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As statewide lockdowns and stay-at-home orders have attempted to slow the rapid rise of 

COVID-19 infections, antitrust enforcers in the United States have relaxed their scrutiny of 

companies collaborating on treatments for this disease. The Antitrust Division of the Department 

of Justice (“the Division”) and the Bureau of Competition of Federal Trade Commission (“the 

Bureau,” and collectively “the Agencies”) have rarely allowed such lenient competitor 

collaboration from large corporations, especially in the pharmaceutical industry. However, the 

global pandemic has put immense pressure on antitrust regulators to assist these drugs 

manufacturers in the race to find a cure.  

On March 24, 2020, the Agencies released their Joint Antitrust Statement Regarding 

COVID-19 (“Joint Statement”).1 This statement stressed the importance of procompetitive 

collaborations in the development of viable remedies for COVID-19. This Article will first 

discuss existing guidance from the Agencies on competitor collaboration and information 

sharing. Next, the Article will explore the Division’s approval of information sharing by 

pharmaceutical giants Eli Lilly and Company, AbCellera Biologics, Amgen, AstraZeneca, 

Genetech, and GlaxoSmithKline (together, the “Companies”), who have already begun to 

collaborate on a leading treatment for COVID-19. Finally, the Article will compare the Joint 

Statement to current antitrust enforcement in the pharmaceutical industry and evaluate the 

temptations alongside developments produced by the Joint Statement. The Article concludes that 
                                                        
1 Dep’t of Justice & Fed. Trade Comm., Joint Antitrust Statement Regarding COVID-19 (Mar. 2020), 
https://www.justice.gov/atr/joint-antitrust-statement-regarding-covid-19 [hereinafter Joint Statement]. 
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the Joint Statement has generally benefitted society by facilitating rapid development and 

production of one of the most promising treatments for COVID-19 to date. 

An Unprecedented Pandemic 

In the face of an unprecedented pandemic, swift changes to preexisting law have become 

readily accepted in order to protect the health of the American people. One area that has seen 

massive changes has been the pharmaceutical industry, where information about the virus can 

now be shared among firms in order to produce effective remedies in record time. The Agencies 

have in the past allowed companies to exchange information and collaborate in ways that do not 

violate antitrust law. However, they recently expanded these allowances in the Joint Statement, 

which addresses competitor collaboration to produce treatments or cures for COVID-19 as 

quickly as possible within the framework of current antitrust law. The Joint Statement provides 

special guidance on antitrust issues including information sharing and competitor collaboration 

within the context of the pandemic. Before COVID-19, the Division’s Business Review Process 

and the Bureau’s Advisory Opinion Process would take several months “to evaluate proposed 

conduct” between businesses. Under the rapidly changing circumstances brought about by the 

pandemic, the Division and the Bureau decided to “respond expeditiously to all COVID-19-

related requests,” especially those addressing public health and safety.2 

The Agencies recognized that individuals and businesses must collaborate in order to 

quickly improve the health and safety of the American people. Drawing on earlier guidance, the 

Agencies reiterated that many types of collaborative activities are consistent with the antitrust 

laws. First, “the Agencies have stated that when firms collaborate on research and development 

                                                        
2 See Joint Statement, supra Note 1. 
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this ‘efficiency-enhancing integration of economic activity’ is typically procompetitive.”3 

Second, the Agencies have expressed that sharing technical know-how, rather than company-

specific data about prices, wages, outputs, or cost, may be “necessary to achieve the 

procompetitive benefits of certain collaborations.”4  Information sharing will be examined 

further on in this article. The Joint Statement, additionally, provides three other examples of 

health and safety responses that are consistent to antitrust law, however, this article will focus on 

the two stated directly above.5 

The Joint Statement also takes care to address demanding circumstances as a result of the 

detrimental effect and spread of this virus. For example, some businesses may need to merge 

their efforts or produce products such as personal protective equipment that they normally do not 

manufacture.6 The Agencies will allow these sorts of joint efforts temporarily during the 

pandemic while the products or supplies are needed.  

