

CPP applicant in the certifying country. It is for a single product only, since manufacturing 91 

arrangements and approved information for different dosage forms and different strengths 92 

can vary. 93 

 94 

  95 

                                                 
1
 Later also referred to as the “WHO Certification Scheme”. 
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For easier reference, questions have been grouped into the following categories to support the 96 

review process. 97 

1. About the WHO Certification Scheme 98 

2. Related to issuing country 99 

3. Related to recipient country 100 

4. GMP status 101 

5. Alternatives to a CPP 102 

 103 
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1.  ABOUT THE WHO CERTIFICATION SCHEME 185 

1.Q1 What is the WHO Certification Scheme on the Quality of  186 

  Pharmaceutical Products Moving in International Commerce? 187 
 188 

1.A1 It is a Scheme developed by the World Health Organization (WHO) in response to the 189 

request of WHO Member States to facilitate international trade in pharmaceutical products 190 

between Member States and it gives guidance to the issuing as well as requesting health 191 

authorities. 192 

1.Q2 Why is it called the WHO Certification Scheme?  193 

1.A2 It is called the WHO Certification Scheme because it was developed by WHO in 194 

response to the request of Member States. 195 

1.Q3 When was the Scheme developed?  196 

1.A3 It was first developed in 1975. Since then it has been revised in 1988, 1992 and in 197 

1997. 198 

1.Q4 How can a WHO Member State or regional organization be eligible for 199 

participation in the Scheme?  200 

1.A4 Any WHO Member State or regional organization intending to participate in the 201 

Scheme may do so by notifying the Director-General of WHO in writing, of its willingness to 202 

participate in the Scheme; any significant reservations it intends to observe relating to this 203 

participation; and by providing the names and address of its national medicines regulatory 204 

authority (NMRA) or other competent authority. 205 

1.Q5 Where can one find the list of organizations and countries party to the Scheme? 206 

1.A5 WHO publishes the names and addresses of Member States party to the Scheme. The 207 

list is available on the WHO website:  208 

http://www.who.int/entity/medicines/areas/quality_safety/regulation_leg 209 

islation/certification/contacts/en/index.html.  210 

A hard copy of the list is also published and distributed to Member States. The list is updated 211 

from time to time. 212 

 213 
1.Q6 Does the list of Member States and organizations party to the Scheme provide 214 

the names and addresses of those government organizations authorized to sign and 215 

issue a Certificate for a Pharmaceutical Product (CPP)?  216 

1.A6 Yes, the list provides the names and full addresses of those government organizations 217 

authorized to sign and issue a certificate for a pharmaceutical product (CPP). NMRAs 218 

receiving a CPP can use this list to check and verify if the certificate they are receiving has 219 

been issued by the authorized organization. 220 
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 221 

1.Q7 How can the Scheme facilitate trade in pharmaceutical products?  222 

1.A7 The Scheme is an administrative instrument that requires a competent authority of a  223 

participating Member State (the certifying country), upon application by a commercially-224 

interested party (the applicant company), to certify/attest to the competent authority of 225 

another participating Member State (the recipient country) that: 226 

‒ a specific pharmaceutical product is authorized for marketing in the certifying 227 

country, or if not, the reason why authorization has not been accorded; 228 

‒ confirmation of marketing status in issuing country; 229 

‒ the manufacturing facilities and operations conform to good manufacturing 230 

practices (GMP) as recommended by WHO. 231 

 232 

1.Q8 How does the Scheme operate? 233 

1.A8 The Scheme operates as follows: 234 

 235 
‒ the certificate recipient authority has in its national medicine legislation or 236 

guidelines a requirement for the submission of a CPP for products being imported 237 

into the country as a support to ensure the quality of the product being imported (in 238 

most countries the CPP forms part of the dossiers to be submitted to NMRA to have a 239 

product registered by the authority); 240 

‒ the applicant/importing company requests a CPP from the certifying authority 241 

