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43

Executive summary

44

Based on the experience gathered by the Name Review Group (NRG) since the last revision of the

45

guideline in December 2007, it became apparent that some areas of the guideline would benefit from

46

further clarifications, in particular with regards to the requirements for acceptability and submission of

47

proposed (invented)1 names of medicinal products processed through the centralised procedure.

48

This 6th update of the guideline further clarifies specific aspects of the criteria applied to address

49

safety and public health concerns, international non-proprietary names issues and product-specific

50

concerns in proposed (invented) names. Also, the procedure for submission of proposed (invented)

51

names requests is streamlined and further clarified.

52

1. Introduction (background)

53

A Community marketing authorisation is valid throughout the European Union and the (invented) name

54

of the medicinal product is an integral part of the authorisation. In accordance with Article 6 of

55

Regulation (EC) No 726/2004 (ref1), "each application for the authorisation of a medicinal product (…),

56

otherwise than in exceptional cases relating to the application of the law on trade marks, shall include

57

the use of a single name for the medicinal product."

58

The centralised procedure therefore requires one single (invented) name for the medicinal product to

59

be authorised. However, in exceptional cases, where the proposed trade mark has been cancelled,

60

opposed or objected to under trade mark law in a Member State, the Commission may accept the

61

existence of more than one name for a single product, in order not to disadvantage patients and their

62

access to the concerned medicinal product in that Member State. To obtain such derogation, the

63

marketing-authorisation holder (MAH) shall provide enough evidence of its failed efforts. Should

64

derogation be granted, it will not affect the legal obligations throughout the Community and shall not

65

be used to introduce any partitioning of the European market, i.e. to restrict or prevent the free

66

movement of concerned medicinal product. It is reminded that the MAH/applicant must liaise directly

67

with the European Commission to obtain derogation in writing.

68

Although it is not mandatory under European Union legislation, in practice, many companies submitting

69

marketing-authorisation applications under the Centralised Procedure wish to use invented names for

70

their medicinal products.

71

According to Article 1(20) of Directive 2001/83/EC (ref2), it should be noted that the name of the

72

medicinal product "may be either an invented name not liable to confusion with the common name, or

73

a common name or scientific name accompanied by a trade mark or the name of the marketing

74

authorisation holder". It is also understood by legislation that a common name is, according to Article

75

1(21) of Directive 2001/83/EC, as amended, "The international non-proprietary name (INN)

76

recommended by the World Health Organization, or, if one does not exist, the usual common name."

77

According to the Article 4 of Council Regulation (EC) No 207/2009 on the Community trade mark

78

(ref3), a trade mark may consist "of any signs capable of being represented graphically, particularly

79

words, including personal names, designs, letters, numerals, the shape of goods or of their packaging,

80

provided that such signs are capable of distinguishing the goods or services of one undertaking from

81

those of other undertakings."

1
In certain sections of this document reference is made to the terms '(invented) name', with the term 'invented' presented
in brackets preceding the term 'name'. This format aims to cover two possible scenarios in terms of proposed names: a
purely 'invented name'; and a 'name' which can be the combination of the INN together with the name of the
MAH/applicant company or its trademark.
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82

The review of trademarks is outside the European Medicines Agency's (EMA) remit. The EMA will not

83

take into consideration aspects of intellectual property rights/trademark registration within its review

84

for the acceptability of a proposed (invented) name. The applicant/MAH will need to contact directly

85

the appropriate authorities to apply for a trademark registration.

86

The checking of the (invented) name is part of the EMA's role in evaluating the safety of medicinal

87

products within the authorisation procedure, as the proposed (invented) name(s) could create a public-

88

health concern or potential safety risk. Such an evaluation should be performed based on best

89

available evidence and research.

90

Proposals for invented names as well as for names presented under the construction 'INN + company

91

name/trademark' will be subject to EMA review. The latter case is not a default option in case no

92

invented name for a specific product is accepted by the NRG. The 'INN + company name/trademark'

93

option must also be submitted for review by the NRG (see section 6.4).