While the Joint Statement may relax antitrust laws to expedite production of COVID-19 

therapeutics, the Agencies will not allow private parties to exploit these allowances. If businesses 

attempt to use the coronavirus as cover to take advantage of the market and subvert competition, 

the Agencies will hold them  accountable.7 “In particular, the Division and the Bureau stand 

ready to pursue civil violations of antitrust laws, which include agreements between individuals 

and business to restrain competition through increased prices, lowers wages, decreased output, or 

reduced quality as well as efforts by monopolists to use their market power to engage in 

                                                        
3 Joint Statement, see also Federal Trade Comm’n & U.S. Dep’t of Justice, Antitrust Guidelines for Collaborations 
Among Competitors at 31 (2000). 
4 Joint Statement, see also Michael Bloom, Information Exchange: Be Reasonable, Bureau of Competition (Dec. 
2014), https://www.ftc.gov/news-events/blogs/competition-matters/2014/12/information-exchange-be-reasonable. 
5 Joint Statement, see also Federal Trade Comm’n & U.S. Dep’t of Justice, Statement of Antitrust Enforcement 
Policy in Health Case at 41 (1996); FTC, Enforcement Perspectives on the Noerr-Pennington Doctrine: A FTC Staff 
Report (2006). 
6 Joint Statement. 
7 Id. 



 4 

exclusionary conduct.”8 The Division also noted its willingness  to prosecute any criminal 

violations of antitrust law such as “agreements or conspiracies between individuals or businesses 

to fix prices or wages, rig bids, or allocate markets.”9   

Large pharmaceutical companies like Eli Lilly and Company, AbCellera Biologics, 

Amgen, AstraZeneca, Genetech, and GlaxoSmithKline (together, the “Companies”) have already 

taken advantage of the Joint Statement’s flexibility and leeway on collaboration and information 

sharing guidelines. Before addressing whether the conduct engaged in by these pharmaceutical 

giants falls within the guidelines of the Joint Statement, the next part of this Article will discuss 

the boundaries of information sharing through the general competitor guidelines and a more 

specific statement addressing reasonable information sharing. 

General Guidelines for Collaboration Among Competitors 

Collaboration among competitors includes many more interactions and agreements 

between competitors than information sharing alone. “Competitor collaborations involve one or 

more business activities, such as research and development, production, marketing, distribution, 

sales or purchasing.”10 Additionally, “competitor collaboration” requires an agreement or 

multiple agreements among competitors that will result in an effect in those competitors’ 

economy and market power. When analyzing whether competitor collaboration would be 

unlawful, the Agencies must first decide whether the agreement is per se unlawful11 or unlawful 

under the rule of reason. This section will focus on the rule of reason analysis when it is applied 

to competitor collaboration.  

                                                        
8 See Joint Statement, supra Note 1.  
9 Id. 
10 U.S. Dep’t of Justice & Fed. Trade Comm’n, Antitrust Guidelines for Collaborations Among Competitors (2000) 
[hereinafter DOJ-FTC Collaboration Guidelines], https://www.justice.gov/atr/page/file/1098461/download. 
11 DOJ-FTC Collaboration Guidelines (certain kinds of agreements such as price fixing, are so unlawful that there is 
no need for further investigation). 
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The rule of reason poses the question, “whether the relevant agreement likely harms 

competition by increasing the ability or incentive profitably to raise price above or reduce output, 

quality, service, or innovation below what likely would prevail in the absence of the relevant 

agreement.”12 The Agencies focus solely on the factors listed within the question stated 

immediately above and the “overall competitive effect” based on those factors. The Agencies 

weigh the amount of anticompetitive harm the agreement has created against the benefits from 

the agreement effect outweigh the anticompetitive ones. Under 3.31(a) of the Antitrust 

Guidelines for Collaboration Among Competitors, the Agencies look to the nature of the 

agreement to determine if there is anticompetitive harm.13  “In examining the nature of the 

relevant agreement, the Agencies take into account inferences about business purposes for the 

agreement that can be drawn from objective facts.”14 If anticompetitive harm can be found 

through examining business purpose, then an analysis of market power may not be necessary. 

