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O V E R V IE W

/ A bstract

O n 2 A pril 2026 the U nited S tates invoked S ection 232 of the Trade E xpansion A ct of 1962 to im pose tariffs of up to 

100%  on im ported patented pharm aceuticals, their active pharm aceutical ingredients (A P Is) and key starting 

m aterials. The m easure becam e fully applicable to all im porters on 29 S eptem ber 2026. It operates alongside tw o 

com pany-level instrum ents: m ost-favoured-nation (M FN ) drug pricing agreem ents negotiated w ith the D epartm ent 

of H ealth and H um an S ervices, and onshoring agreem ents negotiated w ith the D epartm ent of C om m erce. This paper 

exam ines how  the three instrum ents, taken together, affect C anadian and particularly Q uebec contract research 

organizations (C R O s) and contract developm ent and m anufacturing organizations (C D M O s), now  and over the period 

to 2030.

W e find that the im m ediate, direct im pact on the 

sector is narrow er than the headline 100%  rate 

suggests, because generics, clinical and research 

m aterials, products of com panies holding M FN  and 

onshoring agreem ents, and certain specialty 

products are exem pt or zero-rated. H ow ever, C anada 

obtained none of the preferential treatm ent granted 

to the E uropean U nion, Japan, S outh K orea, 

S w itzerland or the U nited K ingdom , and the U .S . rule 

that a drug’s origin follow s its A P I places C anadian 

A P I producers in the m ost exposed position. M ore 

im portantly, the com bination of tariffs w ith M FN 

and onshoring com m itm ents is redirecting future 

com m ercial m anufacturing tow ard the U nited 

S tates and is m aking C anada, a reference country in 

the U .S . M FN  basket, a low er-priority launch m arket. 

These forces threaten the com m ercial pipeline on 

w hich the C D M O  business m odel depends and, 

indirectly, the siting of late-phase clinical trials. 

G eneric m anufacturing faces the m ost severe 

structural risk: an announced, though not yet 

enacted, schedule of 100%  tariffs from  A ugust 2028 

rising to 200%  in 2029 w ould be prohibitive for a low -

m argin sector that accounts for m ost C anadian drug 

exports to the U nited S tates.
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K E Y  FIN D IN G S

/ K ey findings

01 C anada faces the default 100%  S ection 232 rate on covered patented 

pharm aceuticals, w ith no C U S M A  exem ption and no negotiated reduced rate, 

unlike the E U , Japan, S outh K orea and S w itzerland (15% ) and the U nited 

K ingdom  (0% ).

02 B ecause U .S . custom s practice treats the country of the A P I as the origin of a 

finished drug, a Q uebec fill-finish C D M O  using U .S . or E U  A P I m ay face 0%  or 

15% , w hile C anadian-m ade A P I carries the full 100%  rate w herever it is finished.

03 C R O s are largely shielded from  direct effects: services are not goods, and 

im ports used solely for clinical trials, research and developm ent are zero-rated. 

Their exposure is indirect, through the relocation of com m ercial m anufacturing 

and the deprioritization of C anada as a launch m arket.

04 The zero rate enjoyed by large pharm aceutical com panies w ith M FN  and 

onshoring agreem ents is a transition period rather than a shelter: it expires 

on 20 January 2029 and is conditional on audited com m itm ents to increase 

U .S . production.

05 M FN  pricing, w hich benchm arks U .S . prices against a basket that includes 

C anada, creates incentives to delay or forgo C anadian launches; industry 

surveys report cancelled and delayed launches in 2026, although C anadian 

regulators had not yet observed the effect in their statistics.

06 G enerics, currently exem pt and representing roughly four-fifths of C anadian-

m ade drugs exported to the U nited S tates, face an announced 100%  tariff from 

A ugust 2028 and 200%  from  A ugust 2029. R eshoring tim elines of five to ten 

years m ake this schedule im possible to m eet through new  construction.

07 C anada’s m ost plausible path to tariff relief m ay run through drug-pricing 

concessions of the kind m ade by the U nited K ingdom , placing the interests of 

Q uebec’s life sciences sector and its public drug budget in tension.

K E Y  TA K E A W A Y

The com bination of tariffs w ith M FN  and onshoring com m itm ents 

is redirecting future com m ercial m anufacturing tow ard the 

U nited S tates.
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S E C TIO N  1

/ 1. Introduction

M edicines w ere historically spared from  tariffs on 

public health grounds. That norm  ended in 2026. 

Follow ing an investigation launched in A pril 2025, 

the U .S . adm inistration concluded that reliance on 

im ported patented pharm aceuticals and their 

ingredients threatens national security, and im posed 

a tiered tariff regim e under P roclam ation 11020 [1][2]. 

C anada had argued in its subm ission to the 

investigation that its exports reinforce, rather than 

im pair, N orth A m erican supply security [35]. The 

argum ent did not secure an exem ption.

The pharm aceutical industry in C anada represents 

roughly C $74 billion in revenue and 81,000 jobs [35]. 

C anadian pharm aceutical exports reached 

approxim ately C $14.5 billion in 2025, about 70%  of 

w hich w ent to the U nited S tates, according to federal 

data reported in the press [27]. M ontreal, Laval and 

the broader Q uebec ecosystem  host a dense 

netw ork of C R O s and C D M O s serving international 

sponsors across early-phase clinical research, 

bioanalysis, process developm ent, sterile 

m anufacturing, biologics and advanced therapies.

