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EXECUTIVE SUMMARY

The criticality of maintaining trade flows of essential medical products and protective equipment during
the COVID-19 pandemic cannot be emphasized more. The speed and the scale of the pandemic made
it necessary to keep trade channels of such products open and eliminate traditional hurdles to trade to
minimise all unnecessary costs and delays. The sense of urgency, and the reliance of many countries on
imports for medical goods, highlight a need to simplify and streamline customs procedures and technical
regulations.

The way the pandemic unfolded has exposed some loopholes in the capacity of the current trading system.
Building an international trade environment that can respond to such threats effectively and efficiently is
the first step towards better response, and regional trade agreements (RTAs) are a good potential platform
to accomplish this. Specifically, provisions on regulatory cooperation in RTAs can aid countries to quickly
respond to medical emergencies by simplifying unnecessary burdens posed by technical regulations.
Enhancing “regulatory cooperation” through simple efforts such as increasing transparency and enhancing
consultations among cross-border regulatory agencies, as well as more complex undertakings such as
mutual recognition and harmonization of standards and conformity assessment procedures — can enable
countries to trade better during emergency situations.

Based on a review of 107 RTAs and an examination of country efforts to reduce regulatory divergence
in order to facilitate trade in medical goods during the pandemic, this study attempts to advance the
discussion on the need for emergency provisions in RTAs, culminating into a proposal for model RTA
provisions. All proposals are built upon the various strengths as well as shortcomings of existing RTAs and
regulatory cooperation measures adopted by countries during COVID-19.

The text of most RTAs reviewed indicates the will of Parties to pursue regulatory cooperation through
different approaches. For instance, two-thirds of the technical barriers to trade chapters of RTAs promote
mutual recognition of standards and/or conformity assessment procedures. In terms of equivalence of
standards, it is mentioned in around half of the RTAs reviewed for chapters addressing sanitary and
phytosanitary measures and technical barriers to trade, while equivalence of conformity assessment is
much less prevalent in RTAs. Harmonization of requirements for technical barriers to trade is another topic
covered by around one-third of RTAs, while more than half of the RTAs refer to international, regional, or
other Member(s)’ standards as a benchmark for their own standards. There is however a need to solidify
the commitment which is still vague and weak in most RTAs’ text and bring in (i) specific provisions which
explicitly regulate the regulatory cooperation in medical goods and (i) emergency provisions on mutual
recognition, equivalence, and harmonization of standards and conformity assessment during crisis.

Following the RTA analysis, the assessment of efforts by nine economies (Brazil, Canada, European
Union, Kenya, Kuwait, Namibia, Switzerland, Uganda, and the United States) to reduce regulatory
divergence shows that countries pursued equivalence and harmonization of standards and conformity
assessment procedures with their trading partners to facilitate trade of specific medical goods. While
there is little evidence to show whether these measures had any impact, one cannot overlook that these
well-intended, well planned, and timely measures were a commendable attempt to prevent regulatory
barriers from becoming bottlenecks to trade. Equivalence of standards and conformity assessment was
applied temporarily along with other complementary measures. Yet, it is worth noticing that countries
acted unilaterally instead of seeking cooperation from their trade partners. Countries did not pursue
mutual recognition. Existing mutual recognition arrangements would have contributed to addressing the
problem in part.

The findings from RTAs and country case studies point towards the need to incorporate specific,
temporary, or emergency provisions into RTAs that can facilitate regulatory cooperation and ensure that
trade in medical goods flows unhindered during crises. Such ready-to-apply regulations and action plans
would reduce uncertainty during the already difficult times.
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EXECUTIVE SUMMARY

Thekeyto solid emergency provisionsin RTAsis to base them on predefined “criteria”. The recommendations
of this study makes some proposals to this end, for example: to clearly define a situation of “public health
emergency” or a “shortage” of essential goods; to classify, at a tariff line level, “essential” goods that
could be critical during an emergency; to agree to temporarily adopt international standards as a basis for
regulatory cooperation; to treat as equivalent standards of jurisdictions with similar regulatory frameworks,
among others. Specifying a start and an end date of such temporary measures would help provide more
legitimacy to the provisions.

Further from these criteria, the study offers some “model provisions” that can be a starting point for RTA
negotiators to build upon. The objective of enlisting these model provisions is to establish a formal basis
for advancing regulatory cooperation in a quick and smooth fashion, while making good use of available
mechanisms and possibilities.

Model regional trade agreements provisions

Model provision 1 During [the emergency situation], Parties would consider a request to recognize the results of conformity
assessment procedures conducted by bodies in the other Party’s territory.

Model provision 2 Parties [shall] undertake to agree on a common list of [standards and conformity assessment procedures]
for a specified list of critical medical products that can be applicable during [an emergency situation],
based on [one-another’s standards/standards of member countries to some specified association/
international standards].

Model provision 3 During [the emergency situation], [agreeing] Parties [shall] treat as equivalent/recognize [standards and
conformity assessments procedures] of another Party to the agreement if the latter [has similar regulatory
system/is recognized or treated as equivalent by other countries with similar regulatory systems/is a
member of a specified association or international organizations] for [medical] products included in a
pre-defined list of critical products for [XX days/a number of days considered suitable and necessary at
that point in time, provided the following conditions are satisfied [...].

Model provision 4 During [the emergency situation], if a Party recognizes [standards and/or conformity assessment
procedures] of [other Parties/member countries to an association/international organizations], in addition to
those specified in the common list, the Party [shall] notify other Parties of its decision within [XX number of
days] of such recognition.

Model provision 5 [Upon the development of emergency situations], Parties [shall] review [standards and/or conformity
assessment procedures] within a period of [XX days] from the day when the emergency situation is first
established.

Model provision 6 During [the emergency situation], Parties shall establish [emergency registration/licensing/certification
scheme] for the other Parties provided their products have been evaluated and approved by anyone of
the regulatory authorities in [Any advanced country: specify a list of countries, e.g.: the United States,
the United Kingdom, Australia, the European Union and Canada].




Introduction:

Regional trade agreements
as a tool for strengthening
regulatory cooperation during
medical emergencies

As COVID-19 spread rapidly across the globe, the world witnessed an unprecedented spike in the demand
for medical products to support prevention, diagnosis, and treatment of the virus such as medicines,
medical supplies, and personal protective equipment (PPE). Governments were under extreme pressure
to ensure adequate supply of essential medical products in the domestic market. At the same time,
reduced international flows of essential products became a cause of concern worldwide.

International trade has been a key factor influencing global supplies during the pandemic. Exports of
COVID-19 medical products from China, the European Union, and the United States rose from about
US$ 25 to 45 billion per month, between January and May 2020. Yet only a tiny fraction of the additional
production of these goods reached the middle and low-income countries (UNCTAD, 2020a). Such crises,
wherein ensuring domestic supplies of essential goods is critical to protecting public health and safety,
often prompt countries to take temporary, sometimes drastic emergency trade-related measures. As of
October 2020, nearly 390 such measures, ranging from export-control measures to import-facilitation
ones, had been adopted by countries in response to the pandemic. Measures as extreme as export bans
can be counterproductive and possibly nullify the effect of import facilitating measures and disrupt global
supply chains, depriving the most vulnerable countries of essential products.

Situations like this call for countries to cooperate to seek for new and innovative approaches to deal with
trade measures and regulations. Increased “regulatory cooperation” among countries can be a solution.
Trade in medical products is subject to a myriad of technical regulations and standards. Imported goods
often need to undergo multiple inspections for verification of conformity with the destination country’s
standards and regulatory requirements. To comply with such requirements, exporters need to obtain
several permits and certifications in both destination and home country. All this prolongs the time required
for completing cross-border trade. Further, divergence in regulations and standards across countries
exacerbates the problem. Increased transparency, information sharing, and cooperation among national
agencies responsible for approval and inspection becomes the key for smoother flows of medical products
(World Bank, 2020).
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I. INTRODUCTION

Within the context of trade in medical products during the COVID-19 pandemic, this study provides an
assessment of how such regulatory cooperation can be achieved, particularly through RTAs.

A. Regulatory cooperation: Objectives and approaches

Divergence in regulatory measures across countries can raise unnecessary costs for businesses and
citizens (Kauffmann and Malyshev, 2015). When exporters have to comply with regulations in destination
markets that are different from those in their home markets, they would have to collect information
on regulations in destination markets and to verify compliance of their products to such regulatory
requirements. Sometimes, firms may have to get products tested for the second time using a method
of testing adopted by the importing country, even when the same product characteristics has been
tested in the country where the product was produced. Divergence in regulations can thus slow down
trade. It has been suggested that regulatory cooperation could reduce trade costs by over 25 per cent
(UNCTAD, 2018).

Regulatory cooperation among countries can reduce trade costs particularly through shortening the
lengthy process of conformity assessment without undermining the policy objective, i.e. protecting health,
safety, and the environment. Thus, regulatory cooperation can help countries find ways and means to
minimise negative impact of national regulatory measures on trade, particularly in times of emergencies
(Lejarraga, 2014).

Approaches to reduce regulatory divergence can be unilateral, bilateral/regional, or multilateral. A unilateral
approach could mean that a country adopts applicable international standards or converges its regulations/
standards to those of its trading partners without any request for reciprocity. Adoption of international
standards in national frameworks can help promote regulatory convergence globally. Countries may
also make a unilateral effort towards systematic use of regulatory impact assessments, stakeholder
engagement, promotion of transparency to help lower information costs. The adoption of good regulatory
practices (GRPs) can enhance the quality of the regulatory framework and can support greater exchange
among regulators based on a better understanding of the impacts of regulatory measures.

A bilateral/regional approach is undertaken not by one country but by a group of countries, mostly under
reciprocal conditions. It can help streamline the administrative processes. An example exists in RTAs,

Figure 1. Costs of regulatory divergence

Conformity Assessment
Costs

Demonstrating conformity with
destination country’s regulations
and standards

Information Costs

Gathering information on
regulatory requirements in target
markets which are different from
national regulations

Costs of

Regulatory
Divergence

Specification Costs

Costs of administrative procedures at Specifying product, production process

the time of customs clearance as well or packaging, labelling to ensure

as procedural delays compliance with regulation different
from that prevailing in the home
market

Other Costs

Source: Organisation for Economic Co-operation and Development (OECD), 2017.
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. INTRODUCTION

through provisions promoting convergence to international standards, mutual recognition, harmonization
or transparency, and information exchange. As a multilateral approach, the World Trade Organization
(WTO) offers a multilateral transparency and notification system through monitoring the implementation
of relevant WTO Agreements, such as the Agreement on Sanitary and Phytosanitary (SPS) Measures
and the Agreement on Technical Barriers to Trade (TBT). Such agreements, which address technical
regulations, standards, and conformity assessment procedures between members, provide a platform
for countries to learn about each other’s regulatory systems and to collaborate to eliminate unnecessary
duplications that are trade-restrictive (Lejarraga, 2014).

The proliferation of “deep” RTAs, i.e. those that encourage regulatory cooperation among Parties, has
been a noteworthy development in recent years. Today, many RTAs go beyond traditional issues such
as tariffs and cover a wider range of issues that are not covered under the WTO Agreements, such as
competition policy and e-commerce. With respect to essential commodities, regulatory cooperation in
an RTA can help ensure that the need to comply with regulations and standards does not become an
impediment to trade during emergency and crisis situations (The E15 Initiative, 2017).

Regulatory cooperation can refer to multiple actions, such as enhancing better information exchange,
creation of a joint committee to implement the SPS/TBT chapters, aligning with international standards,
treating other Parties’ standards as equivalent, among others. (Figure 2). RTAs can become a tool to
enhance regulatory cooperation in times of medical emergencies by including specific provisions to be
applied in specific situations. Such provisions in RTA allow Parties to be clear on types of temporary
changes in the agreed trade rules in times of crisis, which would increase predictability at a time of
uncertainty.

Figure 2. A Continuum of approaches to international regulatory cooperation

Formal regulatory
cooperation partnerships
(US-Canada Regulatory
Cooperation Council)

Integration/Harmonisation Specific negotiated
through supra national agreements
institutions (treaties/conventions)

Joint standard setting Trade agreements with

through inter governmental regulatory provisions Mutual recognition

organizations (OECD, WTO) (RTAS, FTAS) agreements (MRAs)

Unilateral convergence
Trans-governmental through good regulatory
networks of regulations practices and adoption of
(ILAC, ICPEN, PIC/S) relevant frameworks in
other jurisdictions

Recognition and
incorporation of
international standards
(IS0, IEC, etc.)

Soft law: Dialogue/Informal exchange
principles, guidelines, of information
codes of conduct (Transatlantic dialogues)

Source: OECD, 2013.
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I. INTRODUCTION

B. Structure and methodology

Against the above background, this study proposes a number of “provisions” that can be incorporated
into RTAs to better respond to the challenges that medical emergencies such as the COVID-19 pandemic
present to trade flows of essential goods. This is done through a two-pronged approach covering the
following:

I. Assessment of existing RTAs to identify provisions embedded in existing RTAs that can help
enhance cooperation on technical regulations among trading partners; and

Il. Assessment of country practices adopted during the pandemic to identify some innovative
approaches that helped countries ease the burden of regulations during COVID-19.

Chapter Il breaks down the concept of regulatory cooperation into three concrete approaches, which are:
(i) mutual recognition, (i) equivalence, and (i) harmonization. Each approach is explained in detail with
theoretical underpinnings.

Chapter lll provides an in-depth analysis of 107 selected RTAs to identify provisions on mutual recognition,
equivalence, and harmonization within the SPS measures and TBT chapters in each RTA. This chapter
also assesses whether specific provisions for regulatory cooperation exist for medical products and if any
temporary provisions have been established for emergency situations. Beyond mapping such provisions,
the analysis develops a scoring system to assess how concrete and binding these provisions are.
Provisions that have scored high based on the scoring system have been highlighted.

Chapter IV then examines nine country cases whereby governments pursued regulatory cooperation to
ease trade flows during the pandemic. These cases were selected after reviewing measures adopted by
various countries in country notifications to WTO, media presses, and government websites among others.
It is found that the countries took steps towards equivalence and harmonization with other countries’ or
international standards and/or conformity assessment procedures. These measures targeted specific
medical goods. Most country measures were temporary in nature and often complemented with other
measures.

The first prong above reveals that while existing RTAs have several “generic” provisions on regulatory
cooperation, there is a conspicuous absence of provisions to deal with medical emergencies. The second
prong of the approach is to conduct country case studies to fill this gap. The country case studies provide
a basis to understand key actions that countries prefer to use, which can demonstrate as a starting point
to negotiate RTAs and make regulatory cooperation more suitable to emergency situations.