94

All information sent by applicants/MAHs in relation to (invented) names is considered confidential and

95

all parties involved in the review of names within the centralised procedure are bound by the EMA's

96

confidentiality policy and their own National or Authority rules of confidentiality.

97

2. Scope

98

The scope of this guideline is to provide applicants/marketing-authorisation holders (MAHs) with

99

guidance on the criteria applied by the Name Review Group (NRG) when reviewing the acceptability of

100

proposed (invented) names for medicinal products processed through the centralised procedure.

101

It provides details on the overall procedure for submitting and checking the acceptability of proposed

102

(invented) names.

103

3. Legal basis

104

This guideline has been developed in accordance with Article 6 of Regulation (EC) No 726/2004 (ref1)

105

and Article 1(20) of Directive 2001/83/EC (ref2), as amended, which require each authorisation

106

application to include a single name not liable to confusion with the name of another medicinal

107

product.

108

The EMA has established a review process performed by the Name Review Group (NRG) to ensure that

109

the provisions set out in Article 6 of Regulation (EC) No 726/2004 and Article 1(20) of Directive

110

2001/83/EC are adhered to.

111
112

4. Criteria applied when reviewing the acceptability of
proposed (invented) names

113

The following review criteria should be seen as general rules. The EMA may develop additional

114

guidance on specific topics based on experience.

115

When reviewing the acceptability of proposed (invented) names, the NRG applies criteria based on

116

public health concerns and in particular with regard to safety (section 4.1).

117

The applicant/MAH should ensure that the proposed (invented) name complies with the criteria

118

outlined in this guideline before submitting a request to the EMA. To facilitate the review process,

119

applicants/MAHs are advised to submit all available supporting documentation.
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120
121

4.1. Addressing safety concerns and other public health concerns in
proposed (invented) names

122

4.1.1. The (invented) name of a medicinal product should not be liable to cause confusion in print,

123

handwriting or speech with the (invented) name of another medicinal product.

124

When assessing the potential for such confusion, the following aspects are considered:

125

•

The indication(s);

126

•

The patient population(s);

127

•

The pharmaceutical form(s);

128

•

The route(s) of administration;

129

•

The strength(s);

130

•

The setting for prescription, dispensing and use;

131

•

The legal status/classification for supply:

132

•

Medicinal product subject to medical prescription;

133

•

Medicinal product not subject to medical prescription;

134

•

Medicinal product subject to special medical prescription;

135

•

Medicinal product subject to restricted medical prescription;

136

•

Medicinal product subject to special and restricted medical prescription;

137

•

Orphan (designation) status;

138

•

(Potential) New pharmaceutical forms and/or routes of administration for the medicinal

139

product concerned, as appropriate.

140

•

Assessment of potential for harm to the patient in case of mix-up.

141

It should be noted that the NRG will consider potential for confusion of proposed (invented)

142

names against authorised, applied for, suspended and revoked/withdrawn medicinal products

143

in the different Member States according to the relevant national legislation regardless of the

144

route of authorisation.

145

When considering potential for confusion with the name of a withdrawn/revoked marketing

146

authorisation, in principle, a period of 5 years should have elapsed after the official invalidity of

147

the marketing authorisation according to national legislation (e.g. publication in the official

148

journal, etc.). This period could be reduced (e.g. the product was not marketed in EU for a

149

period preceding this 5 year period) or extended (e.g. that the withdrawal of the marketing

150

authorisation was linked to serious safety concerns and this has an impact on the potential risk

151

to public health associated with the name) at the discretion of the NRG if it can reasonably be

152

justified by the applicant/MAH.