through the exporting company;  242 

‒ the certifying authority issues a CPP to the importing/applicant company via 243 

the exporting company. The practice at present is as shown in the diagram 244 

below. 245 

‒  246 
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At the time of the development of the Scheme the understanding was that the issuing 247 

authority would send the CPP directly to the recipient authority  248 

 249 

1.Q9 Is the Scheme mandatory?  250 

1.A9 No, the Scheme is not mandatory. It is a voluntary agreement devised to enable 251 

countries with limited medicine regulatory capacity to obtain partial assurance from 252 

exporting countries concerning the quality, safety and efficacy of the pharmaceutical product 253 

they plan to import. 254 

 255 

1.Q10 Is there any written document that provides detailed information on the WHO 256 

Certification Scheme? 257 
 258 

1.A10 Yes, there are published guidelines called “Guidelines for implementation of the 259 

WHO Certification Scheme on the Quality of Pharmaceutical Products Moving in 260 

International Commerce”. One can access these guidelines by going to the WHO website:  261 

http://www.who.int/entity/medicines/areas/quality_safety/regulation_legislation/certification/262 

guidelines/en/index.html. 263 

 264 

1.Q11 What products are covered under the WHO Certification Scheme? 265 

1.A11 Pharmaceutical products covered under the Scheme are: 266 

 267 

• finished pharmaceutical products (FPPs) intended for administration to human 268 

beings; 269 

• pharmaceutical products intended for administration to food-producing animals; 270 

• active pharmaceutical ingredients (APIs). 271 

 272 

There is now a separate scheme called the WHO pharmaceutical starting materials 273 

certification scheme (SMACS) which has guidelines on importation of APIs 274 

(http://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/qas_c275 

ertif_scheme_2012.pdf?ua=1).  276 

 277 

1.Q12 What are the different types of certificates that can be requested within the 278 

scope of the Scheme? 279 
 280 

1.A12 Three types of certificate can be requested for pharmaceutical products within the 281 

scope of the Scheme: 282 

 283 

• a CPP or product certificate; 284 

• a statement of licensing status of pharmaceutical product(s); 285 

• a batch certificate of pharmaceutical product. 286 

 287 

Further information is given in Section 5, alternatives to the CPP. 288 

 289 
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1.Q13 Is there a standard format for CPPs?  290 
 291 

1.A13 Yes, there is a standard format. The WHO standard format was last agreed by WHO 292 

Member States in 1997 (reference: WHO guidelines, Section 3.2). The template gives a 293 

numbering which is followed by almost all certifying countries. They state this on the top of 294 

the CPP. Also the explanatory notes attached to the CPP are almost the same in every 295 

certifying country: 296 

 297 

• the standard WHO format for CPPs facilitates understanding and review by the 298 

recipient authority. It obliges certifying authorities to disclose important 299 

information to the importing country; 300 

• by keeping the numbering of the WHO template recipient authorities can easily 301 

retrieve the information in the CPP; 302 

• since CPPs are often issued bilingually, the text style may look differently by 303 

having the national language and the translation organized in columns, or the 304 

translation written in italic letters follows every sentence of national language; 305 

• there may be different mandatory/optional attachments upon request in addition 306 

to the CPP, such as quantitative composition, the summary of product 307 

characteristics, the package insert label, etc., depending on the perspective and 308 

the legislation of either the certifying or the recipient country; 309 

• recipient authorities should refrain from obtaining data other than in the WHO 310 

standard format or in addition to the standard CPP format; 311 

• certifying authorities should not issue the outdated "free sales certificates". These 312 

have been replaced by the WHO format CPP. 313 

 314 

1.Q14 What should recipient countries do in case of any doubt about a CPP? 315 
 316 

1.A14 In case of any doubt the competent authorities of recipient countries should 317 

communicate directly with the authorized body that has issued the certificate or contact 318 