A review of the RTAs indicates several gaps as far as regulatory cooperation is concerned. RTAs tend
to lack temporary provisions or those targeting medical goods. As such, they can be inadequate in
facilitating trade during emergency situations. The country cases provide a good reference point to fill
these gaps and provide some cues to strengthen RTAs for emergency situations. In view of this, Chapter
V presents a summary of recommendations for RTAs, consisting of general recommendations and a set
of model RTA provisions, that can fill existing gaps.




Key pillars of
“regulatory cooperation”

There are many approaches towards regulatory cooperation as presented in Chapter I.B. This study draws
attention to three approaches, which have been found most commonly in RTAs: (i) Mutual recognition,
(i) Equivalence, and (jii) Harmonization (Figure 3). These three approaches will serve as the foundation for
the RTA analysis in Chapter I, in terms of how strongly regulatory cooperation has been promoted, and
country case studies in Chapter IV to investigate what measures have been adopted to make regulatory
cooperation more suitable during crisis situations.

A. Mutual recognition

The concept of mutual recognition refers to a scenario where two or more Parties mutually accept each
other’s standards, regulations, or conformity assessment procedures or their results. Per Article 2.3 and
2.4 of the WTO TBT Agreement, this implies that products produced under regulations/regulatory systems
of exporting countries enjoy market access even in the importing country where different regulations/
regulatory systems exist.

Mutual recognition has been promoted under the TBT Agreement for technical regulations, standards,
and conformity assessment, whereas in the SPS Agreement, mutual recognition has not been mentioned
explicitly for either standards or conformity assessments. One potential reason behind it could be that
TBT measures largely address manufactured products or production methods where geographical or
environmental surroundings of a country do not matter much, and standards for product quality could be
common across countries. Whereas for SPS measures, which is largely affecting agricultural, fishery, and
forestry products, the quality of such products may be dependent on country specificity.

That being said, standards adopted by one country may not be easily recognized as having the same impact
as measures existing in the importing countries. Mutual recognition can be applied to both standards and
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Il. KEY PILLARS OF “REGULATORY COOPERATION”

Figure 3. Three approaches for regulatory cooperation in regional trade agreements

Mutual
Recognition
Are countries mutually recognizing the
standards and conformity assessments of

each other?
Equivalence Harmonization
Are cquntries recognizilng as Are countries developing their standards
equivalent the technical and conformity assessments based on
regulations, standards, and international standards/regional
conformity assessments of the standards or good practices?

other signature Parties?

Source: Authors’ own elaboration.

procedures for conformity assessment (e.g. inspection, certification, test results, etc.). Mutual recognition
of standards means a country that is a signature Party accept other Parties’ products as meeting the
same quality requirements as its own, whereas mutual recognition of conformity assessment is about
two or more signature Parties accepting each other’s verification procedures as equivalent to ensure
that duplicate inspection, testing, and other procedures when entering into the importing country can be
avoided.

These two aspects are not identical. Ideally, mutual recognition of standards and conformity assessment
should be pursued simultaneously. If standards are mutually recognized, but there is a lack of convergence
between conformity assessment systems then burdens to trade can persist as products cannot freely
enter the market of importing countries since the testing, inspection and other control procedures of the
exporting countries are not recognized.

Mutual recognition of conformity assessment would help trading partners reduce the costs associated
with multiple testing, inspection, and other procedures at the destination markets. For some time-sensitive
products, such as medical and pharmaceutical products during the COVID-19 period, the time delays
associated with product inspection, testing, and certification at the importing country can heavily impact
the general public in times of crisis.

Generally, mutual recognition of conformity assessments is considered a less ambitious approach than
mutual recognition of standards or regulations and is also more commonly used than the latter.

B. Equivalence

The concept of equivalence is based on the fact that regulatory goals such as meeting health and food
safety quality, may be fulfilled by the use of different kinds of measures. Products shall be accepted
as long as they fill relevant regulatory objectives, even though actual regulatory measures in place are
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Il. KEY PILLARS OF “REGULATORY COOPERATION”

different. For this kind of provision, the importing country recognizes the equivalence of the objectives
and/or conformity assessment in the exporting country for a certain product even though the standard
and conformity assessments applied on that product are not exactly the same for importing and exporting
countries (Veggel & Elvestad, 2004).

Once equivalence is established, the signature Parties can then mutually recognize each other’s systems.
Mutual recognition is the outcome of an evaluation process in which one or more Parties agree that goods
traded in one country may be freely traded in another country that is also a Party to the agreement (Veggel
& Elvestad, 2004).

Equivalence has been mentioned in both the WTO SPS and the TBT Agreement. Under Article 4.1
of the SPS Agreement, it is defined as the ‘level of protection deemed appropriate’ by the members
to protect human, animal, or plant life or health within its territory. In the TBT Agreement, equivalence
applies separately to technical regulations and conformity assessment procedures. Article 6.1 of the WTO
TBT Agreement specifies equivalence of conformity assessment procedures as accepting that different
procedures for compliance checks can achieve the same level of conformity assurance. That is, it is
possible to accept the results of conformity assessment procedures of other Parties as equivalent even if
the underlying technical regulation is not equivalent. Since TBT measures are more diverse, they can be
adopted to a broader range of objectives than in the SPS case (Schroder, 2011).

The main difference between the concept of equivalence and mutual recognition under the TBT Agreement
is that equivalence refers to “unilateral” acceptance/recognition of technical regulations, standards, or
conformity assessment of the other Party, whereas mutual recognition refers to “two-way” equivalence of
each other’s technical regulations, standards or conformity assessment.

C. Harmonization

Harmonization is another useful tool for regulatory cooperation, which is promoted in both the WTO SPS
(Article 3) and the TBT Agreement (Article 2.4-2.6) to reduce the burden to trade. Under both Agreements,
Parties are encouraged to harmonise their national regulations with relevant international standards when
such standards exist. International standards can be especially useful in RTAs where countries look for
common ground on standards.

Harmonization can be accomplished at different levels. At one level, national standards bodies can
harmonize national standards with standards issued by international standardizing bodies such as Codex
Alimentarius, International Plant Protection Convention (IPPC), World Organization for Animal Health (OIE),
International Organization for Standardization (ISO), International Electrotechnical Commission (IEC), or
regional standardization bodies such as the European Committee for Standardization (CEN), the European
Committee for Electrotechnical Standardization (CENELEC), etc. At the other level, harmonization can
also be achieved by one country adopting or aligning its standards with another country or region, or two
countries working to harmonize their respective standards with each other.

For SPS measures, Article 3 of the WTO SPS Agreement encourages harmonization based on international
standards as much as possible. It recognizes the standards, guidelines, and recommendations developed
explicitly by the Codex Alimentarius, OIE, and IPPC for international standards. Although the use of
international standards is voluntary in nature, they provide the basis for harmonization of SPS measures
unless Parties can provide ‘scientific justification’ based on ‘risk assessment’, in that case, they can then
introduce a different measure with a higher level of SPS protection.

In terms of TBT measures, Articles 2.4 and 5.4 the TBT Agreement requires members to use relevant
international standards, guides, or recommendations, as a basis for their national standards, technical
regulations, conformity assessment procedures, except when such international standards are ‘ineffective
or inappropriate’ to achieve their legitimate goals. Unlike the SPS Agreement, the TBT Agreement does
not contain a definition of international standards nor recognized international standardizing bodies.
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Full harmonization with international standards may be difficult to achieve in reality particularly for
countries that lack infrastructure or technical capacity. Hence, the WTO Agreements recommends that
the deviation of national standards from international standards is ‘not significant’ and that countries can
use national standards if they reach the ‘same objectives’. Nevertheless, having standards and conformity
assessments harmonized can in theory remove the cost of adapting to multiple trading conditions and

regulations requirements.
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This chapter provides an in-depth analysis of 107 selected RTAs to identify provisions on mutual
recognition, equivalence, and harmonization within the SPS measures and TBT chapters in each RTA.
To examine the extent to which existing RTAs provide for regulatory cooperation, in general, and in crisis
situations, the study adopts the following approach:

(i) Mapping of provisions related to mutual recognition, equivalence, and harmonization of
technical regulations, standards, and conformity assessments in SPS and TBT chapters of 107
RTAs." A scoring system is developed, to gauge how binding the provisions are.

(i) An investigation of temporary provisions for regulatory cooperation during emergency and crisis
situations.

(iii) ldentification of provisions targeting medical products in specific.?

Since this study aims at facilitating the trade of medical products during crisis situations, both SPS and
TBT measures could be applicable. Therefore, all three approaches — mutual recognition, equivalence,
and harmonization provisions under the SPS and TBT chapters of RTAs respectively will be studied to
identify the level of commitment of such provisions.

The scoring system

The scoring system is based on the level of commitment of the RTA provisions, which is related to the
level of enforceability of the said agreement text. Based on the methodology put forth by the United
Nations Conference on Trade and Development (UNCTAD) (UNCTAD, 2020b), this study examines the
enforceability of the RTA provisions on mutual recognition, equivalence, and harmonization, respectively.
It is important to note that this study does not apply the methodology of the above-mentioned study in
full, i.e. does not scrutinize all types of enforceability at a very detailed level not makes clear distinctions
on enforcement right, enforcement obligation, recommendation, provisions with weak enforceability, and
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unenforceable provisions.® Rather the study takes a more generalized approach where it groups different
types of enforceability and creates a scoring system from a scale of 0 to 4 to rate the level of commitment
of Parties to the agreement in promoting regulatory cooperation through mutual recognition, equivalence,
and harmonization.

The level of commitment is defined as follows:

® Score 0 indicates there is no commitment or provisions in RTA text on regulatory cooperation in
terms of mutual recognition, equivalence, and harmonization;

® Score 1-2 indicates a commitment from level low to high, where it encompasses provisions that
are either considered as unenforceable or serve as recommendations;

® Score 3 indicates that an RTA contains a stronger commitment level where the provisions are
considered as having either weak enforceability or have an enforceable obligation; and

® Score 4 indicates that an RTA contains the strongest commitment level, where the provision not
only shows enforceable obligation but also provides a detailed implementation schema.

Detailed criteria to define the level of commitment of RTA provisions on mutual recognition and/or
equivalence provisions on standards and conformity assessments is presented in Appendix 1 and that
towards harmonization with international/regional standards or country good practices is listed in
Appendix 2.

The scoring system was developed only for the purpose of this study. It does not intend to provide any
legal interpretation of the provisions. Neither does it discuss whether the languages used in the agreement
text will have a legal effect under international law and in the context of a dispute. The scoring system was
elaborated simply for identifying RTA provisions that constitute a strong commitment or a good practice
to ease regulatory burden in times of crisis. Since the analysis is based on the review of the legal text of
the RTAs, limitations exist in assessing the actual implementation of the relevant provisions. Furthermore,
the analysis does not take into account separate Mutual Recognition Agreements (MRAs) or any other
stand-alone agreements unless they are part of the RTAs mentioned in the agreement texts.

The main findings from the review of RTAs in terms of mutual recognition, equivalence, and harmonization
are summarised below. The reviews had a specific focus on the level of commitment for technical
regulations, standards, and conformity assessments; the existence of temporary mutual recognition,
equivalence or harmonization provisions or emergency provisions; and the existence of provisions on
regulatory cooperation specific to medical goods. RTAs with provisions that have scored highly which
could serve as model provisions are presented in Appendix 3.

A. Mutual recognition of technical regulations, standards, and
conformity assessments

For the total 107 RTAs studied, 71 per cent (76 RTAs) have mutual recognition provision on conformity
assessments under the TBT chapter (see Figure 4). Out of those, 17 per cent (18 RTAs) mention mutual
recognition of conformity assessments along with mutual recognition on technical regulations and/or
standards (see Figure 5). There are no RTAs that mention mutual recognition of technical regulations and/
or standards alone without mentioning conformity assessments at the same time.

Intotal, around 46 per cent (64 RTAs) score relatively high (i.e. grade 3 and 4) with regards to the commitment
level of mutual recognition of conformity assessment. These agreements often stipulate that Parties shall
“encourage their conformity assessment bodies/accreditation bodies to promote mutual acceptance of
conformity assessment results” or they should also recognize conformity assessment bodies outside their
country as “no less favorable than those in its own territory”.* Only a few RTAs (around 6 per cent) go
beyond this commitment level by specifying detailed strategies or implementation schema of accepting
conformity assessment results or procedures.® A couple of RTAs such as the Japan-Thailand Free Trade
Agreement (FTA) (2007) have a horizontal chapter on mutual recognition with detailed commitments
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Figure 4. Level of Commitment for mutual Figure 5. Level of commitment for mutual
recognition provision on conformity recognition provision on technical

assessments under the Technical regulation and/or standards under the
Barriers to Trade chapter Technical Barriers to Trade chapter

Grade 4 Grade 2
6%

Grade 0
299 Grade 1
7%
Grade 1
Grade 3 5%
4%
Grade 2 Grade 0
20% 83%

Source: Authors’ estimates.

where Parties accept results of conformity assessment procedures conducted by registered/accredited
conformity assessment bodies.®

Regional trade agreements promoting both mutual recognition of standards and conformity assessments
are mainly concluded by countries with similar development statuses including the European Union,
Australia, Singapore, and Japan (i.e. the European Union—-Canada RTA (2017), the European Union-
Singapore RTA (2019), the European Union-Japan (2019), etc.).

Among these agreements, the New Zealand-Singapore RTA (2001) is ranked the highest (grade 4), where
it does not only exhibit a high level of commitment through the “wording” of the text but also puts forth an
implementation scheme (see Box 1). Furthermore, the agreement covers mutual recognition of conformity
assessment results for a wide range of sectors including electrical products, telecommmunications
equipment, and food products.

Another agreement, the Singapore—Australia (2003) FTA also agrees on mutual recognition of conformity
assessment results for food products and further makes reference to the Sectoral Annex on Medical
Devices, where it stipulates the requirements for the preparation, adoption, and application of technical
regulations, standards, conformity assessment procedures of medical devices between signature Parties.”

In terms of the SPS chapter, mutual recognition on either standards and/or conformity assessments is
not mentioned explicitly, probably because the nature of mutual recognition relates more to the objective
of TBT than SPS (Trivedi et al., 2019). However, the implication is just as relevant for SPS measures as
for TBT measures. The agreements checked do mention mutual understanding of each other’s rules and
regulatory processes, which is more related to the concept of equivalence presented in part B of this
Chapter “Equivalence of technical regulations, standards, and conformity assessments”.

Based on the results of the analysis, it can be observed that mutual recognition of conformity assessment
is more prevalent than mutual recognition of standards. The RTAs reviewed in this study suggest that it is
easier to establish mutual recognition of conformity assessment than for standards.
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Box 1. A high-score example: Mutual recognition of standards and conformity assessment under the

Technical Barriers to Trade chapter of the Singapore-New Zealand Regional Trade Agreement (2001)

Article 40 — Mutual recognition of equivalence of mandatory requirements (Grade 4)
Applicability

2 Under this Article, mutual recognition shall affect certain laws relating to the products of the Party where
the products are intended for supply. Such laws may, unless otherwise provided in the Product Chapters,
include: a) requirements relating to production, composition, quality or performance of a product; b)
requirements that a product satisfy certain standards relating to presentation such as packaging, labelling,
date or age stamping; and c) requirements that products be inspected, passed or similarly dealt with.