153

The NRG also considers potential safety concerns and other public health concerns associated

154

to the re-use of identical (invented) names. Specific assessment criteria applied by the NRG is

155

available in the NRG position paper on the re-use of invented names of medicinal products

156

(ref4).
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157
158
159
160
161
162
163

4.1.2. The (invented) name of a medicinal product should not convey misleading therapeutic and/or
pharmaceutical connotations.
4.1.3. The (invented) name of a medicinal product should not be misleading with respect to the
composition of the product.
4.1.4. Consideration should be given to the phonetics and the potential difficulties a proposed
(invented) name may create in terms of pronunciation in the different EU official languages.
4.1.5. The use of qualifiers/abbreviations by letters as part of the invented name should in principle

164

be acceptable.

165

The NRG recommends applicants/MAHs not to propose qualifiers consisting of a single letter or

166

number(s) (Arabic and Roman), because they may be confused with the strength and/or

167

posology of the medicinal product. However, the use of numbers may in certain cases be

168

acceptable, e.g. vaccines (see section 4.3.1). The applicant may consider providing the NRG

169

with an explanation for their inclusion.

170

In considering the acceptability of a qualifier/abbreviation the NRG will consider the potential

171

added benefit of the qualifier versus its potential risk to public health in case of medication

172

error taking into consideration:

173

•

174

Whether the qualifier/abbreviation provides further information on characteristics of the
medicinal product (e.g. duration of action, devices, route of administration, composition,

175

patient population) without being misleading or provides for a differentiation, which may

176

help healthcare professionals and/or patients to prescribe/select the appropriate medicinal

177

product.

178

•

The applicability and use of the qualifier across all European languages. Qualifiers or

179

abbreviations should not require translation to provide further information in the respective

180

EU Member States.

181

•

182
183

The potential risk resulting from more complex names, adversely affecting memorability,
pronunciation and/or prescription of the medicinal product.

•

Particularly in the context of non-prescription medicines, the importance of other elements

184

such as labelling and pack-design should be taken into consideration to help on the

185

selection of the medicinal product. These aspects shall be discussed at the time of the

186

review of mock-ups/specimens. Should potential risk for public health be identified, the

187

acceptability of the invented name may be subject to further assessment by the NRG.

188

4.1.6. The (invented) name should not convey any promotional message with respect to the

189

therapeutic and/or pharmaceutical characteristics and/or the composition of the medicinal

190

product.

191
192

4.1.7. The (invented) name should not appear offensive or have a 'bad' connotation in any of the
official EU languages.

193

4.1.8. For a medicinal product containing a prodrug, a different invented name from the invented

194

name of the medicinal product containing the related active substance is required.

195

4.1.9. Applicants are advised not to submit proposed (invented) names that are very similar to each

196

other (e.g. differing in one character) for a given marketing-authorisation application since any

197

safety/public health concern identified with one name may apply to the other similar names

198

and therefore increasing the likelihood of rejection.
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199
200

4.2. Addressing international non-proprietary names' concerns in proposed
invented names

201

According to Article 1(20) of Directive 2001/83/EC (ref2), "… an invented name shall not be liable to

202

confusion with the common name…". Furthermore when proposing an invented name,

203

applicant(s)/MAH(s) are advised to take into consideration WHO resolution (WHA46.19), where

204

appropriate, i.e. "It would therefore be appreciated if invented names were not derived from

205

international non-proprietary names (INNs) and if INN stems were not used in invented names".

206

Two types of INN concerns could be considered i.e. a potential similarity with an own or different INN

207

or the inclusion of an INN stem into the proposed invented name(s).

208

The applicant/MAH is strongly advised to review INN similarity and/or INN stem inclusion before

209

requesting that the proposed invented name(s) be considered for a medicinal product. When

210

appropriate, detailed information addressing the above, should be provided within the invented name

211

application form(s) or as part of a justification for retaining the invented name.

212

The NRG will review the above cases on the basis of WHO World Health Assembly resolution

213

(WHA46.19) on protection of INNs/INN stems to prevent any potential risk of confusion between

214

invented names and common names.

