
no

Is the country on the least developed 
countries (LDC) list? 

yes

Does the exception not
unreasonably conflict 

with normal exploitation 
of the patent?

Does the exception not 
unreasonably prejudice 
the legitimate interests 

of the patent owner, 
taking account of the 
legitimate interests of 

3rd parties?

yes

yes

yes

31(a). Is the authorization of use considered on 
its individual merits?

31(b). Has the proposed user has made efforts to 
obtain authorization from the right holder on 

reasonable commercial terms and conditions and 
that such efforts have not been successful within 

a reasonable period of time?

31(b). Is use in relation to a 
national emergency or other 

circumstances of extreme 
urgency or a case of public 

non- commercial use?

31(c). Is the scope and duration of use limited to the purpose for which it was authorized and not involve a semiconductor?

yes
no

yesno

31(d). Is use non-exclusive?

yesno

31(e). Is use non-assignable, except 
with that part of the enterprise or 
goodwill which enjoys such use?

yes

31(f). Is use authorized predominantly for the 
supply of the domestic market of the Member 

authorizing such use?

2b. the compulsory licence issued by the exporting Member under the system contains the following conditions:
(i) only the amount necessary to meet the needs of the eligible importing Member(s) is manufactured under the licence and the entirety of this production is

exported to the Member(s) which has notified its needs to the Council for TRIPS;
(ii) products produced under the licence are clearly identified as being produced under the system through specific labelling or marking. Suppliers distinguish such 

products through special packaging and/or special colouring/shaping of the products themselves, provided that such distinction is feasible and does not have a 
significant impact on price; and

(iii) before shipment begins, the licensee posts on a website the following information:
— the quantities being supplied to each destination as referred to in indent (i) above; and
— the distinguishing features of the product(s) referred to in indent (ii) above;

2c. The exporting Member has notified the Council for TRIPS of the grant of the licence, including the conditions attached to it. The information provided includes the 
name and address of the licensee, the product(s) for which the licence has been granted, the quantity(ies) for which it has been granted, the country(ies) to which the 
product(s) is (are) to be supplied and the duration of the licence. The notification indicates the address of the website referred to in subparagraph (b)(iii) above.

yes no

no

no

31(g). Is authorization for such use liable, subject to adequate protection of the legitimate interests of the 
persons so authorized, and to be terminated if and when the circumstances which led to it cease to exist and are 

unlikely to recur? Does the competent authority have the authority to review, upon motivated request, the 
continued existence of these circumstances?

yesno

yes

31(i): Is the legal validity of any decision relating to the authorization of use subject to judicial review or other 
independent review by a distinct higher authority in that Member?

yes
no

31(j): Is any decision relating to the remuneration provided in 
respect of such use subject to judicial review or other 

independent review by a distinct higher authority in that 
Member

no

31(l). Is the authorization of use for 
a second patent (ie use of a given 

patent cannot be exploited without 
infringing another patent)?

Are 31(l) conditions met? 
(i) the invention claimed in the second 

patent shall involve an important technical 
advance of considerable economic 
significance in relation to the invention 
claimed in the first patent; 

(ii) the owner of the first patent shall be 
entitled to a cross-licence on reasonable 
terms to use the invention claimed in the 
second patent; and 

(iii) the use authorized in respect of the first 
patent shall be non-assignable except with 
the assignment of the second patent

no

yes

yes

Is the country an “eligible member”*? 

*All developing countries are members. Developing country Members with 
existing capacity to manufacture COVID-19 vaccines are encouraged to make a 

binding commitment not to avail themselves of this Decision. Such binding 
commitments include statements made by eligible Members to the General 

Council, such as those made at the General Council meeting on 10 May 2022)

yes

no

yes

no

yes

yes

Is the country an ”eligible member”?

yes

no

no

no

Is the patent in question related to a 
COVID-19 vaccine and NOT a therapeutic 

or diagnostic tool?

no

yes

2a. the eligible importing Member(s) has made a notification to the Council for TRIPS, that:
(i) specifies the names and expected quantities of the product(s) needed;
(ii) confirms that the eligible importing Member in question, other than a least developed country Member, has established that it has insufficient or no 

manufacturing capacities in the pharmaceutical sector for the product(s) in question in one of the ways set out in the Appendix to this Annex; and
(iii) confirms that, where a pharmaceutical product is patented in its territory, it has granted or intends to grant a compulsory licence in accordance with Articles 

31 and 31bis of this Agreement and the provisions of this Annex 6 ;

no

(At least) 3 paths

Article 31Article 30

This is a contested area of 
jurisprudence, but there is a 

compelling case that a 
country could use Article 30 
to manufacture for export.

no

no

no

yes

Are 31bis Annex paragraph 2 conditions for waiving 31(f) met?

no

no

3. Is the country a developing or least-developed country WTO member that is party to a regional trade agreement within the meaning of Article XXIV of the 
GATT 1994 and the Decision of 28 November 1979 on Differential and More Favourable Treatment Reciprocity and Fuller Participation of Developing Countries 

(L/4903), at least half of the current membership of which is made up of countries presently on the United Nations list of least-developed countries?

no

yes

yes

yes

The following conditions may be waived to 
the extent necessary to enable a 
pharmaceutical product produced or 
imported under a compulsory licence in the 
member described above to be exported to 
the markets of those other developing or 
least-developed country parties to the 
regional trade agreement that share the 
health problem in question.