Otherwise, “a determination of anticompetitive harm may be informed by consideration of 

market power.”15 

When analyzing what relevant market is affected by the collaboration, all markets are 

included “in which the economic integration of the participants’ operations occurs or in which 

the collaboration operates or will operate, and may also include additional markets in which any 

participant is an actual or potential competitor.”16 By determining the market in which this 

collaboration has taken place, the market share and market concentration can be established and 

used then to analyze whether the agreement will “create or increaser market power or facilitate 
                                                        
12 DOJ-FTC Collaboration Guidelines at 3. 
13 DOJ-FTC Collaboration Guidelines §3.31“For example, by limiting independent decision making or combining 
control over or financial interests in production, key assets, or decisions on price, output, or other competitively 
sensitive variable, an agreement may create or increase market power or facilitate its exercise by the collaboration, 
its participants, or both.” 
14 DOJ-FTC Collaboration Guidelines §3.31. 
15 Id. 
16 DOJ-FTC Collaboration Guidelines §3.32. 
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its exercise.”17 Market share refers to the amount of anticompetitive harm that could be created 

in a market if, for example, that company or collaboration begin to restrict their own output.18 

Assessing the market share is only one way to determine the anticompetitive effects that 

collaboration may have. By focusing on the specific information shared between companies, the 

Agencies can determine whether or not the sharing arrangement facilitates anticompetitive 

collusion. 

Reasonable Information Sharing 

Information sharing among competitors has long been encouraged by the Division and 

the Bureau for companies to “gain insights on how to compete more effectively.”19 When 

companies are able to exchange information, they are able to produce more innovative and less 

expensive products that benefit consumers. However, information sharing can lead to collusion 

among companies. Collusion harms consumers and violates antitrust law. So how does a 

company know whether they have violated antitrust laws or properly exchanged information? 

To avoid antitrust violations the companies must make “reasonable” exchanges of 

information.20 When determining whether companies are making “reasonable exchanges of 

information,” one must look at the nature of the information exchange.21 Two questions a 

company should ask before exchanging information would be “whether the purpose or likely 

effect of the exchange is to promote or rather hinder competition, and whether adequate 

                                                        
17 DOJ-FTC Collaboration Guidelines §3.33 “The creation, increase, or facilitation of market power will likely 
increase the ability and incentive profitably to raise price above or reduce output, quality, service, or innovation 
below what likely would prevail in the absence of the relevant agreement.” 
18 DOJ-FTC Collaboration Guidelines §3.33. 
19 Michael Bloom, Information Exchange: Be Reasonable, Bureau of Competition (Dec. 2014), 
https://www.ftc.gov/news-events/blogs/competition-matters/2014/12/information-exchange-be-reasonable. 
20 Id. “Reasonable” referring to not likely to harm competition. 
21 Id. For example, “the sharing of information relating to price, cost, output, customers, or strategic planning is 
more likely to be competitive than the sharing of less competitively sensitive information.” 
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safeguards have been put in place to avoid even the inadvertent ‘chilling’ of competition.”22 Due 

to the ambiguity that “reasonable” may create; the Bureau has outlined a “safety zone23” for 

companies to exchange information without the fear of violating antitrust laws. The safety zone 

includes that “1) the exchange is managed by a third party, like a trade association; 2) the 

information provided by participants is more than three months old; and 3) at five participants 

provide the data underlying each statistic shared, no single provider’s data contributes more than 

25% of the weight of any statistic shared, and the shared statistics are sufficiently aggregated that 

no participant can discern the data of any other participant.”24 Additionally, there are areas 

outside the “safety zone” that would still not violate antitrust law, “but only if, taking account of 

likely anticompetitive effect and any precompetitive justifications, the exchange promotes 

competition.”25 However, any agreement to fix prices or affect the supply and demand of that 

market will always be consider per se unlawful. As mentioned above, a company has the ability 

to request an advisory opinion on whether a potential information exchange will be found to be 

unlawful. 