WHO regional branch to clarify the matter. 319 

 320 

1.Q15 Are certifying authorities penalized if they issue CPPs, but do not meet WHO 321 

requirements for self-certification and subsequent issue of CPPs? 322 
 323 

1.A15 No, there is no system to penalize them. WHO does not have the power to certify, 324 

inspect or penalize certifying authorities. Since the Scheme is voluntary, Member States 325 

party to the Scheme self-certify their compliance. 326 

 327 

1.Q16 What are the main problems encountered in the application of the Scheme? 328 
 329 

1.A16 A number of problems have been encountered in the use of the Scheme, 330 

which include: 331 

 332 

• countries not party to the Scheme issue certificates; 333 

• authorities that do not meet the requirements or format stated in the guidelines for 334 

the Scheme when they issue CPPs; 335 
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• some issuing authorities put the WHO emblem, logo or acronym on the certificate, 336 

thereby creating the impression that the certificate is authenticated by WHO; 337 

• certifying authorities limit the CPP to products manufactured and exported from the 338 

certifying country; 339 

• the CPP is no longer recognized to substitute the full dossier and QSE; 340 

• GMP status given in the CPP is no longer enough for the recipient countries and 341 

additional GMP certificates are requested; 342 

• there is a lack of understanding that the CPP reflects the approval status of the 343 

certifying country only; 344 

• CPPs can be a prerequisite for a regulatory submission rather than being provided 345 

just prior to approval; 346 

• the lead times of the certifying authorities can be very long, sometimes several 347 

months; 348 

• the way to apply for a CPP is not harmonized as every certifying authority has its 349 

own system; 350 

• there is a lack of electronic request systems in the certifying authorities and also no 351 

possibility of tracking the submitted requests; 352 

• some authorities do not allow open discussions about the CPP requests, e.g. prior to 353 

a rejection of the CPP application, because of minor mistakes/clarifications; 354 

• charging processes vary across certifying authorities which can lead to unnecessary 355 

delays in CPP issuance; 356 

• there are inconsistencies in listing the trademark of the recipient country on the 357 

CPP if different from the certifying country; 358 

• required legalizations lead to delays in CPP availability (see Section 3, Q8). 359 

 360 
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2. RELATED TO ISSUING COUNTRY 361 
 362 

2.Q1 Does WHO issue CPP? 363 
 364 

2.A1  No, WHO does not issue CPPs or any of the certificates described under the Scheme. 365 

 366 

2.Q2 Can any one issue a CPP? 367 
 368 

2.A2 No, only countries and regional organizations, such as the European Medicines  369 

Agency (EMA), that are party to the Scheme, can issue CPPs. 370 

 371 

2.Q3 What should Member States and regional organizations possess in order to 372 

issue a CPP to support the export pharmaceutical products? 373 

  374 
2.A3  Member States and regional organizations should have the following to issue a 375 

CPP: 376 

 377 

• an effective national licensing system for pharmaceutical products, manufacturers 378 

and distributors; 379 

• GMP requirements consonant with those recommended by WHO to which all 380 

manufacturers of FPPs are required to conform; 381 

• effective controls to monitor the quality of pharmaceutical products registered or 382 

manufactured within the country, including access to an independent quality 383 

control laboratory; 384 

• a national pharmaceutical inspectorate having the technical competence 385 

experience and resources to assess whether GMP and other controls are 386 

effectively implemented and legal power to conduct appropriate investigations; 387 

• the administrative capacity to issue the required certificates, to institute inquiries 388 

in the case of complaint associated with a potentially serious quality defects or 389 

other hazard and to notify WHO and other concerned parties. 390 

 391 

2.Q4  Should a CPP issued by Member States bear the WHO emblem or the acronym 392 

“WHO”? 393 
 394 

2.A4 No, certificates should not bear the WHO emblem or the acronym “WHO”. 395 

 396 

The use of the emblem or acronym creates the impression that the certificate is issued or 397 

endorsed by WHO. It is an illegal act and countries receiving such CPPs should reject 398 

them and report to WHO.  399 

 400 

The CPP should always appear on the certifying authority’s headed paper or emblem. 401 