Article 41 — Mutual recognition of conformity assessment (Grade 4)
General Obligations

2 Each Party recognises that the conformity assessment bodies designated by the other Party in
accordance with this Article are competent to undertake the conformity assessment activities necessary to
demonstrate compliance with its mandatory requirements.

3 New Zealand shall accept the results of conformity assessment activities to demonstrate conformity of
products and/or manufacturers with its mandatory requirements when the conformity assessment activities
are undertaken by conformity assessment bodies designated by Singapore’s designating authorities in
accordance with this Article.

4 Singapore shall accept the results of conformity assessment activities to demonstrate conformity of
products and/or manufacturers with its mandatory requirements when the conformity assessment activities
are undertaken by conformity assessment bodies designated by New Zealand’s designating authorities in
accordance with this Article.

5 This Article shall not require mutual acceptance of the mandatory requirements of each Party, or
mutual recognition of the equivalence of such mandatory requirements. The Parties shall, however, give
consideration to increasing the degree of harmonisation or equivalence of their mandatory requirements,
where appropriate and where consistent with good regulatory practice. Where both Parties agree that the
mandatory requirements are harmonised or established as equivalent, the results of conformity assessment
that demonstrate compliance with the exporting Party’s mandatory requirements shall be accepted as
demonstrating compliance with the importing 33 Party’s mandatory requirements without the need for
further conformity assessment by the importing Party to demonstrate compliance with its own mandatory
requirements.

(New Zealand-Singapore RTA, 2001, Article 40)

B. Equivalence of technical regulations, standards, and conformity
assessments

Out of the 107 RTAs reviewed, 41 per cent (45 RTAs) include an Equivalence Provision under the SPS
chapter (Figure 6) for standards, conformity assessments, or both. Most RTAs with an Equivalence
Provision fall under grade 3 where the RTA text indicates a rather strong level of commitment by using
wordings such as “shall” or “will” in the provision’s text.

High grades for the level of commitment of Equivalence Provision under the SPS Chapter mainly come
from RTAs concluded by the European Union, New Zealand, Australia, and China (.e. Australia—China
RTA, the European Union-Georgia RTA, etc.).2 Box 2 presents a sample Equivalence Provision that has
a higher commitment level.
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Figure 6. Level of commitment for equivalence
provision under the Sanitary and

Figure 7. Level of commitment for equivalence of
technical regulations and/or standards

under the Technical Barriers to Trade
chapter

Phytosanitary chapter

Grade 4 Grade 3
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Grade 3 1%
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Source: Authors’ estimates.

Equivalence provisions have its advantages in that it ‘tolerates’ regulatory diversity and permits different
rules among members. In times of crisis, this type of provision will avoid duplication of conformity
assessment procedures (i.e. testing, inspection, etc.) and will eventually save time and resources for both
importing and exporting countries for critical and time-sensitive products. However, it is also important for
Parties to keep in mind that “equivalence” does not mean “exactly the same” of policy measures (which
would then go against the nature of this policy tool) but demonstrates an “appropriate level of protection”.

Out of 107 RTAs checked, 51 per cent (55 RTAs) contain provisions on equivalence for the TBT chapter,
i.e. those that encourage acceptance of other members’ technical regulations and standards as equivalent
(see Figure 7). The majority of these RTAs received a grade 2, where the text mentions that Parties of the
RTAs “shall give positive consideration to accepting as equivalent technical regulations and/or standards
of the other Party”, even though they are different from their own, provided that they “adequately fulfill the
objectives of its own regulations”.

Among the RTAs with a provision on equivalence for standards and technical regulations, only 15 per
cent (8 RTAs) received high grades (3 and 4). These provisions are mainly concluded by the European
Union (i.e. the European Union—-Japan (2019), the European Union—-Canada (2017), the European Union-
Georgia (2014), the European Union-Ukraine (2014), etc.), where it specifies not only the recommendation
for adopting technical regulations/or standards as equivalence when the Parties of the agreement “have
the same objectives and product coverages” but also promotes transparency, in the case that Parties do
not recognize technical regulation or standards as equivalent, “shall explain reasons for its decision”. Such
requirements are either common for countries with similar development statuses such as the European
Union, Canada, Japan, and the United States, or it could be common for developing countries to consider
as equivalent more developed countries standards or technical regulations (i.e. United States—Panama
(2012), Canada—Columbia (2011), the Republic of Korea-Vietnam (2015), etc.).
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Box 2. A high-score example: Equivalence provision under the Sanitary and Phytosanitary chapter of the

European Union—-Canada Regional Trade Agreement (2017)

Article 5.6 — Equivalence (Grade 4)

The importing Party shall accept the SPS measure of the exporting Party as equivalent to its own if the
exporting Party objectively demonstrates to the importing Party that its measure achieves the importing
Party’s appropriate level of SPS protection.

2. Annex 5-D sets out principles and guidelines to determine, recognise, and maintain equivalence.
3. Annex 5-E sets out:

the area for which the importing Party recognises that an SPS measure of the exporting Party is equivalent
to its own; and

the area for which the importing Party recognises that the fulflment of the specified special condition,
combined with the exporting Party’s SPS measure, achieves the importing Party’s appropriate level of SPS
protection.

(The European Union-Canada RTA, 2017, Article 5.6)

In these two groups (with a grade of 3 and 4), 4 RTAs mention explicitly mutual recognition, approximation,
alignment, and equivalence of technical regulation and standards and/or conformity assessment for
medical devices and pharmaceutical products.® The New Zealand-Taiwan Province of China RTA (2013)
suggests bringing forth further implementing arrangements for principles and procedures of technical
regulations and conformity assessment for products including medical goods. The European Union—
Canada Comprehensive Economic and Trade Agreement (2017) establishes a protocol on the mutual
recognition of the compliance and enforcement programme regarding good manufacturing practices for
pharmaceutical products.

In addition to more stringent commitments on equivalence for technical regulations, these agreements
also refer to or suggest the establishment of separate/stand-alone MRAs between the signature Parties
to facilitate trade.™

The RTA with the highest-ranked equivalence provision is the Australia-Singapore RTA (2003) which,
aside from using higher commitment ‘language/wording’ such as ‘shall’, provides a Sectoral Annex with
detailed procedures for implementing mandatory requirements and accepting conformity assessment
results especially for food products (see Box 3).

In comparison to equivalence on technical regulations and standards, RTAs with provisions covering
equivalence of conformity assessment are much less prevalent. Only 28 per cent (30 RTAs) out of 107
have mentioned this aspect. Such RTAs are normally concluded by New Zealand, Australia, the European
Union, the Eurasia Economic Union, the United States, and Singapore.

For the case of Singapore’s agreements with New Zealand (2001), Australia (2003), and India (2005),
the Parties commit to accepting as equivalence the results of conformity assessment and approval
procedures that are conducted by registered/designated conformity assessment bodies of the exporting
party. In practice, this means when both Parties agree that their technical requirements or standards are
considered as equivalent (or harmonized), the results of the conformity assessment which demonstrate
compliance with the exporting country’s requirement or standards will be accepted as compliant with
the importing country’s requirements or standards as well without the need of for conducting further
conformity assessment by the importing country.

In theory, the equivalence of technical regulations and conformity assessments differs from mutual
recognition of technical regulations and conformity assessments, as equivalence requires that Parties fulfill
the same objectives whereas mutual recognition may not require that the requirements are “equivalent”.
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Box 3. A high-score example: Equivalence of technical regulations/standards under the Technical Barriers to

Trade chapter of the Australia—Singapore Regional Trade agreement (2003)

Article 5 - Equivalence of mandatory requirements (Grade 4)

(o]

2. A Party shall accept the equivalence of the mandatory requirements, and/or the results of conformity
assessment and approval procedures, of the other Party in accordance with the respective Sectoral Annex.

3. For the purposes of Article 5.2, a Sectoral Annex shall provide the following details:

(@) the procedures for determining and implementing the equivalence of each Party’s mandatory
requirements; and/or

(b) the procedures for accepting the results of the conformity assessment and approval procedures;
and

(c) the regulatory authorities designated by each Party.
(Australia=Singapore, RTA, 2003, Article 5)

Nevertheless, in practice, Parties often will not mutually recognize each other’s regulations and standards
if they do not guarantee the same level of protection and outcome (Veggel & Elvestad, 2004).

C. Harmonization/or referencing to international standards/regional
standards or national standards

In light of the RTAs reviewed, countries have adopted either unilateral, bilateral, or multilateral approaches
in addressing regulatory divergence. Specifically, in terms of harmonization, these approaches can be
distinguished by reference to international standards/conformity assessments or foreign country (including
regional) standards/conformity assessments. RTA Parties often recommend or request their national
standards bodies to follow, align, adopt or recognize as equivalent 1) international standards issued by
international standardizing bodies such as Codex Alimentarius, IPPC and OIE for SPS measures and ISO,
IEC, etc. for TBT measures, or; 2) foreign standards issued either by regional standardization bodies such
as CEN and CENELEC or individual countries with advanced regulatory systems (i.e. the United States,
Japan, the Republic of Korea, etc.).

Fifty-five (or 52 per cent) of all RTAs studied contain references to international standards, regional
standards, or other members’ standards in the SPS chapter (see Figure 8). In this context, many RTAs
also try to specify what is meant by international standards (i.e. Codex, OIE, IPPC).

Although approximation, alignment, and harmonization of standards in the SPS chapter are promoted in
over 50 per cent of RTAs checked, the RTAs do allow a margin of discretion, where it states that Parties
are encouraged to harmonize with international standards whenever possible, and in a situation where
national standards deviate from international standards, rational scientific evidence shall be provided to
justify the use of “a level of protection higher than that which would be achieved by measures based on
an international standard, guideline or recommendation.” Box 4 provides an example of a highly scored
RTA signed by India—Malaysia (2001).

As for the TBT Chapter, 65 per cent (70 RTAs) recommend adopting international standards/regional
standards and/or harmonization of standards at different levels (international, regional, or national) for rules
and conformity assessments. The majority of RTAs in this group recommend the adoption of international
standards in comparison to regional or national standards. These agreements often refer to the WTO
TBT Agreement where it recommends that Parties “shall ensure that international standards, guides, and
recommendations are likely to become the basis for technical regulations and conformity assessment
procedures”.
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Figure 9. Harmonization or referencing to
international/regional or national

Figure 8. Harmonization or referencing to
international/regional or national
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For the above mentioned 70 RTAs, about 37 per cent of examined RTAs use languages that reaffirm
Parties’ relatively strong commitment (grade 3) towards the adoption of international standards/regional
standards, by clearly indicating “Parties shall” or “Parties will” (see Figure 9). Around 20 per cent (21 RTAs)
exhibit the highest level of commitment (grade 4), where the provision states that international standards/
regional standards shall be adopted unless there are “substantial reasons based on scientific or technical
information why such international standards, practices or guidelines should be ineffective or inappropriate
for the fulfilment of legitimate objectives pursued.” This is the case for instance for most agreements
signed by the European Union, China, New Zealand, and Singapore.

Box 4. A high score-example: Harmonization of international standards under the Sanitary and Phytosanitary

chapter of the India—Malaysia Regional Trade Agreement (2011)

Article 6.5 - International standards and harmonization (Grade 4)

1. Each Party shall use international standards, guidelines or recommendations as the basis for its SPS
measures, in order to harmonize them.

2. Notwithstanding paragraph 1, the Parties may adopt SPS measures that offer a level of protection
higher than that which would be achieved by measures based on an international standard, guideline
or recommendation, if there is scientific justification. Provided that, in the event a Party adopts a level of
protection different from that which would be achieved by measures based on an international standard,
guideline or recommendation, it shall, when requested, provide the other Party within thirty working days of
such request and explanation of its scientific justification, except confidential data for the reasons for such
higher standards.

(India-Malaysia RTA, 2011, Article 6.5)
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In comparison to making references to international or regional standards, RTAs that call for harmonization
are much less prominent. Out of the 107 RTAs, only 25 per cent (27 RTAs) mention specifically harmonization
for TBT objectives, where the type and level of commitment notably differ. Most RTAs promote equivalence
of technical regulations and standards, and/or mutual recognition of results of conformity assessment.
The European Union is the main Party that favours its trading partner to harmonize their regulations,
standards, and accreditation processes to the European Union system. This approach has been promoted
in RTAs signed by the European Union with neighbouring countries in the region, or with developing
countries where the technical development gap is large. The agreements signed by the European Union
with Serbia (2013), Georgia (2014), Ukraine (2014), Republic of Moldova (2014), Ghana (2016), Armenia
(2018) mention respectively, that the signature Party “shall take measures necessary to gradually achieve
approximation” with the European Union’s technical regulations and conformity assessment for certain
product sectors (often covers the majority sectors such as electronic and electric equipment, machinery,
and medical devices). In addition, these agreements further state that the other Party shall use best
endeavours to ensure that their national standards progressively transposes to European standards.

Compared to equivalence and mutual recognition for regulatory cooperation, harmonization on standards
and conformity assessment could be more difficult to achieve, as this means countries implement exactly
the same measures on the same regulatory goals. Nevertheless, harmonization would not require any prior
in-depth examination of each other’s regulatory measures, which is not the case for mutual recognition.
If harmonization is encouraged as an approach for regulatory cooperation, the importance of technical
assistance to Parties with less technical and institutional capacity cannot be emphasized enough.

For example, for the above-mentioned agreements signed by the European Union and neighbouring
countries, although harmonising with the European standards would provide a positive push for promoting
exports to the European Union, the cost of harmonisation might be high and it would be difficult for
developing-country partners to technically meet with European standards if they lack the capacity in
doing so. In reality, the European Union offers both financial and technical assistance to its neighbouring
countries to help them progressively transpose the corpus of European standards as national standards.
This could, in turn, increase the benefits from the harmonization of standards and conformity assessments
between countries.?

D. Other findings

1. Regulatory cooperation specific to medical goods

With respect to medical and pharmaceutical products, 17 RTAs mention explicitly either in the RTA text
or Annexes about regulatory cooperation in this area.'® Harmonization of regulatory requirements and
activities of medical products through collaboration with international and/or regional initiatives have been
promoted by the Comprehensive and Progressive Agreement for Trans-Pacific Partnership (2018), the
Eurasian Economic Union (EAEU) Treaty (2015), and the Australia—Singapore FTA (2003). The European
Union—Georgia Association Agreement (2014) puts forth that Georgia shall approximate its technical
regulations, standards, and conformity assessment in various sectors including medical devices and
pharmaceutical products to the European Union standards and technical regulations.