The Joint Statement and COVID-19 

Major drug manufacturers were more than quick to take advantage of the DOJ and FTC’s 

Joint Statement during the COVID-19 pandemic. As previously mentioned, pharmaceutical 

producers Eli Lilly and Company, AbCellera Biologics, Amgen, AstraZeneca, Genentech, and 

GlaxoSmithKline filed a request with the Division on July 15, 2020.26 Eight days later Assistant 

                                                        
22 Bloom, Michael, Information Exchange: Be Reasonable, Bureau of Competition (Dec. 2014), 
https://www.ftc.gov/news-events/blogs/competition-matters/2014/12/information-exchange-be-reasonable. 
23 Id.  
24 Id. 
25 Id. 
26 Department Of Justice Issues Business Review Letter To Monoclonal Antibody Manufacturers To Expedite And 
Increase The Production Of Covid-19 Mab Treatments, Justice.gov (2020), 
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Attorney General (“AAG”) Makan Delrahim responded. He noted that the Division had decided 

not to challenge the Companies’ efforts to share information about manufacturing facilities and 

other details that could potentially enable manufacturers to expedite the production of 

monoclonal antibody treatments, most notably “mAb therapeutics.”27 Despite potential 

competitive problems, this approval was intended to allow drug manufacturers to “reduce the 

lead time” necessary to prepare their facilities for production. In fact, the Division went as far as 

saying this “type of collaboration is one that the antitrust laws should encourage.”28 This 

enthusiastic endorsement came even though the Companies had already begun sharing 

information related to COVID treatments before they filed the letter. The Division forgave the 

premature sharing thanks to the declaration of a national emergency and approval of Operation 

Warp Speed, the initiative focused on accelerating the development of COVID treatments.29 

The Request  

According to the Companies’ request, most of the information exchanged has and will 

consist of highly technical information regarding “manufacturing facilities, raw materials, and 

supplies that could be used to produce COVID-19 treatments, specifically global capacity that 

has been reserved internally or through third parties for the potential production of COVID-19 

treatments.”30 Traditionally, the FDA review process takes well over a year, giving a particular 

manufacturer ample time to identify optimal facilities, accumulate necessary raw materials, and 
                                                                                                                                                                                   
https://www.justice.gov/opa/pr/department-justice-issues-business-review-letter-monoclonal-antibody-
manufacturers-expedite. 
27 Makan Delrahim, Business Review Letter to Monoclonal Antibody Manufacturers Justice.gov (2020), [hereinafter 
the Response] https://www.justice.gov/atr/page/file/1297161/download. 
28 Joint Statement (“These sorts of joint efforts, limited in duration and necessary to assist patients, consumers, and 
communities affected by COVID-19 and its aftermath, may be a necessary response to exigent circumstances that 
provide Americans with products or services that might not be available otherwise.”)  
29 Explaining Operation Warp Speed, HHS.gov (2020), https://www.hhs.gov/about/news/2020/06/16/fact-sheet-
explaining-operation-warp-speed.html. 
30 Letter from Thomas O. Barnett, Covington, James Ford, GSK, Jonathan Graham, Amgen, Anat Hakim, Eli Lilly, 
Sean Johnston, Genentech, Jeff Pott, AstraZeneca, and Tryn Stimart, AbCellera Biologics, to Makan Delrahim, 
Ass’t Att’y Gen., Antitrust Div., U.S. Dep’t of Justice (July 15, 2020) [hereinafter Request Letter] at 3.  
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transition production lines. By sharing these details, the manufacturers claim they will be able to 

replicate this ramp up to production in approximately a quarter of the time, a crucial factor in 

quick and efficient dissemination of treatments.31 

The Division’s Response 

The Division’s analysis focused on competitive safeguards accompanying the 

Companies’ request. As noted in their initial request letter, the Companies directly excluded 

exchanging information related to the price of COVID treatments or the costs of inputs or 

production of such therapeutics. This decision complied with DOJ FTC Collaboration guideline 

3.31(a), noting that “production collaborations may involve agreements on the level of output or 

the use of key assets, or on the price at which the product will be marketed by the collaboration, 

or on other competitively significant variables, such as quality, service, or promotional strategies, 

that can result in anticompetitive harm.”32 In his response AAG Delrahim acknowledged that the 

information approved for sharing was largely technical and would not encompass competitively 

sensitive information. Furthermore, the Companies were not proposing to exchange information 

about their research and development plans, sales or marketing strategies, treatment prices, or 

capacity for the other biologics they sell. The Division did make an exception however for 

information about whether a facility is producing products that could potentially contaminate the 

mAbs.33  

Beyond the initial structuring of the information exchange to comply with traditional 

collaboration standards the Division, in its response, chose to highlight four other key areas 

where extra safeguards would be necessary. These included limiting the duration of the 