 402 
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2.Q5  By whom is a CPP issued and for what requirement in the recipient authority? 403 

  404 
2.A5 A CPP is issued by the authorized body of the exporting country and is intended 405 

for use by the competent authority within an importing country: 406 

 407 

• when a pharmaceutical product is under consideration for a product 408 

license/marketing authorization that will authorize its importation and sale in the 409 

importing country; 410 

• when administrative action is required to renew, extend vary or review such 411 

license; 412 

• should be provided at the end of the review process for markets that also require 413 

the detailed dossier.  414 

 415 

2.Q6  Is the CPP evidence of quality, safety, efficacy review and approval? 416 
 417 

2.A6 Yes, the CPP is based on the assumption that the authorities issuing a CPP have 418 

the capacity to assess the quality, safety and efficacy (QSE) of the product they approve 419 

for marketing. 420 

 421 

Based on the intention of the Scheme, a recipient authority could require a CPP when it 422 

does not undertake a full review of QSE data submitted for registration and evidence of 423 

approval in another country is required. 424 

 425 

2.Q7  What is the significance of the declaration of marketing status, i.e. whether the 426 

product is actually on the market in the exporting country? 427 
 428 

2.A7 Declaration of marketing authorization approval is the aim of the CPP. It is true 429 

that the WHO format CPP includes information on marketing status (if the product is 430 

actually on the market of the certifying country) but the Scheme also has a provision 431 

where the certifying  authority can indicate why the product may not be marketed. In 432 

circumstances where the product is not actually on the market the issuing authority can 433 

indicate that in the certificate. 434 

 435 

The actual presence on the market of the product depends on many other factors. The 436 

recipient authority should not require that a product be marketed in the certifying 437 

country. The focus of the CPP is to ensure that a full review has been undertaken by the 438 

authority to ensure QSE.  439 

 440 

2.Q8 Imagine a situation in which a product is authorized for marketing in the 441 

country of manufacture, but is not actually available on the market. Can the 442 

competent authority of the exporting country issue a CPP to support export? 443 
 444 

2.A8 Yes, it can issue a CPP. What it should do is explain why it is not on the market. 445 

One reason for not being on the market could be that the disease/health problem for 446 

which the product is indicated may not be prevalent in the country.  447 

 448 
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For products approved according to Article 58 (Regulation (EC) No. 726–2004) for 449 

diseases/health problems in certain regions, the EMA only can issue the CPPs within the 450 

WHO format.  451 

 452 

2.Q9  Sometimes a country may wish to import a special dosage form, strength or 453 

formulation of a certain known product, and this particular product may not be 454 

registered in the manufacturing country. Under such circumstances, can the authority 455 

of the exporting country issue a CPP? 456 
 457 

2.A9 Yes, it can issue a CPP, but it should explain on the certificate: 458 

  459 

‒ that the particular product is not authorized for marketing in the exporting country;  460 

‒ that it has been produced based on the request of the importing country:  461 

‒ and that the manufacturing is in compliance with GMP.  462 

 463 

The export certificate may look different and have differences in format. However, there 464 

may be restrictions on this dependent on individual legislation in the exporting country. 465 

 466 

  467 
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3. RELATED TO RECIPIENT COUNTRY 468 
 469 

3.Q1 When would a CPP be required?  470 
 471 

3.A1 When the CPP replaces either a full or partial QSE review, the CPP would be a 472 

condition of approval and it would not be required at the time of submission. 473 

 474 

If local legislation stipulates provision of a CPP at the time of submission, the authority 475 

review should be a “verification” procedure with published, communicated timelines 476 

that should be short and thus not delaying patient access (see Section 1, Q/A 16). 477 