The Canada—-the Republic of Korea FTA (2015), the European Union-the Republic of Korea FTA (2011),
and the European Union-Singapore FTA (2019) have gone one step further of committing Parties to base
their technical regulations and standards for medical products on international standards, practices, and
guidelines developed by the World Health Organization (WHO), International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use (ICH), the Global Harmonization Task Force
(GHTF), the Pharmaceutical Inspection Co-operation Scheme (PIC/S), and the Organisation for Economic
Co-operation and Development (OECD) (including those related to Good Manufacturing Practices (GMPs)
and Good Laboratory Practices (GLPs)), useless they can provide scientific evidence that such standards,
guidelines, and practices are ‘ineffective or inappropriate’ for the fulfillment of legitimate objectives.
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In terms of mutual recognition of standards or results of conformity assessment for medical goods,
5 RTAs commit at different levels to strengthen/promote mutual recognition of standards and to give
considerations in accepting conformity assessment results of the other Party.'

The remaining 10 RTAs'™ also mention other aspects of regulatory cooperation that include committing
to establish a working group for medical products to ensure transparency in regulatory procedures for
medical goods; facilitate information exchange aiming at building mutual confidence in each other’s
regulatory measures, and; establish special schemes for registration of generic medical products.'®

Full list of exemplary medical products specific provisions can be found in Appendix 4.

2. Temporary provisions/clauses on mutual recognition, equivalence, and
harmonization in times of crisis

None of the RTAs studied contain temporary or emergency provisions on mutual recognition, equivalence,
and harmonization on either standards or conformity assessments to ease regulatory burden during crisis
situations.

There is, however, a provision titled the Emergency Provision under the SPS chapter. This provision allows
Parties to the agreement to apply emergency SPS measures when urgent problems of health protection
arise or threaten to arise. In fact, 17 out of 107 RTAs (around 16 per cent) feature such a provision,
most mentioning that the signature party “may, without previous notification, take measures necessary to
protect human, animal or plant life or health” and the importing Party “shall consider the most suitable and
proportionate solution in order to avoid unnecessary disruptions to trade for consignments in transport
between the Parties”. It is also common for such provisions to encourage members of the agreement
to take into account interests from the public and from other Parties of the RTAs, as well as scientific
evidence when determining their responses to the emergency. Terms such as ‘allow Parties to submit
comments’, ‘engage in technical consultation’, ‘only adopt measures based on scientific evidence or; in
case of insufficient scientific evidence; on available pertinent information such as from relevant international
organizations’, ‘consider consignments in transport between the two Parties at the time of adoption of the
emergency measure to avoid unnecessary disruption to trade’, ‘take risk assessment’, ‘consider options
for the facilitation of the implementation of the replacement of the measures’ are often mentioned in the
provision text (see Box 5).

This provision by nature does not promote regulatory cooperation. Rather it provides justification for
countries in more preventive measures in times of crisis to protect human, animal, and plant life and health.
Nevertheless, the provision does not intend to increase the burden to trade either, as it further specifies
that countries adopting emergency measures should promptly inform the other Parties to the agreement,
and to hold consultations to discuss the reason behind it as well as providing scientific evidence to avoid
disruption in trade.

Box 5. An example: Emergency provision under the Sanitary and Phytosanitary

Article 7.14 - Emergency Measures

1. If a Party adopts an emergency measure that is necessary for the protection of human, animal or
plant life or health, the Party shall promptly notify the other Parties of that measure through the primary
representative and the relevant contact point referred to in Article 7.6 (Competent Authorities and Contact
Points). The Party that adopts the emergency measure shall take into consideration any information
provided by other Parties in response to the notification.

2. If a Party adopts an emergency measure, it shall review the scientific basis of that measure within six
months and make available the results of the review to any Party on request. If the emergency measure
is maintained after the review, because the reason for its adoption remains, the Party should review the
measure periodically.

(Comprehensive and Progressive Agreement for Trans-Pacific Partnership, 2018, Article 7.14)
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V.

Case studies

of regulatory cooperation
during COVID-18

This chapter identifies and assesses nine cases (Brazil, Canada, Kenya, Kuwait, European Union, Namibia,
Switzerland, Uganda, and United States) whereby governments took measures for regulatory cooperation
in terms of mutual recognition, equivalence, and harmonization with an aim to ease regulatory burden and
facilitate trade in medical products during the pandemic. These cases were selected after reviewing WTO
SPS and TBT notifications, media presses and government websites. The country cases serve as a base
for finding a gap between existing RTAs and countries’ actual practices. Also, the findings from country
cases strengthen the recommendations in chapter V.

1. Countries resorted to equivalence and harmonization. Nlo countries established
new mutual recognition.

Brazil, Canada, the European Union, Kenya, Switzerland and the United States accepted standards
or conformity assessment of other countries as equivalent to their own. First, the countries declared
emergency pursuant to a national act addressing public health such as the Public Health Service Act in
the United States. Then, the countries either invoked an emergency system that is already embedded
in the domestic law such as the Food, Drug, and Cosmetic Act in the United States, or enacted or
revised domestic regulations such as National Health Surveillance Agency’s Resolution in Brazil. Under
the emergency system, or pursuant to such domestic regulations, equivalence was introduced to relax
import requirements.

Kuwait, Namibia, and Uganda harmonized their standards with foreign countries or international
organizations. Where there was a need for adequate standards or conformity assessments to ensure the
safety and quality of the medical products of concern, the countries adopted those of foreign countries or
international organizations, rather than developing their own.

No country used mutual recognition as an emergency practice. However, mutual recognition provisions
and agreements that have existed before the COVID-19 outbreak could have contributed to facilitate
trade in medical goods. For example, the European Union has established MRAs concerning conformity
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assessments with seven countries and Canada with two individual countries and two country groups.
However, considering that the medical products necessary to cope with COVID-19 are more in number
than those generally covered by the MRAs, the contribution of existing MRAs may not have been all-
sufficient.

2. Countries used standards and conformity assessments of foreign countries or
international organizations as a reference.

When undertaking regulatory cooperation, countries referred to standards or conformity assessments
made by foreign countries or international organizations. For example, COVID-19 Rapid Test Kits approved
or registered in South Africa, Australia, Brazil, Canada, the European Union, Japan, or the United States
can be imported to Kenya under the Emergency and Compassionate Use Authorization. Also, Brazil took
a measure to accept the Quality Management System of Medical Device Single Audit Program (MDSAP)
or ISO as the replacement for its health agency’s GMP Certification. The following categories of reference
sources were commonly used:

a) Countries with an advanced regulatory system in the world such as the European Union, the United
States, etc.;

b) Countries with advanced regulatory systems in a region such as Mexico, South Africa, etc.;

c) Countries that are members of an association such as International Medical Device Regulators
Forum (IMDRF), MDSAP, PIC/S, etc.; and

d) International organizations such as IEC, ISO, World Health Organization (WHO), etc.'”

3. Equivalence was applied temporarily, while harmonization was not.

Among the nine cases, all equivalence measures were imposed with an end date, while those for
harmonization did not have any such indication. Countries define the end date differently, ranging from
listing only a condition such as ‘until the termination of declaration of emergency’ in the United States to
specifying the period or date such as ‘180 days’ in Brazil or ‘September 13’ in Switzerland.

4. Countries used a targeted measure for regulatory cooperation of specific goods.

All the countries imposed equivalence or harmonization targeting specific medical goods. Countries
defined the goods subject to a measure with tariff line codes or product descriptions. For example,
Canada described drugs subject to exceptional importation and sale and made a list specifying medicinal
ingredients, dosage, country of origin, etc.

5. Countries accompanied their measures for equivalence with complementary
measures.

To ensure that equivalence or harmonization measures do not result in product quality being compromised,
countries made use of complementary measures. For example, instead of accepting a certificate of foreign
countries as equivalent to its own, the importing country such as the United States undertook market
surveillance and monitoring.

6. Countries took equivalence or harmonization with respect to either standards
or conformity assessments, or both.

Products, parts, raw materials, or suppliers at any stage of a product life cycle can be subject to
standards or conformity assessment as can be seen in product specification, performance standards,
GMP certification, and pre-market registration. It is not easy to distinguish standards and conformity
assessment in real examples because regulations do not make clear and explicit distinctions. It happens
often that a regulation is named only as ‘standards’ although it refers to both standards and conformity
assessment procedures. For example, six ‘standards’ adopted by Kuwait concerned both standards
such as the use of labelling symbols and conformity assessments such as test methods.

Detailed studies of individual cases are provided in Appendix 8 of this study.
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Recommendations
for Model regional trade
agreements provisions -

A menu of possible provisions

A review of RTAs for existing provisions on regulatory cooperation, in general and in emergency situations,
coupled with the assessment of country cases during COVID-19 carries important lessons. First, there
are gaps between the existing regulatory cooperation provisions in RTAs and what countries actually did
during the pandemic. Country cases make for a good reference point in overcoming the shortcomings of
existing RTAs. Second, there are other learnings that country cases impart both through their strengths
and their weaknesses. Joining all dots, and considering all these strengths and weaknesses, this chapter
makes recommendations on how RTAs can pave the way for strengthening regulatory cooperation during
medical emergencies.

Assessment of existing RTAs and country cases indicates that RTAs may prove inadequate in addressing
public health crises in the following two ways.

® There are no emergency provisions found in RTAs. Countries, on the other hand, define emergency
situations and criteria in their national laws to enable them to enact emergency provisions when
the need arises. Many countries made use of these laws, declared an emergency, and adopted
measures to ease regulatory requirements during a crisis. During the COVID-19 pandemic, it has
been witnessed that countries defined the end date of their measures by e.g. listing a condition
(such as ‘until the termination of the declaration of emergency’) or specifying the period or date
(such as ‘180 days’ or ‘September 13’). This — a need to include more temporary provisions which
can be invoked under specific clearly-defined “situations” — can be an important takeaway for RTA
negotiators.

Only a small number of provisions targeting medical products have made way into RTAs. Such RTAs
normally involve major medical products suppliers such as Canada, the European Union, India, the
Republic of Korea, Singapore, and the United States. In other cases, countries have undertaken
measures for equivalence and harmonization targeting medical products clearly defined at tariff line
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levels and product description. Again, country practices carry an important lesson - i.e. a need to
design more concrete and committed regulatory cooperation of medical goods.

A deep dive in-country cases also bring to light two interesting findings which can again feed into RTAs.

® Countries often made use of complementary measures when adopting equivalence or
harmonization. This was done to ensure that product quality was not compromised as a result of
regulatory cooperation. For example, when countries used emergency authorization to accept a
certificate of a foreign country as equivalent to its own, they also added additional requirements
such as market surveillance and monitoring. Such caveats can ensure that regulatory cooperation
helps achieve fruitful outcomes.

® Countries adopted a unilateral approach to reduce regulatory divergence, deciding to either
adopt international or other countries’ standards or simplify their own while ensuring that product
quality standards are not compromised. However, a multilateral, regional or bilateral approach
would be more efficient in the long term in addressing global health crises. This highlights the need
for and the potential of RTAs to be a starting point to encourage countries to consider the benefit
of regulatory cooperation. With other Parties to an RTA, which already share an interest in deeper
economic integration, it may be easier to come up with coordinated measures to achieve mutual
recognition, equivalence or harmonization, than doing so with a country which has less shared
interest.

The COVID-19 pandemic has brought to light the criticality of maintaining trade flows of medical supplies
during emergencies and the need to avoid unnecessary and counterproductive measures such as export
restrictions. RTAs could provide a promising platform for achieving this goal. Yet, in keeping with the
above findings, there is a need to negotiate more solid provisions to enhance regulatory cooperation
during medical emergencies. Country practices can serve as a useful guideline, with mostly its strengths
but also its shortcomings. A set of model provisions for RTAs based on the assessment can be an
incredibly useful starting point.

Against the above, this chapter proposes a set of “model” RTA provisions that may serve as a useful
starting point to negotiate RTAs, and thus fill existing gaps. This chapter first provides a list of general
recommendations that trade negotiators can follow. It then suggests six “Model Provisions” that can be
negotiated and incorporated in an RTA.

A. General recommendations for regional trade agreements
provisions

The study recommends the following nine general recommendations that negotiators of an RTA may
follow:

® Define the criteria for determining a situation of public health emergency.

® (Clearly establish a need for regulatory cooperation in situations of “shortage”, the existence of
“unprecedented demand”, etc.

® (Clearly define a list of products (at Harmonized System (HS) 6-digit level) to be considered for
easing regulatory burden.

® Temporarily adopt international standards as a basis for regulatory cooperation.

® Encourage developing country partner relying on developed country partner’s conformity
assessment procedures.

® Treat as equivalent standards of jurisdictions with similar regulatory frameworks and eliminating
additional inspections AND Recognize foreign country’s standards when the product has been
evaluated using methods similar to those used by national bodies.
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® Forego requirements for labels/marks when there is adequate evidence to believe that the product
can ensure an adequate level of health and safety.

® Simplify the import of products manufactured by a foreign entity that carries one or more approval
of one’s national conformity assessment body for any other product.

® Specify the end date.

The options based on useful country practices adopted during the pandemic that correspond to each of
the above recommendations are summarised in Table 1.

Table 1. Emergency provisions based on country practices

Define the criteria for determining a
situation of public health emergency

Clearly establish a need for regulatory
cooperation in situations of “shortage”, the

existence of “unprecedented demand”, etc.

Clearly define a list of products (at HS 6
digit level) to be considered for easing
regulatory burden

Temporarily adopt international standards
as a basis for regulatory cooperation

Encourage developing country partner
relying on developed country partner’s
conformity assessment procedures

Treat as equivalent standards of
jurisdictions with similar regulatory
frameworks and eliminating additional
inspections.

and

Recognize foreign country’s standards
when the product has been evaluated
using methods similar to those used by
national bodies

The United States Emergency Use Authorization: “Public health emergencies, or
situations where a significant potential for a public health emergency, that affects,
or has a significant potential to affect, national security or the health and security
of United States citizens living abroad, and that involves a chemical, biological,
radiological and nuclear agent or agents, or a disease or condition that may be
attributable to such agent(s)”

Canada Interim Orders: Where manufacturers and importers of products under
questions “notify the Minister of Health about shortages of those medical devices
within five days of becoming aware of a shortage in progress or of an anticipated
shortage”

The United States Emergency Use Authorization: In such emergency situations,
“a List of Medical Devices for Exceptional Importation and Sale known as ‘designated
medical devices’ will be made available”

Brazil National Health Surveillance Agency (ANVISA) Resolutions: “For
situations in which the manufacturing company does not have the Certification
of Good Manufacturing Practices issued by ANVISA, the Medical Device Single
Audit Program (MDSAP) or ISO Quality Management System Certification will be
exceptionally replaced”.

Brazil ANVISA Resolutions: “directly accept certification of ventilators and other
medical devices under MDSAP and novel medical devices and PPE not regulated in
Brazil but that are authorized in jurisdictions of other members of the International
Medical Devices Regulators Forum (IMDRF), an international forum on future
directions in medical device regulatory harmonization.”