                                                        
31 Request Letter at 2, 4.  
32 DOJ-FTC Collaboration Guidelines §3.31(a). 
33 Response at 8.  
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collaboration to the duration of the COVID-19 crisis, requiring independent decision making to 

be retained in each firm, removing the possibility of sharing any competitively sensitive 

information concerning prices or commercial terms, and limiting the scope of the agreement to 

only COVID-19 mAbs.34 In particular, the Division limited its approval of information sharing to 

a one-year period. If a treatment does not succeed before the year lapses and more time or 

additional collaboration is needed, the Companies would need to seek further approval from the 

Division.  

With appropriate safeguards in place, the Division openly acknowledged the importance 

of Companies’ agreement and collaboration. AAG Delrahim noted the Department has long 

recognized that “a competitor collaboration may enable firms to offer goods or services that are 

cheaper, more valuable to consumers, or brought to market faster than would otherwise be 

possible.”35 As set forth in the Collaboration Guidelines, collaborating firms may combine 

“know- how . . . to enable the collaboration to produce a good more efficiently or to produce a 

good no one participant could alone produce.”36 

 The Companies hoped to do exactly that by sharing information about capacity so that 

firms with successful treatments could meet demand by increasing output and markets served. 

Information sharing would reduce lead time for preparing a manufacturing facility.37 

Furthermore the antitrust concern of devoting most of the Companies’ productive capacity to 

collaboration is mitigated by the fact that none have agreed to exchange information on their 

                                                        
34 Response at 9.  
35 DOJ-FTC Collaboration Guidelines §3.36 (2000).  
36 DOJ-FTC Collaboration Guidelines §3.31(a).  
37 Letter from William J. Baer, Ass’t Att’y Gen., Antitrust Div., U.S. Dep’t Justice, to Steven A. Bowers, Fish & 
Richardson P.C. (Oct. 2, 2014), https://www.justice.gov/atr/response-cyberpoint-international-br-request- business-
review-letter (considering the business purpose of the proposed agreement and nature of the information shared, 
which was technical and “unlikely to facilitate tacit or explicit price or other competitive coordination among 
competitors”).  
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total capacity or output, but solely on the portion of their capacity they independently decide to 

use for critical treatments.  

The Division went further to alleviate potential antitrust concerns in its response, finding 

that this information in this context is unlikely “to harm competition because the likely result is 

that the information exchange will expand output of these critical treatments. Furthermore, we 

conclude that the information exchange is unlikely to result in collusion in the markets for 

COVID-19 mAb treatments, or for mAb treatments for other conditions, such as cancer or 

rheumatoid arthritis, in which the parties may compete. Finally, the proposed conduct is unlikely 

to lessen incentives to invest or develop critical COVID-19 mAbs.”38 

Points at Issue 

These assurances stood alone, however, absent any evidentiary support or analysis. They 

served as a short response to possible problems such as the potential for tacit collusion in both 

the manufacturer of COVID-19 mAbs as well as the development of mAb treatments for other 

conditions. Also absent from the approval was any market analysis. The requesting Companies 

include four of the world’s top 20 largest pharmaceutical companies by revenue, a fact troubling 

to opponents of the Division’s rapid approval.39 Furthermore the sharing of raw material data by 

major manufacturers could easily be used as a stand in for price and has an undetermined value 

in terms of expediting production capacity.   

Despite these concerns, the Division would not stand in the way of a national efforts to 

develop and produce COVID-19 treatments, no matter the potential overt harmful behavior that 

could arise subsequently. In the midst of the pandemic, the Companies “couldn’t wait to start 

                                                        
38 Response at 7.  
39 The top 20 pharma companies by 2019 revenue, FiercePharma (2020), https://www.fiercepharma.com/special-
report/top-20-pharma-companies-by-2019-revenue. 
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making [their] investment in the manufacturing until [they’re] sure [they] have a product… To 

be ready to make large volumes of the products, companies must [have begun] preparing their 

plants now . . .” The Division prioritized the need for immediate production over potential 

antitrust concerns.40  

Shifting Enforcement Priorities 

The trust granted to the pharmaceutical companies to collaborate on COVID-19 mAb 

therapeutics is not representative of the DOJ’s relationship to the pharmaceutical industry on a 

whole.  Outside of the unique circumstances created by the global pandemic, the Division has 

conducted ongoing federal antitrust investigations in the generic pharmaceutical industry.  