This paper asks how  the U .S . m easures affect these 

organizations. It proceeds in eight parts: the U .S . 

policy fram ew ork; C anada’s specific position; the 

rules of origin that determ ine actual exposure; a 

segm ent-by-segm ent assessm ent; the com bined 

effect of tariffs w ith M FN  pricing and onshoring; the 

particular threat to generic production; an outlook to 

2030 w ith scenarios; and strategic im plications for 

firm s and policym akers.

C $74B
P harm aceutical industry revenue in C anada

81,000
Jobs in C anada’s pharm aceutical industry

C $14.5B
C anadian pharm aceutical exports, 2025

~70%
S hare of those exports bound for the U nited 

S tates
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S E C TIO N  2 / 2. The U .S . policy fram ew ork

Table 1. S ection 232 pharm aceutical rate structure (as of O ctober 2026)

C A TE G O R Y

A D D ITIO N A L 

R A TE C O N D ITIO N S  A N D  D U R A TIO N

D efault: covered patented drugs, A P Is, key starting m aterials 100% A pplies absent any other pathw ay; includes products of C anada

P roducts of the E U , Japan, S outh K orea, S w itzerland, 

Liechtenstein

15% Total rate inclusive of ordinary duty

P roducts of the U nited K ingdom 0% U nder the U .S .-U K  pharm aceutical pricing arrangem ent, effective 31 July 2026

C om pany w ith approved onshoring plan 20% R ises to 100%  on 2 A pril 2030

C om pany w ith onshoring plan and M FN  pricing agreem ent 0% U ntil 20 January 2029

G eneric pharm aceuticals, biosim ilars and their ingredients 0% E xcluded at this tim e; C om m erce review  due w ithin one year of the proclam ation

S pecialty products (orphan, cell and gene therapy, A D C s, 

plasm a-derived, nuclear m edicine, fertility, C B R N 

counterm easures, anim al health)

0% O nly if from  an eligible jurisdiction or approved for an urgent U .S . health need

U .S .-origin products, including U .S . A P I packaged in dosage 

form  abroad

0% O rigin docum entation required

A rticles used solely for clinical trials, R & D  or non-com m ercial 

purposes

0% H eading 9903.04.70, effective 29 S eptem ber 2026

S ources: P roclam ation 11020 and C B P  and C om m erce im plem enting guidance as sum m arized in [2], [3] and [4].
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2.1 The S ection 232 tariff regim e

P roclam ation 11020 im poses a default 100%  ad 

valorem  duty on patented pharm aceutical articles 

listed in its A nnex I, together w ith the A P Is and key 

starting m aterials used to m ake them . D uties began 

on 31 July 2026 for the products of seventeen large 

com panies nam ed in A nnex III and on 29 S eptem ber 

2026 for all other im porters [2][3]. W here m ore than 

one rate could apply, the low est governs. E xcipients 

and inactive ingredients are not treated as 

pharm aceutical articles [2].

The 100%  figure is a ceiling rather than a uniform 

rate. A ctual exposure depends on the product, the 

country of origin and the com m ercial agreem ents 

held by the com pany concerned. Table 1 sum m arizes 

the structure.

Three operational features m atter for contract 

organizations. First, duty draw back is expressly 

available, so duties can be recovered w hen im ported 

goods are re-exported or destroyed; unlike m ost 

earlier S ection 232 actions, this preserves a relief 

valve for globally distributed products, although 

substitution draw back does not extend to exports to 

C anada or M exico [3][34]. S econd, the ability to use 

U .S . foreign trade zones to lock in favourable status is 

restricted [3]. Third, for goods eligible for free-trade-

agreem ent preferences, the S ection 232 duty is 

collected in addition to the preferential rate [2].

2.2 M ost-favoured-nation pricing 

agreem ents

M FN  agreem ents are voluntary, com pany-level 

com m itm ents to align U .S . drug prices w ith those 

paid in other high-incom e countries. U nder the 

fram ew ork described by the W hite H ouse C ouncil of 

E conom ic A dvisers, signatories com m it to launch all 

new  m edicines in the U nited S tates at prices 

com parable to those in a reference group, and the 

policy is explicitly designed to com bine low er U .S . 

prices w ith higher prices elsew here [13]. The 

benchm ark is the second-low est price w ithin a 

basket of eight countries: C anada, D enm ark, France, 

G erm any, Italy, Japan, S w itzerland and the U nited 

K ingdom  [14].

B y S eptem ber 2026, the adm inistration had 

extended the fram ew ork to all state M edicaid 

program s and reached pricing agreem ents w ith 26 

m anufacturers representing roughly 89%  of the 

branded drug m arket [15]. The C ouncil of E conom ic 

A dvisers projects U S $529 billion in U .S . savings over 

ten years and expects m ost m akers of sole-source 

brand drugs to sign sim ilar agreem ents [13].
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2.3 O nshoring agreem ents

C om m erce opened a com pany-specific application 

process for onshoring agreem ents in M ay 2026 [10]. 

A pplicants m ust subm it detailed, m ulti-year plans to 

m ove production of patented products, A P Is and 

upstream  ingredients to the U nited S tates, including 

the percentage of U .S . production, capital 

expenditure and tim elines, and m ust identify the 

parts of their patented portfolio they do not 

intend to onshore [10][12].