“To obtain marketing authorization, medical devices shall comply with the relevant
regulatory requirements applicable in one or more of the jurisdictions of Australia,
Canada, Japan, the United States and the European Union/European Free Trade
Area, and additionally with provisions specific to the Kingdom of Saudi Arabia
concerning labelling and conditions of supply and/or use “

Note: MDSAP is an international quality management systems evaluation program
for medical device manufacturers that market their products in Australia, Brazil,
Canada, Japan, and/or the United States.

The United States Emergency Use Authorization: “allow the use of non-NIOSH
approved FFRs from Specific countries “where the devices are evaluated using
methods similar to those used by NIOSH and are expected to provide adequate
protection for healthcare personnel”. These countries and regions included Australia,
Brazil, Europe, Japan, Republic of the Republic of Korea, and Mexico.”
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Table 1. Emergency provisions based on country practices (Cont.)

Forego requirements for labels/marks The European Union Commission Recommendation (EU) 2020/403: “Where

when there is adequate evidence to believe — market surveillance authorities find that PPE or medical devices ensure an adequate

that the product can ensure adequate level  level of health and safety in accordance with the essential requirements laid down in

of health and safety Regulation (EU) 2016/425 or the requirements of Directive 93/42/EEC or Regulation
(EU) 2017/745, even though the conformity assessment procedures, including the
affixing of CE marking have not been fully finalised according to the harmonised
rules, they may authorise the making available of these products on the Union
market for a limited period of time and while the necessary procedures are being
carried out.”

Canada Interim Orders: Certain drugs and medical devices that meet prerequisites
can be listed upon application as eligible for exceptional importation and sale for a
limited period of time, even though they may not fully meet regulatory requirements
to be imported and sold in Canada such as bilingual labelling.

Simplify import of products manufactured The United States Emergency Use Authorization: “Disposable FFRs that are

by a foreign entity that carries one or manufactured by entities that hold one or more NIOSH approvals, have been verified

more approval of one’s national conformity by FDA for FFRS and that are produced by the NIOSH approval holder in accordance

assessment body for any other product with the applicable standards of authorization in another country”

Specify the end date Brazil ANVISA Resolutions: “This Resolution is valid for 180 (one hundred and
eighty) aays.”

B. Model regional trade agreements provisions

This section presents a streamlined version of all recommendations in the form of “model provisions” that
can serve as a basis for negotiating RTAs.

Model provisions

Example 1. During [the emergency situation], Parties would consider a request to recognize the results of
conformity assessment procedures conducted by bodies in the other Party’s territory.

Such a provision will provide a solid basis for Parties to formally approach the other party seeking
flexibility on conformity assessment procedures. By including such a mechanism in an RTA, the
process will become smoother and quicker and more importantly, have more legitimacy.

Example 2. Parties [shall] undertake to agree on a common list of [standards and conformity assessment
procedures] for a specified list of critical medical products that can be applicable during [an emergency
Situation], based on [one-another’s standards/standards of member countries to some specified
association/international standards].

Pre-defined criteria within an RTA will make the process of regulatory cooperation quick and smooth
by ensuring that no time is wasted on negotiations and deliberations during an emergency when
time is of utmost essence. This will also ensure that countries have a reliable set of agreed-upon
basis to ensure trade flows without the need to resort to extreme measures such as export bans.

Example 3. During [the emergency situation], [agreeing] Parties [shall] treat as equivalent/recognize
[standards and conformity assessments procedures] of another Party to the agreement if the latter [has
similar regulatory system/is recognized or treated as equivalent by other countries with similar regulatory
systems/is a member of a specified association or international organizations] for [medical] products
included in a pre-defined list of critical products for [XX days/a number of days considered suitable and
necessary at that point in time, provided the following conditions are satisfied |[...].
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Countries that are members of a specific international association, such as an international medical
body, share a common understanding and appreciation of relevant international laws. They also
tend to have similar goals. Yet, their regulations can be different due to their respective national legal
systems. Likewise, countries with otherwise similar regulatory systems can have some distinctive
import regulations which the other country may not have, without necessarily ensuring a better
product quality vis-a-vis the other country. While a permanent harmonization of regulations in such
cases can take significant time, the inclusion of such a provision in an RTA will at least help them
trade on a temporary basis.

Example 4. During [the emergency situation], if a Party recognizes [standards and/or conformity
assessment procedures] of [other Parties/member countries to an association/international organizations],
in addition to those specified in the common list, the Party [shall] notify other Parties of its decision within
[XX number of days] of such recognition.

In times of crisis, the importance of ensuring transparency in regulatory measures cannot be over
emphasized. For example, during emergencies, when countries might need to adopt new legal
measures on a daily basis, it is important for all countries to be made aware of each other’s
actions on a timely basis so that they can assess how it impacts them. Transparency is the key to
coordinated action.

Example 5. [Upon the development of emergency situations], Parties [shall] review [standards and/or
conformity assessment procedures] within a period of [XX days] from the day when the emergency is first
established.

When a medical emergency arises, quick action is required to make sure that access to essential
medical products is not hampered, and the health of the population is not compromised. It is
also important to ensure that countries do not impose unnecessary restrictions on trade. With
governments already reeling under pressure to ensure necessary economic and medical support
to its citizens, it may take time to act on negotiations with trading partners. Such a provision
ensures that the process can be expedited, by providing for a reasonable time frame for countries
to review their standards and procedures.

Example 6. During [the emergency situation], Parties shall establish [emergency registration/licensing/
certification scheme] for the other Parties provided their products have been evaluated and approved by
anyone of the regulatory authorities in [Any advanced country: specify a list of countries, e.g., the United
States, the United Kingdom, Australia, the European Union, and Canadal.

Advanced countries like Australia or the European Union tend to have higher product standards.
As such, their standards can be taken as a benchmark at the time of emergencies to avoid
unnecessary bottlenecks that may arise if an exporting country has to show compliance with the
standards of each country it exports to. In such cases, if a country has already exported to an
advanced country, other lesser advanced importing countries could be open to allowing imports
from it based on simple, basic checks and procedures. This will save time while also ensuring
quality.

C. Conclusion

The need for strengthening regulatory cooperation is stronger now than ever as the COVID-19 pandemic
has revealed loopholes in the current trading system and the lack of provisions and mechanisms to
strengthen regulatory cooperation in times of crisis. The pandemic saw many countries adopt unilateral
measures aimed at simplifying or eliminating unnecessary or burdensome technical regulations. While this
was a useful approach, it required additional investment in already difficult times. Witnessing this, a need
to better prepare to deal with crises and the demand-supply gaps they create has arisen.
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The current bilateral and/or regional trading framework in the form of RTAs does provide a basis for this.
However, what needs to be built-into the RTAs of the future are emergency clauses or provisions so that
coordinated action can be encouraged during crises. Steps taken by countries already provide cues in this
direction. At the same time, such temporary approaches are less burdensome for Parties vis-a-vis more
complete and hoalistic forms of regulatory cooperation.

This study has attempted to propose such emergency provisions based on the country practices in times
of crisis to form key pillars of these recommendations. To further strengthen these proposals, a study of
the actual benefits of these country practices during COVID-19 would add value. Ascertaining the extent
to which these measures contributed to the availability of medical goods, specifically in middle and low-
income countries will help test whether efforts to reduce regulatory divergence were effective at all, and
which ones stood out. Further, it will also be useful to assess how regulatory cooperation provisions
embedded in existing RTAs were, if at all, useful during the pandemic; and if not, what factors prevented
their application.
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ENDNOTES

1 The analysis is based on an assessment of 107 RTAs that have entered into force after 2010. RTAs of Latin American
countries are excluded from the study due to language reasons.

2 In addition to the RTAs entered into force after 2010 which form a basis for the study, other major RTAs from before
2010 which include regulatory cooperation provisions targeting medical products are also identified. Such RTAs include:
Canada—Peru (2009), Australia—Chile (2009), Association of Southeast Asian Nations (ASEAN) Trade in Goods Agreement
(ATIGA) (2009), New Zealand—China (2008), ASEAN-Japan AJCEP (2008), Japan-Thailand FTA (2007), ASEAN-China
(2007), the Republic of Korea—-Singapore (2006), United States-Morocco (2006), New Zealand-Thailand (2005), Australia—
Thailand (2005), Australia—United States (2005), India-Singapore (2005), United States-Singapore (2004), European
Free Trade Association (EFTA) States—Chile FTA (2004), China-Hong Kong CEPA (2003), Australia—Singapore (2003),
New Zealand-Singapore (2001). These RTAs either have specific provisions mentioning medical products or have rather
comprehensive provisions promoting regulatory cooperation through one or more approaches.

3 Enforceability has been categorized as Enforceable right (Er), Enforceable obligation (Eo), Recommendation (R), Weak
Enforceability (WE), Unenforceable (UE) by UNCTAD (UNCTAD, 2020b).

4 The majority of the agreements also incorporate the TBT Agreement on mutual recognition and conformity assessment
into their text, reaffirming the rights and obligation of members.

5 These RTAs include the New Zealand-Singapore RTA (2001), India-Singapore RTA (2005), European Union-Canada RTA
(2017), New Zealand-Thailand RTA (2005), the Republic of Korea—-Singapore RTA (2006), Japan-Thailand FTA (2007),
and The ASEAN-Australia—New Zealand Free Trade Area (1993).

6 Chapter 6 Mutual Recognition, Japan-Thailand FTA (2007).

Annex 5: Technical Regulations and Sanitary and Phytosanitary Measures, 5-E: Sectoral Annex on Medical Devices,
Singapore-Australia FTA (2003).

8 This include: the European Union—-Japan (2019), Hong Kong, China—Georgia (2019), China-Georgia (2018), the European
Union—-Canada (2017), the European Union—-SADC (2016), Australia—China (2015), the European Union—-Georgia (2014),
the European Union-Republic of Moldova (2014), the European Union-Ukraine (2014), New Zealand-Taiwan Province of
China (2013), New Zealand-Malaysia (2010), Peru—-China (2010), Australia—Thailand (2005), Australia-—Singapore (2003),
China—Hong Kong CEPA (20083), New Zealand-Singapore CEP(2001).

9 These agreements are namely, New Zealand-Taiwan Province of China RTA (2013), the European Union-Canada
Comprehensive Economic and Trade Agreement (CETA) (2017), Australia—Singapore FTA (2003), and the European
Union-Georgia RTA (2014).

10 Only a few RTAs incorporate MRAs in its Annexes, most MRAs are stand-alone.

11 Agreements include: Hong Kong, China—Australia (2020), the European Union-Singapore (2019), Eurasian Economic
Union (EAEU)-the Islamic Republic of Iran (2019), Hong Kong, China—Georgia (2019), Chile—Indonesia (2019), the
European Union-Japan (2019), China—Georgia (2018), Turkey-Singapore (2017), China-the Republic of Korea (2015),
Australia-China (2015), Hong Kong, China—Chile (2014), Iceland—-China (2014), the European Union-the Republic of
Korea (2011), Hong Kong, China—New Zealand (2011), China—Costa Rica (2011), New Zealand-Malaysia (2010), ASEAN-
Australia-New Zealand (2010), ASEAN Trade in Goods Agreement (ATIGA) (2009).

12 For instance, the European Union’s Technical Assistance and Information Exchange (TAIEX) action programme 2018-
2020 under the European Neighbourhood-wide measures to be financed from the general budget of the European Union.

13 The European Union-Singapore (2019), Comprehensive and Progressive Agreement for Trans-Pacific Partnership (2018),
China—Georgia (2018), the European Union-Canada (2017), EAEU Treaty (2015), Canada-the Republic of Korea (2015),
the European Union-Georgia (2014), New Zealand-Taiwan Province of China (2013), the Republic of Korea—Turkey
(2013), the Republic of Korea-United States (2012), the European Union-the Republic of Korea (2011), India—Japan
(2011), India—Singapore (2005), Australia—United States (2005), United States—-Singapore (2004), Australia—Singapore
(2008), and New Zealand-Singapore (2001).

14 These include; New Zealand-Taiwan Province of China (2013), the Republic of Korea—Turkey (2013), the Republic of
Korea-United States (2012), the European Union—Canada (2017), and India—Singapore (2005).

15 These include; China—Georgia (2018), the European Union-Canada (2017), New Zealand-Taiwan Province of China
(2013), the Republic of Korea—Turkey (2013), the Republic of Korea-United States (2012), India—Japan (2011), India—
Singapore (2005), Australia—United States (2005), United States—Singapore (2004), and New Zealand-Singapore CEP
(2001).

16 These commitment text come from India—Singapore (2005), United States-Singapore (2004), Australia—United States
(2005), and India—Japan (2011).
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17 These four groups may overlap. For example, IMDRF has ten member countries including Australia which is also a
member of MDSAP and PIC/S, as well as being a regional and world champion with an advanced regulatory system.
Moreover, international organizations may refer to a country’s standards, or vice versa — champions may adopt international
standards.

18 A full list of EUAs is available at the website. Center for Devices and Radiological Health. (n.d.). Coronavirus Disease
2019 (COVID-19) EUA. from https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-devices/
coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices.

19 Exhibit 1 of the Act is available at the website. Center for Devices and Radiological Health. Personal Protective Equipment
EUAs. https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-
medical-devices/personal-protective-equipment-euas.

20 The list of authorized products for import can be accessed in the Appendix of the following link https://www.fda.gov/
medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/personal-
protective-equipment-euas.

21 PIC/S is an informal cooperative arrangement between Regulatory Authorities in the field of GMP of medicinal products.
MDSAP is an international quality management systems evaluation program for medical device manufacturers that
market their products in Australia, Brazil, Canada, Japan, and/or the United States.

22 10 member countries as of July, 2020 of the International Medical Device Regulators Forum (IMDRF) are Australia, Brazil,
Canada, China, the European Union, Japan, the Russian Federation, Singapore, the Republic of Korea, and the United
States. Additional information about the IMDRF can be accessed at http://www.imdrf.org/about/about.asp
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APPENDICES

Appendix 1: Level of commitment of mutual recognition and equivalence of technical regulations, standards,
and conformity assessments

0 A score of O is given if there is no mentioning of SPS/TBT for mutual recognition/equivalence of standards and/
or conformity assessments in the RTAS.

1 A score of 1 is given if the text indicates a loose level of commitment. Those wordings will fall into this category:
‘Parties shall take into account’, ‘will discuss about’, ‘will publish information’, ‘Parties are encouraged
to’. However, these provisions are either unenforceable (i.e. will discuss about) or fall under Recommendations,
where there is no legal enforceability. Parties are encouraged to implement them if they have the political will to
do so.

2 A score of 2 is given if the text aims for a commitment. In this category are RTAs that employ the wordings such
as: ‘may’, ‘might’, or ‘shall give positive consideration to’. These provisions serve as Recommendations as
well, where they are non-enforceable and are rather in the spirit of encouragement. Though the language of
commitment used is stronger than those under score 1.

