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5 Petition for New Exemption Under 17 U.S.C. § 1201
 8th Triennial Rulemaking

Please submit a separate petition for each proposed exemption.

note: Use this form if you are seeking to engage in activities not currently permitted by an existing exemption. If you are seeking to 
engage in activities that are permitted by a current exemption, instead of submitting this form, you may submit a petition to renew 
that exemption using the form available at https://www.copyright.gov/1201/2021/renewal-petition.pdf.

If you are seeking to expand a current exemption, we recommend that you submit both a petition to renew the current exemption, 
and, separately, a petition for a new exemption using this form that identifies the current exemption, and addresses only those 
issues relevant to the proposed expansion of that exemption. 

Item A.  Petitioners and Contact Information 

Please identify the petitioners and provide a means to contact the petitioners and/or their representatives, if any. The “petitioner” is 
the individual or entity proposing the exemption.

U.S. Copyright Office     ·     Library of Congress     ·     101 Independence Avenue SE     ·     Washington, DC 20557-6400     ·     www.copyright.gov
PETITION FOR NEW EXEMPTION UNDER 17 U.S.C. § 1201 REV: 06 ⁄ 2020

Privacy Act Advisory Statement: Required by the Privacy Act of 1974 (P.L. 93-579)
The authority for requesting this information is 17 U.S.C. §§ 1201(a)(1) and 705. Furnishing the requested information is voluntary. The principal use of the requested information is publication on the 
Copyright Office website and use by Copyright Office staff for purposes of the rulemaking proceeding conducted pursuant to 17 U.S.C. § 1201(a)(1). NOTE: No other advisory statement will be given in 
connection with this application. Please keep this statement and refer to it if we communicate with you regarding this petition.

https://www.copyright.gov/1201/2021/renewal-petition.pdf


Item B.  Description of Proposed New Exemption 

Provide a brief statement explaining the nature of the proposed new or expanded exemption. The information that would be most 
helpful to the Office includes the following, to the extent relevant: (1) the types of copyrighted works that need to be accessed; (2) 
the physical media or devices on which the works are stored or the services through which the works are accessed; (3) the purposes 
for which the works need to be accessed; (4) the types of users who want access; and (5) the barriers that currently exist or which are 
likely to exist in the near future preventing these users from obtaining access to the relevant copyrighted works.

Petitioners need not propose precise regulatory language or fully define the contours of an exemption class. Rather, a short, plain 
statement describing the nature of the activities the petitioners wish to engage in will be sufficient, as proponents will have the 
opportunity to further refine or expound upon their initial petitions during later phases of the rulemaking. The Office anticipates 
that in many cases petitioners will be able to adequately describe in plain terms the relevant information in a few sentences, or 
even a single sentence, as with the examples below.



Item B.  Description of Proposed New Exemption (cont’d)