215

4.3. Addressing product specific concerns in proposed (invented) names

216

4.3.1. For vaccines composed of several serotypes, when adding a new serotype the original invented

217

name may be kept; it is recommended that the name is then followed by the number of

218

serotypes present. The description of serotypes present is then listed in the qualitative and

219

quantitative composition. An example of the format of the proposed invented name follows:

220

Invented name + X [number of serotypes]

221

The same applies when different types of antigens are added. This is of particular importance

222

in situations where both vaccines are simultaneously available on the market in order to allow

223

differentiation of the products.

224

4.3.2. For radiopharmaceutical medicinal products the inclusion of target organs in the (invented)

225

name should be avoided in order to prevent misleading connotations should an extension of

226

the indication include new target organs.

227

In principle, numbers should not be used in the name to avoid confusion with the strength. In

228

cases where the numbers appear in the radionuclide, these should be displayed in superscript,

229

i.e.

230

Numbers included as part of commonly known abbreviations are assessed on a case by case

231

basis.

232

mass number

Element + [(Invented) name]

4.3.3. A sponsor may apply for designation of a medicinal product as an orphan medicinal product for

233

an already approved medicinal product provided the orphan designation concerns an

234

unapproved therapeutic indication. In this case, in accordance with Article 7(3) of Regulation

235

(EC) No 141/2000 of 16 December 1999 on Orphan medicinal products (ref 5), and

236

Commission Communication on the same Regulation (section C.2) (ref6), at the time of

237

application for a marketing authorisation, the sponsor must apply for a separate marketing

238

authorisation (with a different [invented] name) which will cover only the orphan indication(s).

239

When reviewing the acceptability of (invented) names for orphan medicinal products, the NRG

240

applies the same approach as for non-orphan medicinal products. It is of particular importance
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241

in these cases to provide detailed information on the specific setting in which the product is

242

dispensed and used as well as on the target population.

243

4.3.4. For non-prescription medicinal products, due account should be given to the specific legal

244

status of these medicinal products as defined in Articles 71 and 72 of Directive 2001/83/EC

245

(ref2), as amended. The use of qualifiers/abbreviations within the invented name should aid

246

selection/identification/differentiation of the product by the patient and should minimise the

247

risk of inappropriate use.

248

In order to help self-selection and compliance by patients/consumers, it is acceptable that

249

invented names have a positive connotation and/or be informative. The applicant may consider

250

providing the NRG with an explanation for their inclusion.

251

In case of a switch from "prescription" to "non-prescription" status of an already authorised

252

medicinal product it is up to the applicant/MAH to choose whether to vary/extend the existing

253

marketing authorisation and consequently retain the same (invented) name or to submit a

254

separate marketing-authorisation application under a different (invented) name (see section

255

5). In exceptional cases, depending on the therapeutic context, the acceptability of the

256

maintenance of the existing (invented) name may be further considered by the CHMP during

257

the evaluation process.

258
259

4.3.5. For generic/hybrid/similar biological medicinal products the same criteria apply as for any other
medicinal products in respect to the (invented) name.

260

Special consideration should be given to the proposed (invented) name of a hybrid medicinal

261

product to allow for differentiation when the latter differs in pharmaceutical form, strength,

262

expression of active substance and/or indication from the reference medicinal product or other

263

generics in the market.

264

4.3.6. Where the applicant/MAH wishes to use instead of the invented name the common name or

265

scientific name, together with a trademark or the name of the marketing-authorisation

266

holder/applicant, they should take into account the following rules:

267

•

If an INN recommended by the World Health Organization exists for the active moiety it

268

should be used within the name of the medicinal product exactly as published without

269

omissions or abbreviations. All the linguistic versions of the INN, including translations

270

officially recognised at the national level, shall be considered to be the same name. If one

271

does not exist, the usual common name should be used.

272

•

If a Modified INN (INNM) recommended by the World Health Organization exists for the

273

active moiety, it should be used within the name of the medicinal product exactly as

274

published without omissions or abbreviations.