3 A score of 3 is given if the text indicates a strong level of commitment, typically when Parties use the words ‘shall’,
or ‘will’. Such provisions are enforceable as the legally enforceable language “shall” is used. Provisions with weak
enforceability are also included in this score category, where sometimes the text uses “shall”, “will”, but provides
some exceptions for the imposition of the relevant provision.

4 Ascore of 4 is given if a strong level of commitment is shown in the language (same with a score of 3, excluding
the “exceptions”), with a detailed implementation scheme outlined in the RTA. This type of provision uses legally
enforceable language in which Parties to the agreement are obliged to comply.
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Appendix 2: Level of commitment for referring to/aligning/harmonizing standards (international, regional,
or national) and conformity assessments

0 Ascore of O is given if there is no mentioning of international standards/regional standards adoption/harmonization
or harmonization of standards of the other member within the agreement text.

1 Ascore of 1 is given if Parties mention international standards/regional standards or standards of another member
as a subject to study further on and give consideration to. Such provisions are either unenforceable (i.e. will
discuss about) or fall under Recommendations, where there is no legal enforceability. Parties are encouraged to
implement them if they have the political will to do so.

2 A score of 2 is given if recommendation on the adoption/harmonization of international standards/regional
standards/standards of the other member, or adapting existing standards-based international standards, is
mentioned in the agreement text. The language can still be vague, such as ‘Parties might’, ‘Parties will look
into’. These provisions serve as Recommendations as well, where they are non-enforceable and are rather in
the spirit of encouragement. Though the language of commitment used is stronger than those under score 1.

3 Ascore of 3 is given if the RTA calls for Parties to adopt/harmonize with international standards/regional standards/
standards of the other member wherever applicable. The language should be clear, such as ‘Parties will’,
‘Parties shall’. These provisions are enforceable as the legally enforceable language “shall” is used. Provisions
with weak enforceability are also included in this score category, where sometimes the text uses “shall”, “will”,
but provides some exceptions for the imposition of the relevant provision.

4 A score of 4 is given when the RTA confirms the adoption/harmonization of international standards/regional
standards, or good practices from other members unless there are substantial reasons based on scientific or
technical information why such standards, practices, or guidelines should be ineffective or inappropriate for the
fulfilment of legitimate objectives pursued. This type of provision uses legally enforceable language in which
Parties to the agreement are obliged to comply.
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Appendix 3: General provisions on regulatory cooperation

Agreement to use most
“appropriate” regulations

Information exchange on
regulations

Openness to consultations
for regulatory cooperation

Notification requirement

Assistance to other
Parties in complying with
regulations

Concurrence to WTO SPS/
TBT Agreement

Require Parties to use
the most appropriate or
cost-efficient approach to
the removal of regulatory
barriers

Encourage Parties to share
information regulations
and standards with a view
to increase transparency

Encourage consultations
for effecting mutual
recognition/equivalence

Impose requirements to
notify temporary measures
for enhancing transparency

Requiring Parties
(especially in case of
developed-developing
country agreements) to
train/assist other Parties in
regulatory compliance

Require Parties to
adhere to WTO SPS/TBT
Agreements

New Zealand-Singapore CEP (2001) — “each Party shall
implement the principles of mutual recognition, unilateral
recognition or harmonization that provide the most appropriate
or cost-efficient approach to the removal of regulatory barriers.”
(Article 35, Part 7)

China—Georgia (2018): “2. The Parties agree, upon request, to
exchange information on conformity assessment procedures,
including testing, certification and accreditation. 3. When
cooperating in conformity assessment, the Parties shall take into
consideration their participation in the relevant international and/or
regional organizations.” (Article 6.7, Chapter 6)

ASEAN-Australia-New Zealand FTA (2010): “Members shall
also, upon request, enter into consultations with the aim of
achieving bilateral and/or regional recognition agreements of the
equivalence of specified SPS measures.” (Article 5, Chapter 5)

The European Union-Singapore FTA (2019): “Engage in
consultations with a view to defining sectoral initiatives regarding
the use of conformity assessment procedures or the facilitation of
acceptance of conformity assessment results that are appropriate
for the respective sectors.” (Article 4.7, Chapter 4)

Comprehensive and Progressive Agreement for Trans-Pacific
Partnership (2018): “1. If a Party adopts an emergency measure
that is necessary for the protection of human, animal or plant life
or health, the Party shall promptly notify the other Parties of
that measure through the primary representative and the
relevant contact point [...] 2. If a Party adopts an emergency
measure, it shall review the scientific basis of that measure within
Six months and make available the results of the review to any
Party on request. If the emergency measure is maintained after
the review, because the reason for its adoption remains, the Party
should review the measure periodically.” (Article 7.14, Chapter 7)

ASEAN-Australia-New Zealand FTA (2010): “Member States
shall further strengthen cooperation for control and eradication
of disease outbreak as well as other emergency cases related
to SPS measures. Members shall also assist other Signature
Parties to comply with SPS requirements.” (Article 5, Chapter 5)

New Zealand-Singapore CEP (2001): “Each Party shall follow
WT0O's SPS and TBT agreement to use international standards as
basis for their mandatory requirements when such international
standards exist, except when they are deemed as ineffective or
inappropriate.” (Article 41, Part 7)

EFTA - Georgia (2017): “Except as otherwise provided for in
this Chapter, the SPS Agreement shall apply and is hereby
incorporated into and made part of this Agreement” (Article 4.3,
Chapter 4) [...]

“Except as otherwise provided for in this Article, with respect to
technical regulations, standards and conformity assessments,
the WTO TBT Agreement shall apply and is hereby incorporated
and made part of this Agreement, mutatis mutandis.” (Article 2.9,
Chapter 2)
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Appendix 3: General provisions on regulatory cooperation (cont.)

Setting grounds for
mutual recognition of
conformity assessment

bodies establishing without

obligation

A more concrete obligation

for mutual recognition of
conformity assessment
bodies

Mutual recognition of

standards and regulations

Conditional equivalence

Require any Party to provide Colombia—the Republic of Korea FTA (2016): “A Party shall

reasons for rejecting
conformity assessment
results of the other Party/
Parties.

Accept conformity
assessment results by
other Party’s conformity
assessment bodies

Mutual recognition of
technical regulations and
standards

Require importing Party
to accept measures

of exporting party as
equivalent if the latter is
able to demonstrate that
it meets the same level
of protection as importing
Parties measures (SPS)/
or having compatible
objectives (TBT)

give positive consideration to a request by the other Party to
negotiate agreements for the mutual recognition of the results of
their respective conformity assessment procedures. Where a Party
declines such request, it shall, upon request of the other Party,
explain in writing the reasons for its decision.[...]”. (Article 6.6,
Chapter 6)

China-Hong Kong SAR CEPA (2018) — “The two sides shall
seek to facilitate the acceptance of the results of conformity
assessment procedures conducted in the other side, with a
view to increasing efficiency and ensuring cost effectiveness of
conformity assessments.” (Article 58, Chapter 7)

Japan—Mongolia EP (2016): “Each Party shall ensure, whenever
possible, that results of the conformity assessment procedures
in the other Party are accepted, even when those procedures
differ from its own, provided it is satisfied that the procedures offer
an assurance of conformity with applicable technical regulations or
standards equivalent to its own procedures.” (Article 6.7, Chapter 6)

Canada-Ukraine (2017) FTA: “Each Party shall recognize
conformity assessment bodies located in the territory of the other
Party on conditions no less favorable than those that it applies for
the recognition of conformity assessment bodies in its own territory.
[...]". (Article 7.6, Chapter 7)

ASEAN-Australia—New Zealand FTA (2010): “Member States
shall take all necessary measures to ensure implementation of
all the ASEAN Sectoral Mutual Recognition Arrangements, ASEAN
Harmonised Regulatory Regimes and the relevant provisions of
this Agreement within the time frame Stipulated in the aforesaid
agreements and to ensure compliance with aforesaid harmonised
requirements.” (Article 78)

New Zealand-Taiwan Province of China CEP (2013): “importing
Party shall accept SPS measures of the exporting Party as
equivalent if the exporting Party objectively demonstrates that its
measure achieves the same level of protection as the importing
Party’s measure, or it has the same effect.” (Article 8, Chapter 6)

The European Union-Singapore FTA (2019): “the importing Party
shall accept SPS measures of the exporting Party as equivalent
if it demonstrates the same level of protection.” (Article 5.14,
Chapter 5)

The European Union—-Canada FTA (2007): “A Party that has
prepared a technical regulation that it considers to be equivalent to a
technical regulation of the other Party having compatible objective
and product scope may request that the other Party recognise the
technical regulation as equivalent.[...]” (Article 4.4, Chapter 4)
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Appendix 3: General provisions on regulatory cooperation (cont.)

(from '\tlJ:tsliI;et: fn:g;;stl:glrlnplex) Example in regional trade agreement text

Harmonization Require Parties to EAEU Treaty (2015): “Sanitary, veterinary and sanitary and
harmonize standards with phytosanitary quarantine measures applied within EAEU shall be
international/regional based on international and regional standards, except there is
standards or national Scientific evidence to justify a higher level of protection.” (Article
standards of the other 56, Section XI)
member

The European Union-Japan EPA (2019): “With a view to
harmonising standards on as wide a basis as possible, Parties
shall encourage regional or national standardising bodies
to [.....] 2) use relevant international standards as a basis for
the standards they develop, except where such international
standards would be ineffective or inappropriate, for instance
because of an insufficient level of protection or fundamental climatic
or geographical factors or fundamental technological problems;”
[....](Article 7.6, Chapter 7)

The European Union-Ukraine (2014): “Ukraine shall take the
necessary measures in order to gradually achieve conformity
with the European Union technical regulations and the European
Union  standardisation, metrology, accreditation, conformity
assessment procedures and the market surveillance system,
and undertakes to follow the principles and practices laid down
in relevant E.U. Decisions and Regulation [.....] 8. Ukraine shall
progressively transpose the corpus of European standards (EN) as
national standards, including the harmonised European standards,
the voluntary use of which shall be presumed to be in conformity
with legislation listed in Annex lll to this Agreement.” (Article 56,
Section 7)
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Appendix 4: Medical products specific provisions

Transparency and information
exchange

Cooperation between health
authorities

Science-based collaboration
for alignment and
harmonization of regulations.

Establishing a loose scope
for mutual recognition

of standards/conformity
assessment procedures

Require Parties to share information
through various means such as
establishment of working groups to
ensure transparency

Encourage health authorities of each
Party to cooperate on regulations
and standards

Promote alignment of technical
regulations, regulatory activities, and
the use of scientific and technical
guiding documents for medical
devices across Parties

Encourage Parties to consider mutual
recognition of technical regulations
and accept the results of conformity
assessment

India-Japan CEPA (2011) — promote exchange
of information for generic medicine aiming at
regulatory cooperation and building mutual confidence
in regulatory measures.

United States-Singapore (2004) — Commit the
establishment of a Working Group on Medical
Products to provide a forum for cooperation
through means other than MRA or binding
commitments. Ensures that regulatory procedures
for medical products is transparent and based on
generally accepted international scientific standards,
such as the International Conference on Harmonization
and based on conformity assessment

The European Union-Singapore FTA (2019) —
The Agreement agrees to enhance cooperation
between their respective health authorities, based
on international standards and practice.

Australia-Singapore FTA (2003) — The Agreement
stipulates that members are encouraged to
collaborate through international or regional
initiatives to improve the alignment of regulations
and regulatory activities for medical devices.
Furthermore, when members develop implementation
regulations for marketing authorisation of medical
devices, they should consider relevant scientific or
technical guidance documents developed through
international  collaborative efforts (consider also
regionally-developed scientific documents).

Australia-Singapore FTA (2003) — Seek to
collaborate through relevant international
initiatives for harmonization and aligning
regulations and regulatory activities for medical
devices. When developing or implementing
regulations for marketing authorization, “Parties
shall - consider relevant scientific or technical
guidance documents developed through international
collaborative efforts”.

The Republic of Korea-United States FTA (2012)
— Parties agreed they would consider a request to
recognize the results of conformity assessment
procedures conducted by bodies in the other Party’s
territory.

New Zealand-Taiwan Province of China FTA
(2013) — Promote Parties to conclude further
implementation arrangements on  mutual
recognition of standards and conformity
assessment for product sectors of interest to the
signature Parties that include medical devices and
pharmaceuticals.
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APPENDICES

Appendix 4: Medical products specific provisions (cont.)

(frole?;:irt?t?)fnﬁLos‘ﬁ:g’;plex) Example in regional trade agreement text

Allowing conditional mutual Accepting registration of medicines India-Singapore  Comprehensive  Economic

recognition of conformity without evaluation/approval provided  Cooperation Agreement (2005) — The Agreement
assessment procedures it has been evaluated/approved establishes a special “scheme for registration of
based on similarity in by regulatory authorities in other generic medicinal products” from India provided
regulatory systems specified countries with similar that they have been evaluated and approved