A pproved com panies file audited progress reports at 

least sem i-annually; relief applies only to the 

products and im porters nam ed in the approval; and 

m isrepresentation m ay lead to retroactive 

reim position of tariffs [11][12].

M FN  P R IC IN G  A T A  G LA N C E

26
M anufacturers w ith 

M FN  pricing 

agreem ents by 

S eptem ber 2026

~89%
S hare of the branded 

drug m arket they 

represent

U S $529B
P rojected U .S . savings 

over ten years

8
C ountries in the 

reference basket, 

C anada included

O N E  S Y S TE M , TH R E E  IN S TR U M E N TS

The tariff is the penalty; onshoring and M FN 

com m itm ents are the price of avoiding it.

C om bined, the three instrum ents form  a single system . A  com pany w ith both 

agreem ents pays nothing until January 2029, but only by com m itting to 

produce m ore in the U nited S tates and to price globally in a w ay that lim its 

the influence of low -price m arkets on U .S . revenue.
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2. TH E  U .S . P O LIC Y  FR A M E W O R K  · C O N TIN U E D

2.4 R elated m easures

S everal parallel m easures shape the environm ent. A  U .S . S ection 301 duty of 10%  or 

12.5%  on products of sixty econom ies, linked to forced-labour im port practices, took 

effect on 24 July 2026; C U S M A -com pliant C anadian goods are exem pt [5][6]. A 

separate 50%  tariff on a range of C anadian products under S ection 338 of the Tariff 

A ct of 1930 took effect on 22 A ugust 2026; products subject to S ection 232, 

including patented pharm aceuticals, w ere excluded from  it [9][5]. Finally, on 21 July 

2026 the P resident announced that im ported generic drugs w ould rem ain tariff-

free for tw o years from  1 A ugust 2026, then face 100%  for one year from  A ugust 

2028 and 200%  thereafter; a W hite H ouse official indicated that S ection 232 w ould 

be the legal basis, but no proclam ation had been issued as of this w riting [20][24].

S ection 232 rate on covered patented pharm aceuticals, by origin

C anada 100%

E U , Japan, S outh K orea, 

S w itzerland
15%

U nited K ingdom 0%

A dditional rate absent com pany-level agreem ents or product exem ptions. C anada has no 

C U S M A  exem ption.

S E C TIO N  3

/ 3. C anada’s position

C anada’s treatm ent is distinctive in three respects. First, there is no C U S M A 

exem ption from  the pharm aceutical tariff: a C anadian m edicine can satisfy N orth 

A m erican rules of origin and still be fully dutiable [5][27]. S econd, C anada w as not 

am ong the jurisdictions granted the 15%  rate, nor did it secure an arrangem ent 

com parable to the U nited K ingdom ’s 0%  [2][27]. Third, C anada does not appear on 

the list of jurisdictions eligible for the 0%  specialty-product rate, w hich includes the 

E U , the U nited K ingdom , Japan, S outh K orea, S w itzerland, India, Taiw an and others 

[2]. C anadian-origin specialty products m ust therefore seek relief product by 

product under the urgent-health-need procedure.

C anada-U .S . negotiations failed to produce an agreem ent in A ugust 2026 [29], and 

Q uebec’s ow n budget projections assum e a new  equilibrium  characterized by 

persistent tariffs [31]. C anada’s pharm aceutical exposure is nonetheless uneven. 

B efore the proclam ation, analysts noted that the im pact w ould hinge on the 

treatm ent of generics, w hich m ake up about 79%  of C anadian drug exports to 

the U nited S tates [28][21]. The generic exclusion has, for now , lim ited the dam age.
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S E C TIO N  4

/ 4. R ules of origin: w hy the A P I m atters m ost

The S ection 232 rate depends on the country of 

origin of the im ported article, and that 

determ ination follow s U .S . custom s rules rather than 

C U S M A  rules [6]. For pharm aceuticals, U .S . C ustom s 

and B order P rotection (C B P ) has long held that 

converting a bulk A P I into finished dosage form , 

w hether by tableting, encapsulating or otherw ise 

dividing it into doses, does not substantially 

transform  the product; origin generally follow s the 

A P I [7][8]. C B P  has recognized substantial 

transform ation only in fact-specific cases involving 

chem ically com plex processing, such as com bining 

tw o A P Is into a new  therapeutic product [7].

For C anadian contract m anufacturers this rule is 

decisive. Table 2 illustrates the effect on a patented, 

single-A P I finished product m anufactured 

in Q uebec.

Table 2. Likely S ection 232 treatm ent of a patented finished drug m anufactured in Q uebec, by A P I source

A P I S O U R C E LIK E LY  O R IG IN  FO R  S E C TIO N  232 LIK E LY  A D D ITIO N A L R A TE

U nited S tates U nited S tates 0% (U .S .-origin A P I in dosage 

form )

E U , S w itzerland, Japan, S outh K orea C ountry of A P I 15%

U nited K ingdom U nited K ingdom 0%

C anada C anada 100% (default)

India, C hina or other non-preferred countries C ountry of A P I 100% (default)

Illustrative only, absent com pany-level agreem ents or product exem ptions. M ulti-A P I and com plex products m ay differ and m ay w arrant a 

C B P  ruling.