275

•

Where the active moiety is an unpublished INNM the name of the medicinal product

276

should be that as agreed by users of INNs (pharmacopoeia, regulatory bodies,

277

stakeholders), in accordance with the WHO INNM working document 05.167/3.

278

•

The 'name of the MAH' within the name of the medicinal product should correspond to all

279

or part of the official name of the MAH as presented in the proof of establishment of the

280

applicant/MAH.

281

•

For consistency reasons, ease in prescription by healthcare professionals and database

282

entries, punctuation marks in between the INN and the name of the Company/trademark

283

are not acceptable (with the exception of fixed combinations, where multiple INNs should

284

be clearly separated by slash '/').
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285

•

The proposed (invented) name cannot be a mixture of legally available options: in

286

accordance with Article 1(20) of Directive 2001/83/EC (ref2), the name should either be

287

an invented name or the common name accompanied by a trademark or the name of the

288

MAH.

289

4.3.7. Application for a CHMP Scientific Opinion in the context of collaboration with the World Health

290

Organization (WHO) pursuant to Article 58 of Regulation (EC) No 726/2004 (ref1). Submission

291

of proposed names to the NRG is not required since the product is not intended for use in the

292

EU.

293

4.3.8. The invented name of a fixed combination medicinal product should be sufficiently different

294

from those of the individual active substances and/or those of other fixed combinations

295

containing the same active substance(s).

296

The NRG recommends applicants/MAHs not to insert the whole invented name of the individual

297

active substance(s) in the proposed invented name for the fixed combination.

298

4.3.9. As multiple applications can have an independent life (e.g. may develop a different indication

299

at a later stage), the proposed (invented) names of such applications have to be sufficiently

300

different from each other to be allowed.

302

5. Regulatory aspects related to the acceptability of
proposed (invented) names

303

(Invented) names for variation/extension applications should be the same as those of the existing

304

medicinal product. The addition of a qualifier to an already in use invented name constitutes a different

305

invented name, which would require submission as new marketing authorisation application.

306

In case the applicant wants to submit a separate marketing-authorisation application for, e.g., a new

307

indication, a different (invented) name shall be used.

308

6. EMA procedure for checking proposed (invented) names

309

The EMA operates a procedure to ensure that objections raised by national competent authorities

310

against the (invented) name of a medicinal product due to potential safety risks or other criteria as

311

defined in section 4 of this document are identified.

312

The practical experience of the EMA to date has shown that this early intervention and checking of the

313

(invented) name(s) has permitted marketing authorisations to be granted without delays related to

314

(invented) name issues.

315

6.1. Submission of the (invented) name request by the applicant/MAH

316

Provided that the medicinal product was deemed eligible by CHMP for evaluation under the Centralised

317

Procedure the applicant should inform the EMA of the proposed (invented) name(s) for their medicinal

318

product.

301

319

To allow for review of proposed (invented) names, the applicant(s)/MAH(s) are requested to send to

320

the EMA (NRG@ema.europa.eu) their proposed (invented) name(s) and the draft summary of product

321

characteristics (SmPC) or product profile and any other relevant information (e.g. multiple application

322

justification, justification for deviation from the guideline, results of research in connection to similar

323

invented names, patient information form distributed during clinical trials, etc.). The 'Proposed
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324

(Invented) Name Request form' and further details of timing and content of an (invented) name

325

application are available on the EMA website.2

326

Up to two proposed (invented) names per marketing-authorisation application can be accepted by the

327

NRG.

328

In principle, where two proposed (invented) names have already been accepted by the NRG for a

329

marketing-authorisation application, new requests for the review of additional proposed names under

330

the same application will not be allowed. The NRG may, on duly justified grounds, allow the

331

assessment of further proposed names in which case the applicant/MAH is required to indicate which

332

two (invented) names should finally be maintained for a given marketing-authorisation application

333

provided that they have been accepted.