regulatory systems by any one of the regulatory authorities in the

United States, the United Kingdom, Australia, the
European Union and Canada.
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https://docs.eaeunion.org/docs/en-us/0003610/itia_05062014
https://www.mfat.govt.nz/assets/FTAs-agreements-in-force/Singapore-FTA/NZ-Singapore-CEP-full-text.pdf
https://www.mfat.govt.nz/assets/FTAs-agreements-in-force/Singapore-FTA/NZ-Singapore-CEP-full-text.pdf
https://aanzfta.asean.org/uploads/2016/09/AANZFTA-legal-text-PRINTED-Signed.pdf
https://aanzfta.asean.org/uploads/2016/09/AANZFTA-legal-text-PRINTED-Signed.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L:2019:294:FULL&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L:2019:294:FULL&from=EN
https://docs.eaeunion.org/en-us
https://docs.eaeunion.org/en-us
https://www.mfat.govt.nz/en/trade/free-trade-agreements/free-trade-agreements-in-force/cptpp/comprehensive-and-progressive-agreement-for-trans-pacific-partnership-text-and-resources
https://www.mfat.govt.nz/en/trade/free-trade-agreements/free-trade-agreements-in-force/cptpp/comprehensive-and-progressive-agreement-for-trans-pacific-partnership-text-and-resources
http://publications.europa.eu/resource/cellar/1a276cfe-9e67-4a5f-9a85-93a7037ab020.0014.04/DOC_1
http://publications.europa.eu/resource/cellar/1a276cfe-9e67-4a5f-9a85-93a7037ab020.0014.04/DOC_1
http://publications.europa.eu/resource/cellar/42e02e6c-1698-465e-923c-d2d12f91c728.0017.04/DOC_1
http://publications.europa.eu/resource/cellar/42e02e6c-1698-465e-923c-d2d12f91c728.0017.04/DOC_1
https://www.mfat.govt.nz/assets/FTAs-agreements-in-force/Malaysia/mnzfta-text-of-agreement.pdf
https://dot.gov.in/sites/default/files/India Singapore CECA 01.08.2005.pdf
https://dot.gov.in/sites/default/files/India Singapore CECA 01.08.2005.pdf
https://www.dfat.gov.au/trade/agreements/in-force/a-hkfta/a-hkfta-text/Pages/default
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https://fta.miti.gov.my/miti-fta/resources/Malaysia-India/MICECA.pdf
https://fta.miti.gov.my/miti-fta/resources/Malaysia-India/MICECA.pdf
https://www.mofa.go.jp/files/000382106.pdf
https://www.mofa.go.jp/files/000382106.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L:2017:011:FULL&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L:2017:011:FULL&from=EN
http://www.sice.oas.org/Trade/CRI_CHN_FTA/Texts_Apr2010_e/CRI_CHN_ToC__PDF_e.asp
https://www.mfat.govt.nz/assets/FTAs-agreements-in-force/Hong-Kong-FTA/NZ-HK-CEP.pdf
https://www.mfat.govt.nz/assets/FTAs-agreements-in-force/Hong-Kong-FTA/NZ-HK-CEP.pdf
http://fta.mofcom.gov.cn/topic/enperu.shtml
https://www.mfat.govt.nz/en/trade/free-trade-agreements/free-trade-agreements-in-force/china-fta/nz-china-fta-resources
https://www.tid.gov.hk/english/cepa/legaltext/cepa_legaltext.html
https://www.tid.gov.hk/english/cepa/legaltext/cepa_legaltext.html
https://www.dfat.gov.au/trade/agreements/in-force/chafta/official-documents/Pages/official-documents
https://www.mfat.govt.nz/assets/FTAs-agreements-in-force/Thailand-FTA/thainzcep-agreement.pdf
https://www.tid.gov.hk/english/ita/fta/hkgefta/text_agreement.html
https://rtais.wto.org/UI/PublicShowRTAIDCard.aspx?rtaid=973
https://rtais.wto.org/UI/PublicShowRTAIDCard.aspx?rtaid=973
https://www.tid.gov.hk/english/trade_relations/hkclfta/text_agreement.html
https://www.enterprisesg.gov.sg/non-financial-assistance/for-singapore-companies/free-trade-agreements/ftas/singapore-ftas/scrfta
http://www.acuerdoscomerciales.gob.pe/index.php?option=com_content&view=category&layout=blog&id=82&Itemid=105
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https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:22011A0514(01)&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:22011A0514(01)&from=EN
https://www.asean.org/wp-content/uploads/images/archive/22260.pdf
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https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:22018A0126(01)&from=EN
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https://commerce.gov.in/writereaddata/trade/INDIA KOREA CEPA 2009.pdf
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http://www.sice.oas.org/TPD/Col_kor/Draft_Text_06.2012_e/title.pdf
https://www.mfat.govt.nz/en/trade/free-trade-agreements/free-trade-agreements-in-force/nz-korea-free-trade-agreement/text-of-the-new-zealand-korea-fta-agreement/
https://www.mfat.govt.nz/en/trade/free-trade-agreements/free-trade-agreements-in-force/nz-korea-free-trade-agreement/text-of-the-new-zealand-korea-fta-agreement/
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https://www.efta.int/media/documents/legal-texts/free-trade-relations/columbia/EFTA-Colombia Free%20Trade Agreement EN.pdf
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https://www.mofa.go.jp/region/asia-paci/thailand/epa0704/agreement.pdf
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https://www.commerce.gov.pk/wp-content/uploads/pdf/Indonesia_Pakistan_PTA.pdf
https://www.commerce.gov.pk/wp-content/uploads/pdf/Indonesia_Pakistan_PTA.pdf
https://www.commerce.gov.pk/wp-content/uploads/pdf/Indonesia_Pakistan_PTA.pdf
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http://infotrade.minec.gob.sv/ecuador/wp-content/uploads/sites/15/2017/11/26.01.2017-ACUERDO-DE-ALCANCE-PARCIAL-SALVADOR-ECUADOR-y-ANEXOS.pdf
http://infotrade.minec.gob.sv/ecuador/wp-content/uploads/sites/15/2017/11/26.01.2017-ACUERDO-DE-ALCANCE-PARCIAL-SALVADOR-ECUADOR-y-ANEXOS.pdf
http://www.mdic.gov.br/comercio-exterior/negociacoes-internacionais/132-acordos-dos-quais-o-brasil-e-parte/1834-acordos-mercosul-egito-ainda-sem-vigencia
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https://www.subrei.gob.cl/2017/06/tratado-de-libre-comercio-chile-tailandia-2/
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https://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/honduras/fta-ale/index.aspx?lang=eng
https://www.efta.int/media/documents/legal-texts/free-trade-relations/bosnia-and-herzegovina/bosnia-and-herzegovina-fta.pdf
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https://www.efta.int/sites/default/files/documents/legal-texts/free-trade-relations/philippines/EFTA-Philippines-Rectification-Main-Agreement.pdf
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http://wtocenter.vn/upload/files/fta/174-ftas-concluded/189-vietnam---south-/237-full-text/Loi van Hiep dinh tieng Anh.pdf
http://international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/peru-perou/fta-ale/index.aspx?lang=eng
https://www.seco.admin.ch/seco/en/home/Aussenwirtschaftspolitik_Wirtschaftliche_Zusammenarbeit/Wirtschaftsbeziehungen/Freihandelsabkommen/Partner_weltweit/china/Abkommenstexte.html
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:22018A0126(01)&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:22018A0126(01)&from=EN
https://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/ukraine/text-texte/toc-tdm.aspx?lang=eng
https://www.efta.int/sites/default/files/documents/legal-texts/free-trade-relations/georgia/EFTA-Georgia-FTA-Main-Agreement.PDF
https://commerce.gov.in/writereaddata/trade/INDIA KOREA CEPA 2009.pdf
http://www.ustr.gov/trade-agreements/free-trade-agreements/singapore-fta/final-text
http://www.sice.oas.org/TPD/Col_kor/Draft_Text_06.2012_e/title.pdf
https://www.mfat.govt.nz/en/trade/free-trade-agreements/free-trade-agreements-in-force/nz-korea-free-trade-agreement/text-of-the-new-zealand-korea-fta-agreement/
https://www.mof.gov.vn/webcenter/portal/mof/r/lvtc/htqt/hnhttc/ftas/vcfta/vcftatthd/vcftatthd_chitiet?dDocName=BTC074552&showFooter=false&showHeader=false&_adf.ctrl-state=m9720ud7f_66&_afrLoop=105885539561214074#!%40%40%3F_afrLoop%3D10588553956121
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https://www.efta.int/media/documents/legal-texts/free-trade-relations/peru/EFTA-Peru Free Trade Agreement EN.pdf
https://www.enterprisesg.gov.sg/-/media/esg/files/non-financial-assistance/for-companies/free-trade-agreements/korea-singapore-fta/legal-text/ksfta20legal20text1.pdf
https://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/korea-coree/fta-ale/index.aspx?lang=eng
https://www.mofa.go.jp/files/000044322.pdf
https://www.dfat.gov.au/trade/agreements/in-force/kafta/official-documents/Pages/full-text-of-kafta
https://fta.miti.gov.my/miti-fta/resources/Malaysia-Chile/MCFTA.pdf
https://ustr.gov/trade-agreements/free-trade-agreements/korus-fta
https://www.mofa.go.jp/region/latin/peru/epa201105/index.html
https://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/colombia-colombie/fta-ale/index.aspx?lang=eng
https://ustr.gov/trade-agreements/free-trade-agreements/australian-fta/final-text
https://www.dfat.gov.au/sites/default/files/Australia-Chile-Free-Trade-Agreement.pdf
https://ustr.gov/trade-agreements/free-trade-agreements/morocco-fta/final-text
https://ustr.gov/trade-agreements/free-trade-agreements/panama-tpa/final-text
https://www.efta.int/media/documents/legal-texts/free-trade-relations/columbia/EFTA-Colombia Free Trade Agreement EN.pdf
https://www.efta.int/media/documents/legal-texts/free-trade-relations/columbia/EFTA-Colombia Free Trade Agreement EN.pdf
https://www.mofa.go.jp/region/asia-paci/india/epa201102/pdfs/ijcepa_ba_e.pdf
http://www.sacu.int/docs/agreements/2016/mercosur-and-sacu-trade-agreement.pdf
http://www.sacu.int/docs/agreements/2016/mercosur-and-sacu-trade-agreement.pdf
https://www.subrei.gob.cl/wp-content/uploads/2011/12/TLC_CHILE_TURQUIA_English.pdf
https://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/panama/fta-ale/index.aspx?lang=eng
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https://www.mofa.go.jp/region/asia-paci/thailand/epa0704/agreement.pdf
https://rtais.wto.org/UI/PublicShowRTAIDCard.aspx?rtaid=931
https://www.commerce.gov.pk/wp-content/uploads/pdf/Indonesia_Pakistan_PTA.pdf
https://www.commerce.gov.pk/wp-content/uploads/pdf/Indonesia_Pakistan_PTA.pdf
http://www2.aladi.org/nsfaladi/textacdos.nsf/vacewebR?OpenView&Start=1&Count=800&Expand=33#33
http://www.acuerdoscomerciales.gob.pe/index.php?option=com_content&view=category&layout=blog&id=137&Itemid=160
http://infotrade.minec.gob.sv/ecuador/wp-content/uploads/sites/15/2017/11/26.01.2017-ACUERDO-DE-ALCANCE-PARCIAL-SALVADOR-ECUADOR-y-ANEXOS.pdf
http://www.mdic.gov.br/comercio-exterior/negociacoes-internacionais/132-acordos-dos-quais-o-brasil-e-parte/1834-acordos-mercosul-egito-ainda-sem-vigencia
https://www.tid.gov.hk/english/ita/fta/hkmacao/files/full_text_of_the_agreement.pdf
https://www.tid.gov.hk/english/ita/fta/hkmacao/files/full_text_of_the_agreement.pdf
https://www.subrei.gob.cl/2017/06/tratado-de-libre-comercio-chile-tailandia-2/
https://alianzapacifico.net/documentos-acuerdo-marco-de-la-alianza-del-pacifico/
http://www.tlc.gov.co/acuerdos/vigente/costa-rica/texto-del-acuerdo-espanol
https://www.enterprisesg.gov.sg/non-financial-assistance/for-singapore-companies/free-trade-agreements/ftas/singapore-ftas/-/media/ESG/Files/Non-Financial-Assistance/For-Companies/Free-Trade-Agreements/GSFTA/Legal_Text/the_gulf_cooperation_council
https://www.international.gc.ca/trade-commerce/trade-agreements-accords-commerciaux/agr-acc/honduras/fta-ale/index.aspx?lang=eng
https://www.efta.int/media/documents/legal-texts/free-trade-relations/bosnia-and-herzegovina/bosnia-and-herzegovina-fta.pdf
http://www.sice.oas.org/Trade/CACM_MEX_FTA/Index_s.asp
https://rtais.wto.org/rtadocs/881/TOA/Spanish/TOA El Salvador-Cuba.pdf
https://www.subrei.gob.cl/detalle-de-acuerdos/?idacuerdo=6290
https://www.subrei.gob.cl/detalle-de-acuerdos/?idacuerdo=6290
https://rtais.wto.org/UI/PublicShowRTAIDCard.aspx?rtaid=762

?

What can regional trade agreements do in times of crisis

I products through trade:

Ica

to med

ing access

Improv

APPENDICES

o O O o o o o o o

spiepuels
[eUOKBWIB}Y|

0 0L0¢ 10 das

0 GlLoc¢ Lo Inf
0 010¢ 10190
0 010¢ 10 AON

0 2loe 71 fey
2102 10 g8

0102 €2 e
2102 10 fei
2102 G1 Rey
2102 10 unp
2102 1010
¢10g 10 des
2102 1010
€102 10 uer
€10c 10 fen
€102 10 uer
€102 10 unp
€102 10 unp

o O O o o o o o o

(Sds)
(#-0) uoneurjou
spiepue)s
|euoieusau|

uoeuljoul
spJepue)s
uoleUIBY|

8910} 0JUl
Knua syl jo aeq

2II9S J0 aljgnday 8y} pue Asxin] Jo lgnday ay) usamlag ‘usLaalBy apes| 914

UOIJeN URBISY 1SBaLIN0S JO UOITRID0SSY au) pue BIpu| Jo dljgnday
aU)) U3aM]aq LIoeI3do0y) JILLIOU09T BAISUBYBILLOY UO JUSLUSSIBY YIoMaLLel 8U) Japun JUaLIaaIBy SPoox) Ul apel|

2I0J9G J0 21jgnday U} pue S81eIS V143 8u) Uamlaq JuaLaaiBy apel| sl
BIUBQ|Y PUB Sa]IS |47 U} Usamiaq Juswaa.by apel] 8814

S1B1G Jaquiaj\ SIl pue Ajunwiwo) ueadoind sy} pue S81BIS BOLJY UIUIN0S
pUe UJa]1Se 8yl Usamiaq 1uawaalfy diysiauried 21LIOU0IT Ue o) Yiomawel] B Bulysigelss 1uawaalfy wisu|

1UBWAaIBYy apei| 881 00IXa|\—NIad

(811uD 10 91gnday 8L J0 JUBLILIBACY) BY) pUe SalelS
URILIBLLY [BIIUSY 8L JO SJUBLULISACK) 8L} Uaam]aq JuswWasiby apel| 8a.4) Jusliaalfy apel| 88l enbeieaiN—o|Iu)

1UsWwaaiby apel| 8814 niad—eueued

(VdL) JuswaalByy UonoWold Spei| BIqUWO|0D—SaIeIS Paliun 8y L

UIRIYN PUB SA1BIS Y143 BU) Usamiaq JusliaaiBy apel| a8l

euly) ‘buoy BuoH pue seelS Y143 8yl Usamiaq Juswaalby apel| 98-

0I63UBIUOIN PUB S81BIS Y147 BU) Uamiaq Juswiaaiby apel| 884

1usWiaaIBy apel| 9314 UBPIOL—BPRURY)

0J63UBIUO| JO JUBLIUIBAOL) U} PUB BUIBINN JO JUSLILIBAOY) B} UsaMIa] Juswaaiby apel| 8814
1usLWeaIBy ape.| a8l Aayin|—ealoy Jo Jljgnday ay|

1UBWeaIBY ape.| 8814 eljeisny—eISkele|\

snnunepy o ajgnday ay1 pue Asyuny 1o dlignday 8yl Usamlaq 1usLLsaIBYy apel] a8l
BIlY B1S0) JO 9l|gnday 8y} pue niad Jo aljgnday sy} ussmiaq juswwiasify apel| 884

1X3] Juswnaop 0} yulpadAy ypm
juswaaibe apes} [euoibal Jo awey

(1u09) spiepue}s |euoneu Jo [euolbal/jeuoneulaiul Jo Juawubije/uoneziuow.ey Jo aoudlsIxa ay) pue syuawaalbie apel) jeuoibal pamainay :9 xipuaddy



http://www.acuerdoscomerciales.gob.pe/index.php?option=com_content&view=category&layout=blog&id=117&Itemid=140
https://www.mcci.org/media/1277/fta.pdf
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https://www.efta.int/media/documents/legal-texts/free-trade-relations/hong-kong-china/EFTA-Hong Kong China Free Trade Agreement.pdf
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Appendix 7: Summary of country practices of adopting measures for regulatory cooperation

(i) The United States Emergency Use Authorization — Temporarily equivalence vis-a-vis Australia, Brazil, China, the
European Union, Japan, the Republic Korea and Mexico

Under the Federal Food, Drug, and Cosmetic Act, the US Food and Drug Administration (FDA) Commissioner may authorize
unapproved medical products to be used in emergency situations when there are no adequate, approved, and available alternatives.
One of the defined emergency situations is “Public health emergencies, or Situations where a significant potential for a public
health emergency, that affects, or has a significant potential to affect, national security or the health and security of United States
citizens living abroad, and that involves a chemical, biological, radiological and nuclear agent or agents, or a disease or condition
that may be attributable to such agent(s).”