Responding to significant political pressure to hold pharmaceutical companies to account for 

alleged price fixing, the Division’s investigations sought to uncover anticompetitive practices 

that resulted in exorbitant prices for generic drugs.  The Division began bringing charges in late 

2016 for the uncovered conspiracies, beginning with two former generic pharmaceutical 

executives.41  The Division’s investigations have not abated during the pandemic, and it has 

brought new charges  as recently as August 2020.42  In fact, throughout 2020 the DOJ has 

entered into settlements via deferred prosecution agreements with a number of generic drug 

manufacturers and corporate executives, resulting in millions of dollars in criminal penalties and 

civil damages.43   

                                                        
40 Peter Loftus & Joseph Walker, Drugmakers Scale Up for Virus Treatments, Wall St.  J. (Apr. 24, 2020).  
41 Former Top Generic Pharmaceutical Executives Charged with Price-Fixing, Bid-Rigging and Customer 
Allocation Conspiracies, Department of Justice (December 14, 2016), https://www.justice.gov/opa/pr/former-top-
generic-pharmaceutical-executives-charged-price-fixing-bid-rigging-and-customer. 
42 Seventh Generic Drug Manufacturer Is Charged In Ongoing Criminal Antitrust Investigation, Department of 
Justice (August 25, 2020), https://www.justice.gov/opa/pr/seventh-generic-drug-manufacturer-charged-ongoing-
criminal-antitrust-investigation. 
43 Id. 
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Whereas the investigations into pharmaceutical companies have continued, however, the 

COVID-19 pandemic created starkly different political pressure for the Division and the Bureau.  

While the guidelines set forth in the response letter are limited in scope and duration to the 

COVID-19 pandemic, they do signal a more favorable approach to collaboration within the 

pharmaceutical industry.  As noted previously, the Division not only allowed pharmaceutical 

companies to share information regarding the manufacturing of COVID-19 mAb treatments but 

indicated that “antitrust laws should encourage” such collaborations in its response letter.44  As 

such, for the scope and purpose of the pandemic, the companies’ collaboration is unlikely to run 

afoul of antitrust law, even if such collaborations would likely have faced much more scrutiny 

previously.   

Fighting Temptation 

 The temptation to engage in anti-competitive behavior does not just disappear in times of 

crisis, however – to the contrary, companies and executives are often able to better rationalize 

harmful behavior.45  As noted in then Joint Statement, “while many individuals and businesses 

have and will demonstrate extraordinary compassion and flexibility in responding to COVID-19, 

others may use it as an opportunity to subvert competition or prey on vulnerable Americans.”46  

The Agencies have said that they will not hesitate to pursue civil and criminal violations of 

antitrust laws when such actors take advantage of the opportunity.47  That said, the  Division 

found that the safeguards put in place by the Companies in the production of COVID-19 mAb 

                                                        
44 Response at 11. 
45 Baer, Bill, Why we need antitrust enforcement during the COVID-19 pandemic, Brookings (April 22, 2020), 
https://www.brookings.edu/blog/techtank/2020/04/22/why-we-need-antitrust-enforcement-during-the-covid-19-
pandemic/. 
46 Joint Statement. 
47 Id. 
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treatments were sufficient to address antitrust concerns, assuming that the Companies will  act in 

accordance to the agreement.48 

 The Division’s determination that the safeguards were sufficient did not reflect a detailed 

analysis – it ultimately placed great trust in the pharmaceutical companies.  As noted in the Joint 

Statement, the Division’s Business Review Process and FTC’s Advisory Opinion Process 

generally take several months for the agencies to fully evaluate the proposed conduct, but in this 

case they turned it around in less than a week.49  Typical reviews require more time for the DOJ 

to conduct the necessary research to state with confidence that a proposed course of business is 

anticompetitive or not.50  In many cases, these reviews involve detailed market analysis with the 

goal of determining if the agreement may create or increase market power amongst the 

participants.51  Further, the issuance of business review letters had previously been infrequent, 

with the DOJ often issuing only one per year – making the letters in the COVID-19 pandemic 

even more exceptional.52  

 The rapid approval of the information sharing agreement without the expected due 

diligence may have been necessary given the circumstances, but it remains a cause for concern.  