TH E  P A R A D O X The m ost vertically integrated C anadian operation, one that m akes both the A P I and the finished product, is the m ost exposed, w hile a 

firm  finishing im ported U .S . or E U  A P I m ay be largely shielded. C anadian A P I and interm ediate producers carry their C anadian origin, and 

the default rate, into every product m ade from  their output, w herever it is finished. A nalysts expect origin to be a focus of C B P  enforcem ent 

given the large rate differentials [7].
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S E C TIO N  5

/ 5. E xposure by segm ent
E xposure depends less on geography than on business m odel. 

Table 3 sum m arizes our assessm ent.

Table 3. E xposure of C anadian and Q uebec contract organizations, by segm ent

S E G M E N T E X P O S U R E  N O W  (2026-2027) E X P O S U R E  2028 A N D  B E Y O N D

C R O  services (P hase I, bioanalysis, clinical operations) LO W  S ervices are not goods; trial supplies are zero-rated LO W  D IR E C T M E D IU M  IN D IR E C T

C linical-stage C D M O  (process developm ent, clinical 

batches)

LO W  C linical and R & D  heading at 0% H IG H C lients select com m ercial sites elsew here

C om m ercial C D M O , patented products, large pharm a 

clients

LO W  C lient agreem ents give 0% M E D IU M  TO  H IG H Zero rate expires January 2029

C om m ercial C D M O , patented products, sm all and m id-

size biotech clients

H IG H 100%  default H IG H

C anadian A P I and key starting m aterial producers 

(patented)

V E R Y  H IG H C anadian origin m eans 100% V E R Y  H IG H

S pecialty m odalities (A D C s, cell and gene therapy, 

orphan)

M E D IU M C anada not an eligible jurisdiction M E D IU M

G eneric finished dose and generic C D M O LO W  P ossibly advantaged (see S ection 7) V E R Y  H IG H If the 2028 schedule is enacted

E xposure scale LO W M E D IU M H IG H V E R Y  H IG H
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5.1 C ontract research organizations

C R O  revenue is predom inantly derived from  services, 

w hich are not subject to custom s duties. M aterials 

im ported solely for clinical trials, research and 

developm ent or other non-com m ercial purposes are 

zero-rated under a heading added in S eptem ber 

2026, and investigational products that are not yet 

approved generally fall outside the definition of a 

covered patented article in any case [2][26]. Logistics 

providers serving clinical research have concluded 

that im porters of investigational products are 

unlikely to be affected.

The exposure of C R O s is therefore second-order. 

C hem istry, m anufacturing and controls (C M C ) w ork, 

stability program s and release testing tend to follow 

com m ercial m anufacturing: w hen a sponsor 

relocates com m ercial supply to the U nited S tates, 

associated analytical w ork often m oves w ith it. 

S ponsors facing M FN  price com pression and tariff 

costs are also likely to tighten research budgets, and 

outsourced spending is typically the first to be cut. 

Finally, as discussed in S ection 6.2, the 

deprioritization of C anada as a launch m arket m ay 

erode C anada’s share of late-phase trials. E arly-

phase clinical research and bioanalysis, w hich are 

chosen on cost, speed and expertise rather than 

launch strategy, rem ain com paratively resilient. U .S . 

pressure on C hinese contract providers m ay also 

direct som e sponsors tow ard trusted N orth 

A m erican alternatives.

5.2 C linical-stage C D M O s and the 

pipeline effect

The typical C D M O  grow th m odel involves w inning 

clients at the clinical stage and follow ing them  into 

com m ercial supply, w here volum es and m argins are 

highest. The current regim e leaves the clinical 

stage untouched w hile steering the com m ercial 

stage aw ay from  C anada. A  sponsor w ithout a U .S . 

agreem ent choosing a com m ercial site for U .S . 

supply faces roughly 100%  for C anada, 15%  for an E U 

site and 0%  for a U .S . or U K  site. P roxim ity, cost 

com petitiveness, regulatory track record and talent, 

C anada’s traditional advantages, cannot offset a 

differential of that m agnitude.

The consequences are unlikely to appear in current 

revenue. They w ill appear in the 2027-2029 order 

book, through earlier exercise of technology-transfer 

clauses, dem ands for U .S . dual sourcing and pressure 

to share duty costs. B iotech com panies have been 

advised to review  im porter-of-record and duty-

allocation provisions in their C D M O  and supply 

agreem ents [26].
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5.3 C om m ercial C D M O s

For com m ercial m anufacturers, exposure is determ ined 

by client status. C om panies holding both M FN  and 

onshoring agreem ents, including the seventeen nam ed in 

A nnex III and nine others, are exem pt until 20 January 

2029 [5][37]. V olum e produced in Q uebec for these clients 

is currently protected. S m all and m id-size biotech 

sponsors w ithout agreem ents, by contrast, face the 

default rate on C anadian-origin product and have little 

leverage to negotiate com pany-specific relief. E xposure is 

thus concentrated precisely in the em erging-com pany 

segm ent that m any Q uebec C D M O s target.

5.4 A P I and key starting m aterial producers

A s explained in S ection 4, C anadian producers of A P Is 

and key starting m aterials for patented products are 

the m ost exposed group in the sector. Their output 

confers C anadian origin on dow nstream  products 

w herever those are finished, and therefore attracts the 

default rate unless the purchasing com pany holds an 

agreem ent. A  negotiated C anadian rate w ould benefit this 

group m ore than any other.