As the existence of a public health emergency was determined on 31 January 2020 under the Public Health Service Act, the FDA
issued Emergency Use Authorizations to facilitate the supply of medical products to healthcare workers. The FDA issued multiple
Emergency Use Authorizations of diagnostic and therapeutic medical devices including filtering facepiece respirators (FFR).'®
Before the pandemic, all FFR imported into the United States required approval of the National Institute for Occupational Safety
and Health (NIOSH) and, in order to be used by health workers, an approval by the FDA. After the COVID-19 outbreak, several EUAS
regarding FFRs allowed the use of non-NIOSH approved FFRs “where the devices are evaluated using methods similar to those
used by NIOSH and are expected to provide adequate protection for healthcare personnel.” (D’Alessandro, Powers & Krah, 2020).
To be imported without NIOSH approval, FFRs must meet one of the following three criteria.™

1. FFRs meeting the performance standard, and acceptable product classifications defined in six countries (Australia, Brazil,
the European Union, Japan, the Republic of Korea and Mexico)

2. Disposable FFRs that conform to regulations of the European Union, as evidenced by a Conformite Européenne (CE) mark,
and the CE mark has been authenticated and verified by FDA

3. Disposable FFRs that are manufactured by entities that hold one or more NIOSH approvals, have been verified by FDA for
FFRs and that are produced by the NIOSH approval holder in accordance with the applicable standards of authorization
in another country (Food and Drug Administration, 2020).

The United States complemented the Emergency Use Authorizations with authorization of importers or manufacturers, as well as
market surveillance and monitoring such as random sampling and filtration efficiency performance testing upon importation into
the country.

In addition, the FDA issued Emergency Use Authorizations dedicated to products manufactured in China. The Emergency Use
Authorization system is similar but imposes stricter complementary requirements such as additional validation and reviews on
importer or manufacturer. The FDA has listed authorized products for import on its website.?

(i) Kenya Emergency and Compassionate Use Authorization — Temporarily equivalence vis-a-vis Australia, Brazil,
Canada, the European Union, Japan, South Africa, the United States and ISO

Pursuant to the Public Health Act, Kenya’s Cabinet Secretary of Health declared the COVID-19 a public health emergency.
Consequently, based on the Pharmacy and Poisons Act and amended by the Health Laws (Amendment) Act, the Pharmacy and
Poison Board established the system of Emergency and Compassionate Use Authorization through the Guidelines for Emergency
and Compassionate Use Authorization of Health Products and Health Technologies on April 20 and started the authorization of
COVID-19 testing kits through the Requirements for Emergency Use Authorisation of COVID-19 Rapid Test Kits.

The Requirements asked the authorization applicants of COVID-19 Rapid Test Kits to submit the following.

1. Evidence of pre-market approval or registration in one of the six jurisdictions (South Africa, Australia, Brazil, Canada, the
European Union, Japan and the United States);

2. Certificate of free sale confirming that the kits are legally sold and approved by the regulatory authority from the country
of origin; and

3. Evidence of ISO 13485:2016 certification of the original manufacturer (Pharmacy and Poisons Board, Ministry of Health,
Kenya, 2020).

The Guidelines stated that the Emergency and Compassionate Use Authorization shall terminate when the Cabinet secretary,
Ministry of Health and the National Security Council or the Pharmacy and Poisons Board declare the end of public health emergency
(Pharmacy and Poisons Board, Ministry of Health, Kenya, 2020).
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Appendix 7: Summary of country practices of adopting measures for regulatory cooperation (cont.)

(iii) Brazil ANVISA Resolutions — Temporarily equivalence vis-a-vis the European Union, PIC/S, MDSAP, IMDRF, ISO and
WHO

Brazil declared the Public Health Emergency of National Importance through Act No. 188/GM/MS on 4 February 2020. Then,
the Brazil's National Health Surveillance Agency, ANVISA issued a series of resolutions from March, which eased standards and
conformity assessments to facilitate the supply of medical goods.

1. Resolution No. 346 of 12 March 2020: ANVISA eased the GMP Certification of Active Pharmaceutical Ingredients,
medicines and healthcare products by accepting information received directly from other 50 foreign countries’ regulators
that participate in PIC/S or MDSAP.2' The GMP certification granted based on foreign regulators’ information is valid for
two years since the date of publication and the resolution is valid for 180 days (National Health Surveillance Agency,
Ministry of Health, Brazil, 2020a)

2. Resolution No. 349 of 19 March 2020: ANVISA adopted three relaxed measures with respect to the registration of
protection equipment, medical equipment and other medical devices identified as strategic. Firstly, manufacturers’
declaration that the products are regulated and marketed in the jurisdiction of 10 member countries of the IMDRF
could replace a proof of registration.?> Moreover, the MDSAP Quality Management System or ISO Quality Management
System Certification 13485 could replace ANVISA's GMP Certification. Lastly, these products were exempt from Brazilian
Compliance Assessment System certification. The registration granted under this resolution is valid for one year since the
date of publication and the resolution is valid for 180 days (National Health Surveillance Agency, Ministry of Health, Brazil,
20200).

3. Resolution No. 379 of 30 April 2020: ANVISA allowed import of novel and thus not-yet registered individual protection
equipment, pulmonary ventilators and other medical devices, if they were regulated and marketed in the jurisdiction of a
member of IMDRF. Moreover, the hospital garments needed to meet technical standards including ABNT NBR ISO 13688:
2017 — Protective clothing — General requirements, which is identical to ISO 13688:2013. The imported products were
also subject to quality monitoring and a traceability requirement. The resolution is valid for 180 days (National Health
Surveillance Agency, Ministry of Health, Brazil, 2020c).

4. Resolution No. 392 of 26 May 2020: After notification of ANVISA and as an exception, third party audit reports carried
out by the European Directorate for the Quality of Medicines, WHO and members of PIC/S could replace on-side audits
of suppliers for Good Practices. The resolution is valid until the Ministry of Health recognizes the end of the emergency
situation (National Health Surveillance Agency, Ministry of Health, Brazil, 2020d).

iv) Canada Interim Orders — Temporary equivalence vis-a-vis China, the European Union, IEC and I1SO

Pursuant to the Food and Drugs Act, Canada’s Ministry of Health passed two Interim Orders, namely, the Interim Order Respecting
the Importation and Sale of Medical Devices for Use in Relation to COVID-19 on 18 March 2020 and the Interim Order Respecting
Drugs, Medical Devices and Foods for a Special Dietary Purpose in Relation to COVID-19 on 30 March 2020 (Ministry of Health,
(Canada, 2020).

According to these Interim Orders, certain medical products that meet “similar high quality and manufacturing standards to
those required for Canadian approved products” could be eligible for exceptional importation and sale for a limited period of time,
even though they may not fully meet regulatory requirements to be imported and sold in Canada (Health Canada, 2020a). Health
Canada under the Ministry of Health made reference to internationally recognized specification, or authorization or registration
in other jurisdictions where the regulatory frameworks and quality assurances are similar. For example, KN95 or medical FFP2
respirators that meet Chinese or European standards or ventilators that meet IEC, ISO or European standards (Health Canada
2020b). Also, disinfectants and hand sanitizers authorized or registered in other jurisdictions could be imported even if they did
not meet bilingual labelling and packaging (Health Canada, 2020c). Complementary measures were taken together to monitor the
post-market safety and effectiveness of the goods related to COVID-19 (Ministry of Health, Canada, 2020).

Health Canada tended to keep their list of quality and manufacturing standards open by stating ‘for example’, ‘may include’, ‘this
list of standards is not exclusive’, etc. (Health Canada, 2020a). It contrasted to the United States’ case of EUA criteria 1 and 2
where the FDA set an exhaustive list of recognized foreign standards.

Moreover, science-based approaches played a key role. For example, Health Canada conducted scientific review to authorize
testing devices and PPE for medical purposes or to set requirements of ethanol sources to produce hand sanitizer. Especially for
medical devices, Health Canada relied on the data such as scientific evidence provided by the National Microbiology Laboratory
and provincial public health and laboratory partners.

Besides, the Interim Order on 30 March established a notification system to prepare for the shortage of medical devices. It required
manufacturers of medical devices to notify the Minister of Health about shortages of those medical devices “within five days of
becoming aware of a shortage in progress or of an anticipated shortage” (Ministry of Health, Canada, 2020).
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(v) Switzerland Ordinance 3 — Temporary equivalence vis-a-vis China, the European Union, the United States and WHO

The Swiss Federal Council issued the Ordinance on Measures to Combat the Coronavirus on 13 March 2020 pursuant to the
Epidemics Act. The 3rd version of the Ordinance was in force on 22 June and would expire on 13 September 2020 (Swiss Federal
Council, 2020).

According to Articles 21 to 24 of the Ordinance, if no medicinal product is authorised and available in Switzerland, Swissmedic may
allow the temporary import and market entry of an essentially identical medicinal product as a short-term solution. Swissmedic
listed the medicinal products that are allowed to import and place on the market (Swissmedic, 2020).

With respect to medical devices, conformity assessment procedures prescribed in other Swiss Ordinances were temporarily
exempted and replaced with proofs of conformity such as below.

1. Demonstration of conformity with the essential requirements, including:

a. Demonstration of compliance with the applicable (harmonised) medical device-specific (EN) ISO standards
(e.g. EN 14683 for surgical masks);

b. Demonstration of efficacy and performance of the device (e.g. EN 13612 for performance evaluation of in vitro
diagnostic medical devices).

2. Demonstration of certification of the manufacturer’s quality management system;

3. Demonstration of any authorisations in other non-European countries (e.g. the United States, China) (Swissmedic,
2020)

(vi) The European Union Commission Recommendation (EU) 2020/403 — Temporary equivalence vis-a-vis WHO

CE Marking is a manufacturer’s claim that products including medical products meet safety and performance requirements
specified under relevant European Directives. Regulation (EU) 2016/425 (PPE) stipulates that “Before placing PPE on the market,
(... importers) shall ensure that (...) that the PPE bears the CE marking and is accompanied by the required documents, (...).”
Likewise, Regulation (EU) 2017/745 (Medical Devices) states that “In order to place a device on the market, importers shall
verify that: (a) the device has been CE marked and that the EU declaration of conformity of the device (with all relevant EU-wide
requirements) has been drawn up.”

However, the Commission Recommendation (EU) 2020/403 of 13 March 2020 on conformity assessment and market surveillance
procedures was released within the context of the COVID-19. It eliminated this requirement to ensure that the member States can
purchase essential medical products that are manufactured in accordance with WHO guidelines, even if they do not bear the CE
mark, for a limited period of time (The European Commission, 2020).

“Where market surveillance authorities find that PPE or medical devices ensure an adequate level of health and safety in
accordance with the essential requirements laid down in Regulation (EU) 2016/425 or the requirements of Directive 93/42/EEC
or Regulation (EU) 2017/745, even though the conformity assessment procedures, including the affixing of CE marking have not
been fully finalised according to the harmonised rules, they may authorise the making available of these products on the Union
market for a limited period of time and while the necessary procedures are being carried out (The European Commission, 2020).”

(i) Uganda Standards — Harmonization vis-a-vis the European Union and I1SO

Uganda National Bureau of Standards (UNBS) issued standards for face masks on 12 May 2020 (Uganda Gazette, 2020). Among
them, five standards (US ISO 6940:2004; US ISO 13934-2:2014; US ISO 11737-1:2018; US ISO 2859-1:1999; and US ISO
22609:2004) were based on ISO standards. Despite the name, they concerned ‘conformity assessments’, specifically, test
methods of face masks to assure quality of standards. Two standards (US EN 149:2001+A1; and US EN 14683:2019+AC:2019)
were an adoption of European standards and concerned specification ‘standards’ of respiratory protective devices and medical
face masks. On the same day, UNBS initiated a procedure to make the first two harmonized standards mandatory (Uganda Gazette,
2020). Also, on 28 May, UNBS informed all importers through a public notice that the mandatory respiratory protective devices and
medical face masks standards shall apply to all shipments (Uganda National Bureau of Standards, 2020).
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(i) Kuwait Standards — Harmonization vis-a-vis the United Kingdom and ISO

Between 14 and 27 April, Kuwait Standard and Metrology Department of the Public Authority for Industry adopted 15 new
standards under license from ISO or the British Standards Institution. Six standards that were an adoption of the ISO standards
concern both ‘standards’ and ‘conformity assessments’, particularly test methods and labelling symbols, of respiratory protective
devices, medical face masks, medical devices, etc. Similarly, nine documents that were an adoption of the British standards
concern both aspects of respiratory protective devices, chemical disinfectants and antiseptics, and medical face masks (Kuwait
WTO TBT Notifications, 2020).

(iii) Namibia Standards — Harmonization vis-a-vis South Africa and WHO

Pursuant to the Standards Act, Namibia replaced outdated standards on medical supplies through the government gazette
n0.7186 on 21 April 2020 (Namibian Standards Institution, 2020). Namibia has used harmonized standards with South Africa
since before the COVID pandemic. In the same vein, resulting five standards (NAMS/SANS 1853:2020; NAMS/SANS 490:2020;
DNAMS/SANS 1866-1:2020; NAMS/SANS 1866-2:2020; and NAMS/SANS 10220:2020) were an adoption of South African
standards. The revision was mainly to ensure the safety and quality of concerned products during the pandemic. One standard
(NAMS/SANS 490:2020) refers to the requirements of the WHO Recommendations for ethanol and/or isopropyl alcohol content
and alcohol identification (Namibia WTO TBT Notification 2020).
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