The Companies’ information-sharing agreement did not fall within the safety zone defined by the 

FTC, and although it appeared reasonable on its face, the shared information could still 

potentially be abused.  As noted previously, the safety zone includes that exchanges of 

information are managed by a third party, that the information provided is more than three 

                                                        
48 Response at 5. 
49 Joint Statement.  
50 Tyler, Eleanor, ANALYSIS: Flurry of DOJ Business Review Letters Breaks Trend, Bloomberg Law (May 21, 
2020), https://news.bloomberglaw.com/bloomberg-law-analysis/analysis-flurry-of-doj-business-review-letters-
breaks-trend. 
51 DOJ-FTC Collaboration Guidelines §1.2. 
52 Tyler, Eleanor, ANALYSIS: Flurry of DOJ Business Review Letters Breaks Trend, Bloomberg Law (May 21, 
2020), https://news.bloomberglaw.com/bloomberg-law-analysis/analysis-flurry-of-doj-business-review-letters-
breaks-trend. 



 15 

months old, and that the data provided is undiscernible from any specific participant through 

aggregation and weight limits.53  These restrictions would be impractical in this situation, given 

the necessity of sharing information related to immediate production of life-saving treatments.   

 Outside of the safety zone, the agreement must not be unlawful by the standard set by the 

rule of reason.  In determining if the agreement is per se unlawful, the agreement must not 

increase the participant’s ability to raise prices or cause a reduction of output, quality, service, or 

innovation that would exist absent the agreement.54  In this case, because of the limitations on the 

scope of information being shared, the Companies claimed that the agreement satisfies the rule 

of reason.  However, although knowledge about manufacturing facilities, production capacity, 

and raw materials may be highly technical in nature, there is still the possibility that the shared 

information could factor into the Companies’ pricing and potential share of the market.  In effect, 

the Division trusted that the Companies intended only to prepare for rapid production, and that 

their internal safeguards would adequately protect competition. 

Positive Developments 

 Since the business review letter was approved, the pharmaceutical companies have made 

rapid progress.  In the Response Letter, the Division noted that the Companies were 

independently developing COVID-19 mAb therapeutics and planning for mass production of 

successful products.55  On September 17, 2020, after Eli Lilly’s clinical trials of mAb 

therapeutics showed promise, Eli Lilly and Amgen announced a partnership to boost their 

                                                        
53 Bloom, Michael, Information Exchange: Be Reasonable, Bureau of Competition (Dec. 2014), 
https://www.ftc.gov/news-events/blogs/competition-matters/2014/12/information-exchange-be-reasonable. 
54 DOJ-FTC Collaboration Guidelines at 3. 
55 Response at 4. 
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manufacturing capacity should the drug be approved.56  The partnership expands on Eli Lilly’s 

manufacturing capacity and allows Amgen to help manufacture large amounts of treatment in a 

short time.  In a press release, Amgen executive vice president of research and development 

David M. Reese, M.D. stated that Amgen was “impressed with Lilly's data, in particular the 

reduction in hospitalizations, and are enthusiastic about the potential for these neutralizing 

antibodies as a therapeutic for COVID-19.”57  Amgen executive vice president of operations 

Esteban Santos added that Amgen was proud to “leverage [their] deep technical expertise in 

antibody development and, in particular, [Amgen’s] strong capabilities in the scale up and 

manufacturing of complex biologics.”58 

 Amgen and Eli Lilly’s collaboration appears to have paid dividends.  As of November 10, 

2020, the FDA issued an emergency use authorization for Eli Lilly’s mAb therapeutic, LY-

CoV555 (bamlanivimab) for the treatment of mild to moderate COVID-19 symptoms.59  On 

October 28, 2020, the US Government agreed to buy an initial 300,000 vials of the mAb over 

two months, with an option to purchase an additional 650,000 vials through the end of June 