5.5 S pecialty m odalities

Q uebec has built capabilities in antibody-drug conjugates, 

rare diseases and cell and gene therapy; a M ontreal-based 

cell-therapy C D M O , for exam ple, has m anufactured 

clinical product for E uropean sites [36]. These categories 

qualify for a 0%  rate only w hen they originate from  an 

eligible jurisdiction or m eet an urgent U .S . health need [2]. 

B ecause C anada is not on the eligible list, C anadian-

origin com m ercial specialty products m ust pursue 

single-product applications to C om m erce, a burden that 

com petitors in the E U , the U nited K ingdom  or Japan do 

not bear.

“
E xposure is concentrated 

precisely in the em erging-

com pany segm ent that 

m any Q uebec C D M O s 

target.

Laurent Lecanu

H E A D  O F LIFE  S C IE N C E 

C LU S TE R  N O R TH  A M E R IC A 

— LE Y TO N
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S E C TIO N  6

/ 6. The com bined effect of tariffs, 

M FN  pricing and onshoring

The tariff alone understates the challenge. C om bined w ith M FN  pricing and 

onshoring com m itm ents, it affects C anadian contract organizations through tw o 

channels sim ultaneously: w here m edicines are m ade, and w here they are 

launched and studied.

6.1 The m anufacturing channel

The zero rate is a transition, not a shelter.

A  Q uebec C D M O  producing for a client w ith both agreem ents pays no tariff today. 

B ut that client has signed an audited, portfolio-w ide com m itm ent to raise the 

share of U .S . production [10][11]. E very C anadian contract not on the client’s 

declared list of products that w ill not be onshored is, im plicitly, a candidate for 

m igration. The tariff protects current volum e w hile the agreem ents com m it 

future volum e to the U nited S tates.

U .S . contract m anufacturers are the structural beneficiaries.

C om panies lacking sufficient in-house U .S . capacity are likely to m eet onshoring 

m ilestones in part through U .S . C D M O s, shifting dem and aw ay from  C anadian sites 

even for clients that never pay a tariff. This is an inference; the treatm ent of 

contracted U .S . capacity w ithin specific approved plans has not been published.

The residual portfolio is the com petitive opening.

B ecause com panies m ust declare w hat they w ill not onshore, a residual portfolio 

w ill rem ain abroad. It is likely to include low -volum e and niche products, m ature 

brands approaching patent expiry, com plex m odalities that are difficult to transfer, 

and supply for non-U .S . m arkets. B ecom ing the preferred site for that residual, 

and for ex-U .S . supply, is a realistic strategy for Q uebec C D M O s.

M argin pressure com pounds volum e pressure.

P rojected U .S . savings from  M FN  pricing represent lost revenue for the branded 

industry [13]. The industry typically responds by pressing suppliers on price, 

paym ent term s and risk sharing. A  partial offset is that firm s under cost pressure 

som etim es increase outsourcing to convert fixed costs into variable ones.
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6.2 The launch and trial channel

This channel is specific to M FN  pricing and has no 

counterpart for E U  or Japanese com petitors that 

benefit from  a 15%  tariff. B ecause the U .S . benchm ark 

is the second-low est net price in a basket that 

includes C anada, a low  C anadian price can depress 

U .S . revenue m any tim es larger than the C anadian 

m arket itself [14]. M anufacturers m ay respond by 

seeking higher C anadian prices, reducing discounts, 

or delaying launches in C anada [16].

Industry data suggest the effect has begun. A  survey 

of 31 m em ber com panies conducted for Innovative 

M edicines C anada reported 16 launches cancelled 

and 32 delayed in C anada as a result of M FN  [17], and 

the association’s S eptem ber 2026 pre-budget 

subm ission reported m ore than 30 delays in 2026 

[18]. These figures com e from  an interested party; the 

heads of C anada’s D rug A gency and the pan-

C anadian P harm aceutical A lliance have stated that 

they had not yet seen the effect in their statistics and 

that approvals rem ained historically strong [15].

The relevance for C R O s lies in the link betw een 

launch strategy and trial siting. S ponsors tend to 

place late-phase trials in m arkets w here they intend 

to launch and seek reim bursem ent, and observers 

have noted that M FN  affects clinical trial investm ent 

and launch sequencing as w ell as prices [15]. A 

decline in C anada’s launch priority w ould w eaken 

P hase II and III site selection, affecting Q uebec’s 

hospital research centres and C R O  clinical 

operations. M edicines that are not launched in 

C anada also generate no C anadian com m ercial 

packaging, labelling or release testing, rem oving a 

niche on w hich dom estic contract m anufacturers 

and packagers rely.

R E P O R TE D  LA U N C H  E FFE C TS  IN  C A N A D A

31
M em ber com panies 

surveyed for Innovative 

M edicines C anada

16
Launches cancelled in 

C anada as a result of 

M FN

32
Launches delayed in 

C anada as a result of 

M FN

30+
D elays in 2026, per the 

S eptem ber 2026 pre-

budget subm ission

Industry-association figures [17][18]. C anadian regulators had not 

yet observed the effect in their statistics [15].
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6.3 A  policy collision in C anada

C anadian policy is m oving in the opposite 

direction. N ew  guidelines of the P atented M edicine 

P rices R eview  B oard (P M P R B ), in force since 1 

January 2026, benchm ark C anadian prices against 

eleven countries and exclude the U nited S tates [19]. 