334

In the case of rejection of proposed (invented) names, the applicant/MAH can submit a new request to

335

the NRG for the review of new proposed (invented) names, provided that the number of finally

336

accepted (invented) names will not exceed two (e.g. if one of the initially proposed two (invented)

337

names has been rejected then the applicant/MAH is entitled to request the NRG to consider one more

338

(invented) name).

339

The applicant/MAH should clearly indicate at the time of submission whether the proposed (invented)

340

names are intended to be used in the context of multiple marketing-authorisation applications. This is

341

to allow the NRG to review whether the proposed (invented) names are not potentially confusing with

342

each other. As an exception to the general rule, up to two proposed (invented) names per duplicate

343

can be accepted by the NRG in the context of multiple applications.

344

6.2. Consultation with the Member States

345

The proposed (invented) name(s) and all the background information provided by the

346

applicant(s)/MAH(s) are sent to every NRG contact point nominated by national competent authorities

347

(NCAs) of EU Member States.

348

The NCAs are requested to inform the EMA of any objections/comments to the proposed (invented)

349

name(s) on grounds of safety concerns or other concerns as described above within 30 days of receipt

350

of such notification.

351

Representatives from the European Commission (EC) and the World Health Organization (WHO) and

352

relevant experts selected from the European experts list may participate in the group's activities and

353

consulted on a case by case basis regarding naming issues.

354

6.3. NRG/CHMP discussion/adoption

355

During the NRG meeting the objection(s) and/or comment(s) to the proposed (invented) name(s)

356

received from the different Member States are reviewed. The group evaluates these

357

objections/comments based on the criteria described above in section 4.

358

If an objection is raised on the basis of similarity between the proposed (invented) name and another

359

(invented) name, leading to a risk of confusion in print, speech and/or handwriting, the objection will

360

always be evaluated taking into account other distinguishing factors as listed in section 4.

361

After evaluation of all relevant factors, the NRG will decide if the proposed (invented) name of a

362

medicinal product may be accepted or if further clarifications are to be submitted by the company. Its

363

conclusions/recommendations are presented to the CHMP for adoption.
2

See the 'Presubmission guidance' section of the Agency's website.
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364

6.4. Applicant/MAH communication and follow-up

365

After adoption by CHMP, the applicant/MAH will be informed by the NRG Chair of the outcome of the

366

discussion of the proposed (invented) name(s) for their medicinal product(s) together with the reasons

367

and source for the objection(s) raised. It is emphasised that although objections due to conflicting

368

names with existing medicinal products may have only been raised by the Member State(s) indicated

369

in the outcome document, this does not exclude the possibility that the medicinal products referred to

370

may exist in other Member States.

371

In case of objections to the proposed (invented) name(s), the applicant may justify the retention of the

372

proposed (invented) name using the relevant justification form available on the EMA website3.

373

Such justification will thereafter be sent to all Member States for consideration, and comments

374

received discussed at the subsequent NRG meeting. The Member States who raised objections are

375

requested to assess the justification and reconsider their objection.

376

During the NRG meeting the maintenance or withdrawal of the previous objections to the proposed

377

(invented) name(s), as well as any comment(s) received from the different Member States and the

378

applicant's justification are reviewed.

379

If the proposed (invented) name cannot be accepted prior to submission, the marketing-authorisation

380

application (MAA) can be submitted either under any of the proposed invented names or the common

381

name/scientific name accompanied by a trademark or the name of the MAH.

382

At the latest one month prior to the adoption of the CHMP opinion on the concerned MAA the applicant

383

will have to inform the EMA (via the Product Team Leader) and the NRG secretariat about their choice

384

of the accepted (invented) name.

385

If no suitable invented name has been identified at that stage, the opinion will be adopted according to

386

the common name or scientific name accompanied by the name of the marketing-authorisation holder.

387

However, such name also needs the NRG endorsement prior to adoption of the opinion; therefore

388

sufficient time should be allowed for the NRG review to be performed (see section 1).