39. Does marketing approval require the submission of 
undisclosed test or other data, the origination of which 

involves a considerable effort, and the use of which 
would be considered unfair commercial use?

yes

yes

no

Is the country an ”eligible 
member”?

no

yesIs disclosure of such data necessary 
to protect the public? 

Have steps been taken to ensure 
the data are protected against 

unfair commercial use?

no

yes

3(d) Determination of adequate remuneration under may take 
account of the humanitarian and not-for-profit purpose of 
specific vaccine distribution programs aimed at providing 
equitable access to COVID-19 vaccines in order to support 
manufacturers in eligible Members to produce and supply 
these vaccines at affordable prices for eligible Members. In 
setting the adequate remuneration in these cases, eligible 

Members may take into consideration existing good practices in 
instances of national emergencies, pandemics, or similar 

circumstances.

31(h): Is the right holder to be paid adequate remuneration in the circumstances of each case, taking into account the 
economic value of the authorization? (For eligible countries, see conditions above)

4. Recognizing the importance of the timely 
availability of and access to COVID-19 vaccines, it 
is understood that Article 39.3 of the Agreement 
does not prevent an eligible Member from
enabling the rapid approval for use of a COVID-19 
vaccine produced under this Decision.¥

Generic access 
possible

Does the country still plan to still import or manufacture 
generics? 

No generic access through Article 31/compulsory licensingNo generic access 
through Article 30

yes

Country can pay remedies, per 44.2:
“Notwithstanding the other provisions of this Part and provided that the provisions of Part II specifically addressing 
use by governments, or by third parties authorized by a government, without the authorization of the right holder 
are complied with, Members may limit the remedies available against such use to payment of remuneration in 
accordance with subparagraph (h) of Article 31. In other cases, the remedies under this Part shall apply or, where 
these remedies are inconsistent with a Member’s law, declaratory judgments and adequate compensation shall be 
available.”

Generic access 
possibleNo generic access

Flowchart: How do the TRIPS agreement, Article 31bis provisions, and 2022 “TRIPS waiver” interconnect in determining generic access pathways?  

no

Was 31bis used?

2. ”Where a compulsory licence is granted by an exporting 
Member under the system set out in this Article and the 

Annex to this Agreement, adequate remuneration pursuant 
to Article 31h) shall be paid in that Member taking into 

account the economic value to the importing Member of 
the use that has been authorized in the exporting Member. 

Where a compulsory licence is granted for the same 
products in the eligible importing Member, the obligation of 
that Member under Article 31 h) shall not apply in respect 
of those products for which remuneration in accordance 

with the first sentence of this paragraph is paid in the 
exporting Member.”

yes

no

5. Has the eligible Member communicated 
to the Council for TRIPS "any measure 
related to the implementation of this 
decision"?

Clarification/affirmation of waiving of 
31(f) for eligible members:
“An eligible Member may waive the 
requirement of Article 31(f) that 
authorized use under Article 31 be 
predominantly to supply its domestic 
market and may allow any proportion 
of the products manufactured under 
the authorization in accordance with 
this Decision to be exported to 
eligible Members, including through 
international or regional joint 
initiatives that aim to ensure the 
equitable access of eligible Members 
to the COVID-19 vaccine covered by 
the authorization”

yes

no

Footnote 3. Was any re-export of COVID-
19 vaccines to another eligible member 
for humanitarian and not-for-profit 
purposes and communicated in 
accordance with paragraph 5?

yes

no

yes

no

Can manufacture or 
import* via LDC waiver 

*there may be barriers 
on the exporting country 

side

no

31(k). Is use to remedy a practice determined 
after judicial or administrative process to be 

anti-competitive? 

yes

no

3. eligible importing Members have taken reasonable measures within their means, proportionate to their administrative capacities and to the risk of trade diversion to 
prevent re-exportation of the products that have actually been imported into their territories under the system. 

4. Members ensure the availability of effective legal means to prevent the importation into, and sale in, their territories of products produced under the system and 
diverted to their markets inconsistently with its provisions, using the means already required to be available under this Agreement. 

yes

yes

3(c). The eligible member must: 
-undertake all reasonable efforts to prevent the re-exportation of the products 
manufactured under the authorization in accordance with this Decision that have been 
imported into their territories under this Decision
-ensure the availability of effective legal means to prevent the importation into, and sale 
in, their territories of products manufactured under the authorization in accordance with 
this Decision, and diverted to their markets inconsistently with its provisions, using the 
means already required to be available under the TRIPS Agreement.

note similar but not identical 
anti-diversion language

no

Legend

Decision point

Clarification

Outcome

TRIPS Agreement (1995)

Paragraph 6 system (2003), 
later incorporated as 31bis

“TRIPS Waiver”(2022)
Start here:

no

no

note similar but not identical 
remuneration language

Article 73

73(b). Does the country consider the 
action necessary for the protection its 
essential security interests, including 
actions “taken in time of war or other 
emergency in international relations”?

no

Not a common approach, 
but theoretically possible 

to access generics, both for 
countries in war and those 
that define public health in 

a pandemic as “essential 
security interests”

yes

No generic access 
through Article 73

Is the exception limited?