The U .S . Trade R epresentative argued in an A pril 

2026 report that excluding S w itzerland and the 

U nited S tates from  the com parator basket 

undervalues innovative m edicines in C anada [18].

The U nited K ingdom  provides a tem plate for 

resolution. In exchange for its pharm aceutical 

arrangem ent, the U nited K ingdom  agreed to adopt a 

higher cost-effectiveness threshold and to reduce 

the rebate its N ational H ealth S ervice claw s back 

from  m anufacturers [20]; U K  patented products now 

face a 0%  tariff [2]. C anada’s m ost plausible route to 

tariff relief m ay therefore involve pricing 

concessions, such as changes to the P M P R B  basket, 

cost-effectiveness thresholds or national price 

negotiations. S uch concessions w ould support 

C D M O  dem and, A P I producers, launch tim ing and 

trial siting sim ultaneously, but w ould raise costs for 

provincial drug plans. Q uebec, w hich operates its 

ow n universal drug insurance regim e, w ould feel 

this directly. The province’s life sciences sector and 

its drug budget w ould sit on opposite sides of the 

sam e negotiation.

TW O  B A S K E TS , O P P O S ITE  D IR E C TIO N S

8
C ountries in the U .S . 

M FN  basket, C anada 

included

11
C ountries in the 

P M P R B  basket, U .S . 

excluded

“
The province’s life sciences sector 

and its drug budget w ould sit on 

opposite sides of the sam e 

negotiation.

Laurent Lecanu

H E A D  O F LIFE  S C IE N C E  C LU S TE R 

N O R TH  A M E R IC A  — LE Y TO N
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Table 4. C om bined effect of tariffs, onshoring and M FN  pricing, by client type

C LIE N T O R  C O M P A N Y  TY P E TA R IFF TO D A Y O N S H O R IN G  A N D  M FN  E FFE C T N E T E FFE C T O N  C A N A D IA N  C D M O S  A N D  C R O S

Large pharm a w ith both 

agreem ents

0% until January 2029 A udited com m itm ent to raise U .S . production share; 

caution on C anadian launches

G radual erosion of com m ercial volum e; few er C anadian 

launches and trials

M id-size pharm a w ith onshoring 

plan only

20% until 2030 M ust build or contract U .S . capacity Faster m igration; C anada retained m ainly for non-U .S . 

supply

S m all and m id-size biotech w ithout 

agreem ents
100% Lim ited leverage to negotiate C anada unlikely to be chosen for U .S . com m ercial 

supply; clinical w ork unaffected

E U , S w iss or Japanese com pany 

m anufacturing at hom e

15% Little incentive to use a C anadian site C anada loses as an alternative location

G eneric m anufacturers 0% for now M FN  not applicable; 2028 tariff announced S eparate cliff (S ection 7)

Leyton · Life S cience C luster N orth A m erica 17 / 26



Tariffs, P ricing and O nshoring W hite paper O ct. 2026

S E C TIO N  7 / 7. G enerics: the structural threat

7.1 W hy generics m atter

G enerics currently insulate the C anadian sector. 

C anada exported around U S $6.75 billion of 

pharm aceuticals to the U nited S tates in 2023, of 

w hich about 79%  of C anadian-m ade exports w ere 

generics [21]. E xposure is concentrated am ong a few 

large m anufacturers. A potex, the country’s largest 

generic producer, w hich fills roughly one-fifth of 

generic prescriptions in C anada, derived about 46% 

of its fiscal 2026 sales from  the U nited S tates [22], and 

analysts identified it as the m ost exposed generic 

com pany because it has no U .S . m anufacturing [23]. 

In Q uebec, P harm ascience is the principal player and 

has also built a C D M O  unit focused on sterile 

injectables at its C andiac site, so generic and 

contract m anufacturing risks converge w ithin the 

sam e organization [32].

7.2 W hy a generic tariff w ould be 

prohibitive

P atented products carry m argins that can partly 

absorb a duty or that can be protected through 

com pany agreem ents. G enerics operate on thin 

m argins in tender-driven m arkets. E ven a 10-15%  duty 

can render a product uneconom ic; rates of 100% 

and 200%  w ould m ean w ithdraw al from  the U .S . 

m arket, product by product, rather than a higher 

cost of doing business.

7.3 The tim eline problem

A  new  pharm aceutical m anufacturing facility can 

cost up to U S $2 billion and take five to ten years to 

build, according to the U .S . biotechnology industry 

association [26]. C anadian generic m anufacturers 

cannot build their w ay to com pliance by A ugust 

2028. Their realistic options are to acquire or lease 

existing U .S . capacity, to contract w ith U .S . C D M O s 

(diverting volum e from  Q uebec contract 

m anufacturers), or to secure a negotiated C anadian 

carve-out.

G E N E R IC S  B Y  TH E  N U M B E R S

U S $6.75B
C anadian pharm aceutical exports to the U .S . in 

2023

~79%
S hare of C anadian-m ade exports that w ere 

generics

~46%
A potex fiscal 2026 sales derived from  the U .S .

5–10 yrs
To build a new  plant, at up to U S $2 billion

Leyton · Life S cience C luster N orth A m erica 18 / 26



Tariffs, P ricing and O nshoring W hite paper O ct. 2026

7.4 The dom estic supply risk

The m ost serious second-order effect concerns 

C anada’s ow n drug supply. The president of the 

C anadian G eneric P harm aceutical A ssociation has 

w arned that, w ithout access to the U .S . m arket, som e 

C anadian production for the dom estic m arket m ay 

cease to be viable [25]. U .S . volum es underw rite plant 

scale; w ithout them , som e m olecules m anufactured 

in Q uebec for Q uebec patients could becom e 

uneconom ic, raising shortage risks for public drug 

plans and hospital procurem ent. For C anada, the 

generic question is therefore a health-policy issue 

as w ell as a trade issue.