Item B.  Description of Proposed New Exemption (cont’d)
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	Description of Proposed New Exemption: Following a servicing activity, except for any updated data reflecting servicing information, the computer programs and data files are left in their original condition.  There are no copies that need to be destroyed.  However, deactivation or reactivation of the medical imaging systems will automatically “destroy” any “new” copy of the computer programs pending in volatile memory.  Thus, the copying of the servicing materials for servicing also would not infringe because it is permitted machine repair and maintenance copying.Finally, it is clear that use of the electronic servicing materials is an essential step in the use of the medical equipment as there is no other way to ensure compliance with OEM and regulatory specifications via diagnosis, repair, and maintenance of the equipment.  Owners of the equipment and, hence, owners of the copies of the servicing materials, are entitled to make further copies, and have others make copies, when conducting such servicing activities. D. Allowing Anti-Circumvention Claims in this Area Adversely Affects, and Will Continue to Adversely Affect, Critical Medical Equipment Servicing ActivitiesThe United States medical equipment servicing market is a $7.7 billion industry, which is expected to grow to $12.6 billion by 2024. See, e.g., United States Medical Equipment Maintenance Market Research Report 2019: Industry Size, Share, Trends and Growth Forecast through 2024, Markets and Research, PRNewswire, Sept. 25, 2019.  This industry is dominated by OEMs who use the technologies they allege are TPMs to hinder competition by ISOs such as Petitioner.  The result is that hospitals and other medical service providers are forced to expend approximately 30% to 50% more of their limited resources on servicing activities, because they are forced into using the OEMs to service their equipment. See, e.g., Medical Equipment Maintenance Market by Device (Imaging (MRI, CT, X-ray, Ultrasound), Endoscopy, Life Support Devices), Type (Preventive, Operation), Service Provider (OEM (Multi-Vendors), ISO, In-house Maintenance) & End User (Public, Private) - Forecast to 2023, page 3 (MarketandMarkets.com).  Given this undue advantage provided by the alleged TPMs to OEMs, there is no incentive for them to end such use of the alleged TPMs, and the adverse effects on the medical equipment owners and lessees and their agent ISOs will continue unabated.The ability to diagnose, maintain, and repair medical equipment is a public health priority, particularly in the midst of a global health crisis because proper servicing is critical to the safe and effective use of medical equipment.  Without an exemption, medical equipment owners and lessees cannot access the information necessary to provide repair, diagnosis, and maintenance to and of their medical systems and devices in a safe, secure, and effective manner.  In turn, the medical professionals and health care providers who use medical equipment and services provided by entities like Petitioner cannot provide safe, secure and effective medical services to the public.  Petitioner’s success as an ISO, as well as the success of other ISOs, is dependent upon the ability to quickly and efficiently respond to service requests from these owners and this significantly enhances patient safety.  Without the exemption, OEMs will continue to hamper, if not outright prohibit, the legitimate service and maintenance activities of medical equipment, devices, and imaging systems by owners and ISOs. In addition, Petitioner, like many others, faces a current and credible threat of lawsuits under the DMCA.  In fact, Petitioner and others are involved in various pending lawsuits, and this demonstrates that such prosecutions are not merely theoretical.  Such prosecutions are likely only to increase given the increasing desires and efforts of OEMs to prevent servicing of equipment by ISOs.E. ConclusionFor all of the reasons set forth above, the non-infringing uses described above are, and are likely to be, adversely affected by the anti-circumventions prohibitions of Section 1201(a), and should therefore be exemptions for the period 2021-2024.
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	Description of Proposed New Exemption Continued: While this switch to reliance on software conceptually does not pose an issue, original equipment manufacturers (“OEMs”) equip modern medical systems and devices with technologies that they consider to be TPMs such as encryption, embedded software, and challenge-response mechanisms, access codes, passwords, keys, or digital signatures.  These alleged TPMs prevent or hinder medical equipment owners and lessees and their lawful agents from repairing, diagnosing, and maintaining the medical systems and devices they own by restricting or denying access to necessary electronic service materials installed in the medical equipment or otherwise provided via electronic media.  Additionally, electronic servicing materials, although not stored in the medical systems or devices, may be stored on other electronic media with access prevented or hindered by these alleged TPMs. In order to ensure that the critical servicing activities required for medical equipment continues, Petitioner seeks an exemption for the purpose of diagnosing, repairing, and maintaining medical systems and devices with efficiency and timeliness to improve their functionality, and to ensure compliance with manufacturer and regulatory specifications. This will allow lawful possessors of such medical systems and devices to obtain the benefits of the exemption, and perform, or have performed on their behalf, servicing activities on their systems and devices.C. The Proposed Exemption is for Non-infringing UsesThe execution of computer programs and access to related data files and manuals by owners of medical systems and devices, or those acting at their behest, such as ISOs, for the purpose of diagnosing, repairing, or maintaining their systems and devices, does not constitute copyright infringement for at least three reasons.  