2021.60  With such a high demand, Eli Lilly and Co and Amgen Inc’s partnership has enabled the 

companies to scale up production rapidly and benefit from their collaborative efforts.61 

 Eli Lilly’s bamlanivimab drug was not the only mAb therapeutic that was awaiting FDA 

approval.  Regeneron’s RGN-COV-2 has also shown promise, and gained notoriety after 

                                                        
56 News Release: Lilly and Amgen Announce Manufacturing Collaboration for COVID-19 Antibody Therapies, Eli 
Lilly (September 17, 2020), https://investor.lilly.com/news-releases/news-release-details/lilly-and-amgen-announce-
manufacturing-collaboration-covid-19. 
57 Id. 
58 Id. 
59 Philippidis, Alex, FDA Authorizes Emergency Use of Lilly’s COVID-19 Antibody Bamlanivimab, Genetic 
Engineering & Biotechnology News (November 10, 2020), https://www.genengnews.com/news/fda-authorizes-
emergency-use-of-lillys-covid-19-antibody-bamlanivimab/. 
60 Id. 
61 Lilly partners with Amgen for manufacturing potential COVID-19 drugs, Reuters (September 17, 2020), 
https://www.reuters.com/article/health-coronavirus-lilly-amgen/lilly-partners-with-amgen-for-manufacturing-
potential-covid-19-drugs-idINL4N2GE2QL. 



 17 

President Trump received the therapy during his COVID-19 treatment.62  Notably, however, 

Regeneron was not part of the information sharing arrangement approved in the Companies’  the 

Request Letter.63  Although Regeneron has also signed a contract with the US., the FDA has 

shown more skepticism about Regeneron’s ability to scale up manufacturing in time.64  The lack 

of collaboration may have hindered Regeneron’s ability to compete in the mAb therapeutics 

development race, as even with a successful product it may lack the ability to produce it rapidly.  

As such, the information-sharing arrangement pursued by Eli Lilly and the other Companies may 

have given Eli Lilly a competitive advantage in being first to market.65   

Conclusion 

 Pharmaceutical companies and the Agencies have met the COVID-19 pandemic with a 

great national effort to develop and produce treatments as quickly and effectively as possible.  

The swift action taken by the Agencies to encourage collaboration amongst competitors was 

unprecedented, but not out of step with views that competitor collaboration can be 

procompetitive under certain circumstances.  Concerns remain that opportunistic pharmaceutical 

companies could take advantage of the leniency granted during the pandemic.  But the Division 

has chosen to trust in the intentions of the Companies, with the stipulations that the Companies 

need further approval for the information sharing to go beyond a one-year period and that they 

adhere to their self-imposed safeguards.  Time will tell if the trust was warranted.  For now, mAb 
                                                        
62 Blankenship, Kyle, Amid Regeneron's emergency use bid, former FDA chief says U.S. 'too late' on mass 
manufacture of COVID-19 antibodies, FiercePharma (October 12, 2020), 
https://www.fiercepharma.com/manufacturing/amid-regeneron-s-emergency-use-bid-former-fda-chief-says-u-s-too-
late-mass. 
63 Kansteiner, Fraiser, AstraZeneca, Lilly, GSK and more will share COVID-19 antibody secrets to speed 
manufacturing scale-up, FiercePharma (July 24, 2020), https://www.fiercepharma.com/manufacturing/az-lilly-
amgen-and-more-score-justice-department-nod-for-monoclonal-antibody-scale-up. 
64 Blankenship, Kyle, Amid Regeneron's emergency use bid, former FDA chief says U.S. 'too late' on mass 
manufacture of COVID-19 antibodies, FiercePharma (October 12, 2020), 
https://www.fiercepharma.com/manufacturing/amid-regeneron-s-emergency-use-bid-former-fda-chief-says-u-s-too-
late-mass. 
65 Id. 
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therapeutics have begun to be approved, and their mass production should follow shortly.  With 

that, it appears that the Joint Statement has had a role in the rapid development and production of 

the therapeutics.  As the global pandemic has proved a mass casualty event for the United States 

and much of the world, the Agencies are unlikely to regret stepping out of the pharmaceutical 

companies’ path towards a viable treatment.  For the benefit of consumers and society alike, 

relief may be on the way thanks to their quick action. 