7.5 C anada’s current advantage, and an 

origin tw ist

For the m om ent, C anadian generics m ay hold an 

advantage. The S ection 301 pharm aceutical 

exem ption is built around ingredients rather than 

finished drugs, leaving generic finished products 

from  covered econom ies exposed to the 10-12.5% 

duty [7]. C U S M A -com pliant C anadian goods are 

exem pt from  that duty [6]. B ecause form ulating 

im ported A P I into finished dosage form  typically 

satisfies the applicable C U S M A  rule of origin, a 

qualifying C anadian generic can currently 

undercut com petitors finished in covered 

econom ies. Q ualification should be confirm ed 

product by product.

The advantage has a lim it. For S ection 232 purposes, 

origin follow s the A P I rather than C U S M A  rules. If a 

future generic tariff differentiates by country, a 

C anadian generic m ade w ith Indian or C hinese A P I 

w ould likely be treated as a product of the A P I 

country, and C anadian finishing alone w ould not 

secure any rate C anada negotiates. This strengthens 

the case for N orth A m erican or allied A P I 

supply chains.

B iosim ilars are also currently exem pt. The July 2026 

announcem ent referred only to generics, leaving 

their future treatm ent, and its im plications for 

Q uebec’s biologics am bitions, uncertain.

7.6 U ncertainty

The generic schedule rem ains an announcem ent 

rather than an enforceable instrum ent; it requires a 

proclam ation w ith annexes and tariff classifications 

[24]. C om m erce m ust also advise the P resident 

w ithin one year of the A pril proclam ation on w hether 

to extend tariffs to generics [4]. The schedule could 

be delayed, softened or traded in negotiations. Y et 

the planning horizon for site decisions is long 

enough that the announcem ent is already 

shaping investm ent.
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S E C TIO N  8 / 8. O utlook to 2030

Table 5. K ey dates

29 S eptem ber 

2026

S ection 232 duties apply 

to all im porters

D efault 100%  now  applies 

to non-agreem ent 

com panies

A bout A pril 2027

C om m erce advice on 

extending tariffs to 

generics

First form al signal on the 

generic schedule

1 A ugust 2028

A nnounced start of 100% 

tariff on generics (not yet 

enacted)

P otential loss of U .S . 

generic m arket from 

C anada

20 January 2029

E xpiry of 0%  rate for 

com panies w ith M FN 

and onshoring 

agreem ents; end of 

current U .S . presidential 

term

Large-pharm a protection 

lapses unless extended

A ugust 2029

A nnounced increase of 

generic tariff to 200%

P rohibitive for rem aining 

exports

2 A pril 2030

O nshoring-only rate rises 

from  20%  to 100%

P ressure on m id-size 

com panies to com plete 

U .S . relocation

Three scenarios bracket the outlook.

B A S E  C A S E

The patented regim e persists and the generic tariff 

is form alized, possibly w ith agreem ent-based 

reduced rates. C anadian com m ercial 

m anufacturing for the U .S . m arket contracts 

gradually, w hile firm s pivot tow ard clinical w ork, 

C anadian and E uropean supply, and U .S . footprints.

N E G O TIA TE D  S C E N A R IO

C anada obtains a rate com parable to the E U ’s 15%  or 

better, probably as part of a broader settlem ent that 

m ay include pricing concessions; this is the single 

largest upside variable and w ould particularly 

benefit A P I producers.

E S C A LA TIO N  S C E N A R IO

P harm aceuticals becom e entangled in the w ider 

trade dispute; this appears less likely given U .S . 

supply-security concerns, but cannot be excluded.
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S E C TIO N  9 / 9. S trategic im plications

9.1 For C D M O s

S egm ent the client portfolio by agreem ent 

status (M FN  and onshoring, onshoring only, 

none) and by product origin, and identify w hich 

products appear on clients’ declared lists of 

products that w ill not be onshored.

Favour U .S . or E U  A P I sourcing w here technically 

and com m ercially feasible to reduce the rate 

applicable to U .S .-bound product.

C onsider a U .S . footprint, through partnership or 

acquisition, so that clients can m eet onshoring 

com m itm ents w ithout leaving the relationship.

P osition C anadian sites for ex-U .S . supply, 

com plex residual products and clinical-stage 

w ork, and pursue urgent-health-need 

applications for eligible specialty products.

R evisit supply agreem ents on im porter of 

record, duty allocation, draw back and 

technology transfer.

9.2 For C R O s

E m phasize the zero-rated clinical, research and 

developm ent segm ent and early-phase and 

bioanalytical services, w here C anada’s cost and 

speed advantages persist.

M onitor launch-delay data as a leading indicator 

of late-phase trial siting, and diversify C anadian 

late-phase exposure.

P osition as a trusted, non-C hinese N orth 

A m erican provider.

9.3 For generic m anufacturers and 

their contract partners

P lan for the A ugust 2028 schedule as if it w ill be 

enacted, including U .S . capacity options.