 478 

3.Q2 Is it a must that a pharmaceutical product has to be exported from the same 479 

country as the certifying authority?  480 
 481 

3.A2 No, it is not necessary for the product to be exported from the certifying country 482 

as long as a declaration of GMP assurance appears on the CPP. 483 

 484 

The Scheme was established on the basis that the certifying country was also the 485 

country where finished product manufacture took place and was therefore the exporting 486 

country. Subsequent revisions to the Scheme have introduced scope for CPPs to be 487 

issued by other reference authorities. Most certifying authorities currently provide 488 

CPPs when the finished product is not manufactured in the certifying country on the 489 

basis that GMP is assured. 490 

 491 

Moreover many authorities assume that certifying authorities issue CPPs even when 492 

finished product manufacture does not occur in the certifying country. Strict adherence 493 

to the above assumption potentially limits licensing and registration options and can 494 

delay the introduction, or affect the continued supply, of important medicines. 495 

 496 

3.Q3 Is it possible to obtain a CPP from a certifying authority that is not the country 497 

where the manufacture of the finished product takes place? 498 

  499 
3.A3 Yes, the Scheme has a provision that when manufacture takes place in a country 500 

other than that where the product certificate is issued, an attestation that such 501 

manufacture complies with GMP may still be provided as an attachment to the product 502 

certificate, on the basis of inspections undertaken for registration purposes. 503 

 504 

The GMP declaration in the CPP will refer to assurance of GMP for the product 505 

approved in the certifying country at the stated site, even if the manufacturing site is in 506 

a different country than the issuing authority. 507 

 508 

3.Q4 Is it necessary for the CPP to come from the country where finished product 509 

manufacture takes place?  510 
 511 

3.A4 No, although the Scheme was set up assuming that the certifying country was 512 

also the country where finished product manufacture takes place, there is scope within 513 
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the Scheme for CPPs to be issued by other authorities that can provide independent 514 

assurance of the GMP compliance status. 515 

 516 
There needs to be an appreciation of the complexity of manufacturing and sourcing 517 

routes currently employed by companies operating internationally. WHO Member 518 

States define the “source” differently: 519 

 520 

• country of finished product manufacture; 521 

• country of final packing; 522 

• country of final release;  523 

• country of main headquarters of the pharmaceutical company, etc. 524 

 525 
The critical element is the confirmation that all production/manufacturing/ 526 

quality operations are carried out according to GMP. 527 

 528 

Due to complex modern, sourcing routes, together with varying local regulatory 529 

processes, the approval in the country where finished product manufacture takes place 530 

may be later than in other countries. In this case it is a matter of judgment as to 531 

whether it is necessary for the CPP to be issued from the country where finished 532 

product manufacture takes place. The preference, in order to speed up patient access, 533 

would be to accept the CPP from the earlier approving country – in order to approve 534 

the product the certifying authority must also be assured of GMP. 535 

 536 

Implementation and compliance with GMP ensures quality of product irrespective of 537 

source. Requirement of an additional CPP for the release site if it is different from the 538 

product manufacture site, delays patient access since multiple CPPs provide no 539 

additional value. 540 

 541 

3.Q5 Should recipient authorities require a CPP from more than one certifying 542 

authority? 543 
 544 

3.A5 No, under most circumstances they should not require a CPP from more than 545 

one certifying authority. A WHO-format CPP from a single certifying authority should 546 

provide appropriate evidence of approval and GMP status. However, certain 547 

regulations may require provision of more than one CPP. 548 

 549 

3.Q6 Business Process Scenario Questions for when a product is contract 550 

manufactured?  551 

 552 
3.A6 Imagine a situation in which a company within Europe produces a 553 

pharmaceutical product, and the product is authorized for marketing in that European 554 

country. However, the company also produces the product under contract 555 

manufacturing in a second country, e.g. in Asia, and wants to export from there to 556 