First, such activities constitute fair use under 17 U.S.C. § 107.  Second, such activities are exempted as permitted machine maintenance and repair under 17 U.S.C. § 117(c).  Third, such activities are exempted from infringement for owners of the servicing materials as an essential step in the utilization of a computer program in conjunction with a machine under 17 U.S.C. §117 (a)(1).The four-factor fair use analysis is in favor of the use by owner, lessees, and their agents of the servicing materials to diagnose, maintain, and repair medical equipment.  First, although the use of the servicing materials involves or could involve a commercial setting, it does so only to ensure that the medical equipment complies with OEM and regulatory specifications.  The purpose and character of the servicing materials are not otherwise commercial in nature.  Working medical equipment is imperative in treating patients, and especially critical during a pandemic such as the current Covid-19 crisis.  Second, the electronic servicing materials are non-fictional, scientific works, which benefit the public by having functioning and compliant equipment, as well as equipment that is serviced more quickly.  Third, the amount of use of the servicing materials is not substantial.  The diagnosis, maintenance, and repair of the medical equipment is but a small part of the overall operations of the equipment.  Further, the service materials are not used in the manufacture of competing new equipment.  Finally, the fourth factor relates to the effect of the use on the potential market for and value of the servicing materials.  This factor is a balance between the benefit to the public would derive and the personal gain the copyright owners would receive.  Here, the benefit to the public would be immense.  Functioning and compliant medical equipment is imperative for the diagnosis and treatment of patients.  However, the servicing materials are only useful for the particular equipment in which they are embedded.  Thus they have no value outside of the equipment which they are contained and there is no market for reselling or distributing the materials.Further, to perform the servicing activities, it is necessary to activate the computing processors and to execute software to operate the various components of the medical equipment, or simply to open a data file to obtain specification information.  When performing the servicing activities, the diagnostic and testing modules are used to diagnose the operating conditions and to determine if the system or device is performing according to specifications.  Data files may be opened to diagnose system or device issues, confirm operating information, or to otherwise update servicing information for proper record keeping.
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	Description of Proposed New Exemption: A. Proposed ClassPetitioner submits the following petition and respectfully asks the Librarian of Congress to exempt for the years 2021-2024 the following class of works from 17 U.S.C. § 1201(a)(1)’s prohibition on the circumvention of technological protective measures:Electronic servicing materials in the form of computer programs and data files that control functions of or store data relating to the functioning of lawfully acquired medical systems and devices, when circumvention is undertaken by or on behalf of the owners or lessees of the medical systems and devices to enable the unfettered diagnosis, repair, and maintenance of the medical systems and devices to ensure compliance with manufacturer and regulatory specifications; and where such circumvention does not constitute a violation of any other applicable law. This exemption is sought to allow for timely critical servicing activities required for medical systems and devices (also “medical equipment”) used by hospitals and other medical service providers to care for individuals in need of medical attention.  It will also allow access to non-copyrightable files such as configuration files when stored along with allegedly copyrightable works.B. BackgroundThis petition is brought for the benefit of owners, lessees, and independent service organizations (“ISOs”) hired by owners and lessees, that diagnose, repair, and maintain (“servicing activities”) medical systems and devices that employ technological protective measures (“TPMs”), or what are alleged to be TPMs, that deny or restrict access to computer programs and data files, including databases, configuration files, and manuals, (“electronic servicing materials”) used for controlling operation or functions of the medical equipment, or which store information pertaining to the medical equipment, but which are necessary for conducting servicing activities to ensure compliance with manufacturer and regulatory specifications.  The proposed exemption follows and builds on the 2015 and 2018 exemptions for computer programs that are contained in and control the functioning of a lawfully acquired motorized land vehicle; and the 2018 exemption for computer programs that are contained in and control the functioning of a lawfully acquired smart-phone, home appliance, or home system. Medical devices and systems used to be composed only of mechanical and electrical parts, that is, hardware. The specifications and other information relating to the functions of the devices and systems were provided in hard copy manuals. These devices and systems could be serviced by technicians with access to the manuals and with the relevant mechanical and electrical knowledge and tools.  However, increasingly, hardware components are being replaced by computing processors and software.  Also, manuals and technical data are being provided via electronic media, sometimes as data files installed on the medical systems or devices.  Hence, servicing activities now require access to and use of computer programs or modules thereof, and electronic data files, including databases and electronic manuals.
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