S ecure C U S M A  origin docum entation to 

preserve the current S ection 301 advantage.

B uild the case for dom estic supply security w ith 

federal and Q uebec authorities.
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9.4 For policym akers

Q uebec has deployed liquidity support through the 

FO R C E  program , adm inistered by Investissem ent 

Q uébec for m anufacturers w hose sales are substantially 

reduced by U .S . tariffs of 25%  or m ore [29], and its 

2025-2028 life sciences strategy provides roughly 

C $271.5 m illion, including support for new  production 

capacity [30].

A t the federal level, the principal instrum ent is the 

R egional Tariff R esponse Initiative (R TR I), delivered by 

the regional developm ent agencies, in Q uebec by 

C anada E conom ic D evelopm ent for Q uebec R egions 

(C E D ). A nnounced in M arch 2025 w ith C $450 m illion, the 

program  w as raised to C $1 billion over three years in 

S eptem ber 2025, of w hich C $197 m illion w as allocated to 

Q uebec [38]. B y M ay 2026, C E D  had supported 260 

Q uebec projects w orth m ore than C $179.5 m illion, 

leveraging C $518.1 m illion in total investm ent and 

com m itting nearly all of its available funds; dem and 

under its grant call exceeded the funding available m ore 

than threefold [38]. S ector-specific envelopes follow ed, 

including C $150 m illion for steel, a C $150 m illion food 

security fund and up to C $100 m illion for autom otive 

m anufacturing [38].

Follow ing the breakdow n of C anada-U .S . negotiations, 

the federal governm ent announced on 25 A ugust 2026 

an additional C $1.5 billion for the R TR I as part of a C $7.5 

billion package of m easures for w orkers and businesses, 

bringing the program  to C $3.45 billion over four years. 

E ligible businesses m ay now  receive up to C $3 m illion 

in non-repayable support, com prising up to C $2 m illion 

for liquidity needs and up to C $1 m illion for pivot projects, 

w ith repayable contributions available for larger 

transform ation projects [39]. In Q uebec, eligibility 

generally targets m anufacturing S M E s w ith few er than 

500 em ployees, at least three years of operation and at 

least C $2 m illion in annual revenue, w hich m ust 

dem onstrate concrete tariff im pacts and propose 

projects that im prove productivity, com petitiveness or 

m arket diversification [40].

S U P P O R T P R O G R A M S  A T A  G LA N C E

C $3.45B
R TR I envelope over four years, after the A ugust 

2026 top-up

U p to C $3M
N on-repayable support per eligible business

260
Q uebec projects supported by C E D  by M ay 

2026

C $271.5M
Q uebec life sciences strategy, 2025-2028
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9.4 FO R  P O LIC Y M A K E R S  · C O N TIN U E D

P rogram  m aterials do not single out pharm aceuticals or 

life sciences. S m aller C D M O s and A P I producers w ith 

dem onstrable exposure to the S ection 232 tariff could in 

principle qualify, and the liquidity com ponent is relevant 

to firm s facing lost U .S . com m ercial volum e. H ow ever, 

the S M E  focus excludes the larger generic 

m anufacturers and m ultinational sites m ost exposed to 

the 2028 schedule, and the am ounts available are sm all 

relative to the capital needed to acquire U .S . capacity, re-

source A P Is or absorb a 100-percentage-point duty 

differential. P rovincial and federal m easures can cushion 

firm s but cannot offset the tariff itself. The decisive 

variable is w hether C anada negotiates a preferential 

rate, and on w hat term s. B ecause pricing concessions 

are the m ost likely currency of such a deal, federal and 

provincial authorities face an explicit trade-off betw een 

industrial and health-budget objectives that deserves 

open deliberation, inform ed by sector organizations such 

as M ontréal InV ivo and B IO Q uébec.

S E C TIO N  10

/ 10. C onclusion

The U .S . S ection 232 pharm aceutical tariff, read in 

isolation, has a narrow er im m ediate effect on 

C anadian and Q uebec contract organizations than 

its 100%  headline suggests. R ead together w ith M FN 

pricing and onshoring agreem ents, it represents a 

structural reorientation of w here patented 

m edicines w ill be m ade, launched and studied, 

w ith C anada disadvantaged on each count.

The near-term  risk is concentrated in C anadian A P I 

production and in com m ercial m anufacturing for 

sponsors w ithout U .S . agreem ents. The m edium -

term  risk lies in the erosion of the com m ercial 

pipeline that sustains the C D M O  m odel and, through 

launch deprioritization, in late-phase clinical 

research. The m ost acute structural threat is to 

generic m anufacturing, w here an announced tariff 

schedule, if enacted, w ould collide w ith reshoring 

tim elines that cannot be com pressed.

H ow  C anada chooses to negotiate, and in particular w hether it is 

prepared to trade pricing concessions for tariff relief, w ill shape the 

sector’s trajectory m ore than any single support program .
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S O U R C E S

/ R eferences

N O TE  O N  S O U R C E S  A N D 

LIM ITA TIO N S

This analysis reflects publicly available inform ation as of m id-O ctober 2026. S everal elem ents rem ain fluid: the term s of individual M FN  and 

onshoring agreem ents are largely confidential; the generic tariff has been announced but not enacted; and origin and classification outcom es 

are product-specific. S om e figures, including launch-delay data, originate from  industry associations. The paper does not constitute legal, 

custom s or trade-com pliance advice.
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