Africa. 557 

 558 
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The authority of the importing country should receive the CPP from the European 559 

country to prove quality efficacy and safety of the approved product.  560 

 561 

Supporting questions 562 

 563 

3.Q6.1  Is contract manufacturing accepted? 564 

 565 
3.A6.1  Yes, contract manufacturing is accepted under GMP. 566 

 567 

3.Q6.2  In case of a contract-manufactured product: from which country 568 

should the authority in the importing country (recipient authority) accept the 569 

Certificate for a Pharmaceutical Product (CPP)? 570 

 571 
3.A6.2  The country where the contract manufacture is taking place can issue a CPP 572 

if the product is registered by the authority of that country. If the product is not 573 

registered where the contract manufacture is taking place then the authority cannot 574 

issue the CPP, but an export certificate (see Section 2, Q/A 9). 575 

 576 

• If the contract-manufactured product is also authorized for marketing in the European 577 

country, then the European country can issue certificate. 578 

• If the contract-manufactured product is also authorized by an additional stringent 579 

health authority, then this authority can issue a CPP. 580 

 581 

3.Q7  Can a CPP also be used to provide evidence of an administrative review 582 

and approval (e.g. as certification of acceptability of a company name change)? 583 

 584 

3.A7 Yes, the CPP can also provide evidence of an administrative review and 585 

approval (e.g. as certification of acceptability of a company name change: 586 

 587 

• for a name change of the owner of a manufacturing or production site), which 588 

often happens in the context of company mergers and acquisitions; 589 

• for administrative approvals that now involve a QSE review, recipient authorities 590 

should use alternatives to a CPP as a preferred and quicker option; 591 

• issues related to manufacturing company name change ("administrative review") 592 

may indeed create various practical difficulties for exporters–importers, but are 593 

not associated directly with safety/quality concerns and should be given less 594 

prominence). 595 

 596 
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3.Q8  Is it necessary to legalize the CPP?  597 
 598 

3.A8 No, legalization is not part of the WHO Scheme and this is not considered to 599 

provide additional assurance of authenticity. Approval statuses in key reference 600 

countries are currently available as public information. 601 

 602 

Legalization should not be necessary since an official governmental authority of the 603 

certifying country signs the CPP.  604 

 605 

Legalization does not add value to the CPP, as it confirms only the signatures on the 606 

CPP but does not confirm any details of the CPP content.  607 

 608 

Legalization delays availability of the CPP and therefore delays access to medicines for 609 

patients. If a recipient authority has any doubts about the validity of a CPP it should 610 

contact the certifying authority directly. In addition, cash payment required by certain 611 

embassies could cause unnecessary delays to the CPP availability. 612 

 613 

A number of recipient countries are no longer asking for legalization as long as the 614 

CPP strictly follows the WHO format. 615 

 616 

  617 
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4. GMP STATUS 618 

 619 

4.Q1 Is it necessary for recipient authorities to require GMP certificates in addition 620 

to a CPP? 621 
 622 

4.A1 No, the CPP includes a GMP declaration, so additional GMP certificate is not 623 

necessary. 624 

• Following the introduction of the WHO CPP some authorities no longer issue 625 

GMP certificates (e.g. US-FDA). 626 

• In the CPP context separate GMP certificates are redundant and are therefore 627 

discouraged. CPPs should be accepted (in particular from the Pharmaceutical 628 

Inspection Co-operation Scheme (PIC/S) and International Conference on 629 

Harmonisation (ICH) regions) as evidence of GMP status. 630 

• Outside of the Scheme, there are occasions when it is appropriate to require a 631 

GMP certificate. 632 

 633 

4.Q2  Does the CPP provide evidence of GMP? 634 

 635 
4.A2 Yes, the GMP declaration in the CPP refers to assurance of GMP for the 636 

product approved in the certifying country at the stated manufacturing site(s). 637 

 638 

In addition, CPPs issued by NMRAs party to the PIC/S and ICH regions (European 639 