389

6.5. Rejection by NRG/CHMP of a proposed (invented) name

390

The applicant/MAH has the following possibilities:

391

1. To submit proposals for new (invented) names, which are checked through the same procedure as

392

described above.

393

2. To justify retaining the (invented) name addressing specifically all the objections raised. The

394

applicant/MAH should note that where objection(s) identified in the outcome fax were raised for

395

conflicting names nationally authorised by the particular Member State(s), this does not exclude the

396

possibility that the medicinal products referred to may exist in other Member States. The

397

applicant/MAH should verify whether this is the case. The justification will also need to include an

398

assessment of potential for harm to the patient in case of a mix-up. This guideline should be taken into

399

consideration, as appropriate, to address points for the original objection(s).

400

Where new information not previously brought to the attention of the NRG becomes available to the

401

applicant, the submissions of additional/subsequent justifications to the NRG are considered

402

acceptable.

3

See the 'Presubmission guidance' section of the Agency's website.
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403

3. If no invented name is accepted before adoption of the CHMP opinion, the opinion will be adopted

404

under the common name or scientific name together with the name of the MAH (section 6.4).

405

In such a case, as soon as the Commission Decision is granted, the concerned MAH may submit a

406

variation (section 6.6.1) to introduce an invented name, on the condition that such name has been

407

considered acceptable by the NRG in accordance with the procedure described under Section 6.

408

4. Exceptionally, provided all means have been exhausted, the applicant/MAH may request the matter

409

to be presented to the CHMP within the context of the evaluation of the medicinal product.

410

6.6. Post-authorisation issues related to (invented) names

411

6.6.1. Change of the (invented) name

412

The (invented) name can also be changed at a post-authorisation stage through a variation procedure,

413

e.g. in case the (invented) name has not been accepted prior to the adoption of the opinion(s) by the

414

CHMP or if the MAH wishes to change the name.

415

Post-authorisation procedural advice with regards to the change of (invented) name can be found at

416

the EMA website4.

417

6.6.2. Other post-authorisation activities

418
419

6.6.2.1. Report of prescription errors/medication errors due to the (invented) names of
medicinal products:

420

If prescription errors/medication errors due to the (invented) names of medicinal products

421

(e.g. mix-up with another medicinal product) result in an adverse drug reaction (ADR), such

422

ADRs should be reported within the pharmacovigilance systems established at the side of the

423

MAHs, within Member States and at EU level (for pharmacovigilance obligations see

424

Regulation (EC) No 726/2004, Directive 2001/83/EC and Good Pharmacovigilance Practices)

425

i.e. expedited or periodic reporting of adverse drug reactions in accordance with the

426

legislation (ref 1,2,7).

427

Further it should be recognised that, where names convey misleading therapeutic

428

connotations, there may be a risk for misuse or abuse of the product. Where such misuse or

429

abuse leads to an ADR, reporting within the pharmacovigilance system applies.

430

NRG will take measures within its area of responsibility to prevent possible medication errors

431

by close collaboration with the Quality Review of Documents (QRD) Group and the

432

Pharmacovigilance Risk Assessment Committee (PRAC).

433

7. Addressing transparency

434

Periodically, the EMA publishes statistical information on the outcome of the NRG review on (invented)

435

names.

436

8. General contact details

437

General (invented) names queries can be submitted to NRG@ema.europa.eu

4

See the 'Post-marketing authorisation' section of the Agency's website.
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438

Definitions

439

ADR: adverse drug reaction

440

CHMP: Committee for Medicinal Products for Human Use

441

EC: European Commission

442

EMA: European Medicines Agency

443

EU: European Union

444

MAH: marketing-authorisation holder

445

NCA: national competent authority

446

NRG: Name Review Group

447

PRAC: Pharmacovigilance Risk Assessment Committee

448

ROA: route of administration

449

SmPC: summary of product characteristics

450

WHO: World Health Organization
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