Union, Japan and United States of America) provide evidence of GMP status. 640 

 641 

When a CPP is provided it is not necessary to provide additional GMPs for finished 642 

products. 643 

 644 

4.Q3  What is the difference between approval of the quality data in the submission 645 

and evidence of GMP? 646 
 647 

4.A3 The approval of the quality information in a submission is an approval of how 648 

the applicant company proposes to manufacture and control the quality of the product 649 

at the time of manufacture and throughout the product’s life. The evidence of GMP 650 

compliance shows, that the applicant company has been able to demonstrate that the 651 

manufacturing site fulfills the underlying GMP principles. 652 

 653 
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4.Q4 When a CPP forms part of a regulatory review, is it necessary to conduct a site 654 

inspection as well? 655 
 656 

4.A4 An inspection should not be necessary when the GMP declaration on the CPP 657 

covers the product to be approved in the recipient country. 658 

• Inspections outside of this condition are a matter of judgment and decision by the 659 

recipient country. Membership of PIC/S, ICH or other means of recognizing inspections 660 

by other authorities is encouraged. 661 

• The acceptance of the GMP status in the CPP helps to reduce unnecessary inspections.  662 

• CPPs should be accepted (in particular from PIC/S and ICH regions) as evidence of 663 
MP status. The decision to inspect should be made after a risk-based assessment of the 664 
facility, taking into account GMP and inspection status from other authorities. 665 

 666 

  667 
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5. ALTERNATIVES TO A CPP 668 

 669 

5.Q1  Are there any alternatives to a CPP as evidence of approval by a national 670 

medicine regulatory authority (NMRA)? 671 

 672 
5.A1 Outside the WHO Certification Scheme other forms of evidence include: 673 

• product approval letters (or copies of licenses) from well-established NMRAs, 674 

e.g. Australia, Canada, People's Republic of China, Denmark, Finland, Germany, 675 

India, Japan, Norway, Republic of Korea, Spain, United Kingdom, United States 676 

of America; 677 

• positive scientific opinion from EMA;  678 

• decisions of the European Commission; 679 

• European public assessment report;  680 

• licensing/approval information on regulatory authority websites and evidence of 681 

approval on the United States Food and Drug Administration website. 682 

 683 

5.Q2  When and by whom is a statement of licensing status of pharmaceutical 684 

product(s) (SLSPP) issued? 685 

 686 
5.A2 An SLSPP is issued by the competent authority of the exporting country and is 687 

intended for use by importing agents when considering bids in an international tender. 688 

It is requested by the importing agent as a condition for bidding. The SLSPP is not 689 

intended for use for regulatory submissions.  690 

 691 

5.Q3  What is a batch certificate? 692 

 693 
5.A3 A batch certificate is a certificate that accompanies and attests to the quality 694 

and expiry date of a specific batch or consignment that has already been licensed/ 695 

approved for marketing in the importing country. 696 

• A batch certificate is usually issued by the manufacturer. 697 

• In case of biological products, a lot certificate is issued by the competent 698 

authority of the exporting country. 699 

  700 
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6.  GLOSSARY 701 
 702 

Terms 703 
 704 

 

Competent authority 

 

A medicines regulatory authority which has the legally 

delegated or invested authority, capacity, or power to perform a 

designated function 

 

Stringent authority  

The same as competent authority, but related to a certain 

reputation and generally an authority of a developed market, 

such as the Food and Drug Administration, European 

Medicines Agency, Therapeutic Goods Administration, etc. 

 

 705 

The following terms are used with the same meaning: 706 

 707 

 

Certifying/issuing country 

Certifying/issuing (health) authority 

Exporting country 

 

These terms always refer to the competent 

authority – in most cases of a developed market 

which issues the CPP 

  

 

Requesting country 

Recipient country 

Importing country 

 

 

These terms always refer to the emerging market 

which needs the CPP from a developed market, 

as stipulated in the regulatory requirements 

 708 

 709 

*** 710 


