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Item 8.01 Other Events.

The following information updates prior disclosures of the company with respect to government regulation and related
risk factors and should be read in conjunction with our filings with the Securities and Exchange Commission,
including, without limitation, our Annual Report on Form 10-K/A for the fiscal year ended August 31, 2013, our
Quarterly Reports on Form 10-Q and our Current Reports on Form 8-K.

Government Regulations Section
Domestic Regulation of Our Products and Business - Food and Drug Administration

Our research, development and clinical programs, as well as our manufacturing and marketing operations, are subject
to extensive regulation in the United States and other countries. Most notably, all of our products sold in the United
States are subject to the Federal Food, Drug, and Cosmetic Act, or the FDCA, as implemented and enforced by the
U.S. Food and Drug Administration, or the FDA. Certain of our products sold in the United States require FDA
clearance to market under Section 510(k) of the FDCA. FDA governs the following activities that we perform or that
are performed on our behalf, to ensure that medical products distributed domestically or exported internationally are
safe and effective for their intended uses:

product design, development and manufacture;

product safety, testing, labeling and storage;

record keeping procedures;

product marketing, sales and distribution; and

ost-marketing surveillance, complaint handling, medical device reporting,
reporting of deaths, serious injuries or device malfunctions and repair or recall

of products.

There are numerous FDA regulatory requirements governing the approval or clearance and marketing of our products.
These include:

product listing and establishment registration, which helps facilitate FDA
inspections and other regulatory action;

Quality System Regulation, or QSR, which requires manufacturers, including
third-party manufacturers, to follow stringent design, testing, control,
documentation and other quality assurance procedures during all aspects of the
manufacturing process;

labeling regulations and FDA prohibitions against the promotion of products
for uncleared, unapproved or off-label use or indication;

clearance or approval of product modifications that could significantly affect
safety or efficacy or that would constitute a major change in intended use of a
cleared product;
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approval of product modifications that affect the safety or effectiveness of an
approved product;

medical device reporting regulations, which require that manufacturers comply
with FDA requirements to report if their device may have caused or contributed
to a death or serious injury, or has malfunctioned in a way that would likely
cause or contribute to a death or serious injury if the malfunction of the device
or a similar device were to recur;

post-approval restrictions or conditions, including post-approval study
commitments;

post-market surveillance regulations, which apply when necessary to protect
the public health or to provide additional safety and effectiveness data for the

device; and

notices of correction or removal and recall regulations.
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We have registered our facility with the FDA as a medical device manufacturer. The FDA has broad post-market and
regulatory enforcement powers. We are subject to announced and unannounced inspections by the FDA to determine
our compliance with the QSR and other regulations and these inspections may include the manufacturing facilities of
our suppliers.

FDA's premarket clearance and approval requirements. Unless an exemption applies, before we can commercially
distribute medical devices in the United States, depending on the type of device, we must obtain either prior 510(k)
clearance or premarket approval, or PMA, from the FDA, unless a specific exemption applies. The FDA classifies
medical devices into one of three classes:

Class I devices, which are subject to only general controls (e.g., labeling,
medical devices reporting, and prohibitions against adulteration and
misbranding) and, in some cases, to the 510(k) premarket clearance
requirements;

Class II devices, generally requiring 510(k) premarket clearance before they
may be commercially marketed in the United States; and

Class III devices, consisting of devices deemed by the FDA to pose the greatest
risk, such as life-sustaining, life-supporting or implantable devices, or devices
deemed not substantially equivalent to a predicate device, generally requiring
submission of a PMA supported by clinical trial data.

510(k) clearance pathway

When a 510(k) clearance is required, we must submit a premarket notification demonstrating that our proposed device
is substantially equivalent to a previously cleared 510(k) device or a device that was in commercial distribution before
May 28, 1976 for which the FDA has not yet called for the submission of PMAs. By regulation, the FDA is required
to clear or deny a 510(k) premarket notification within 90 days of submission of the application. As a practical matter,
clearance may take longer. The FDA may require further information, including clinical data, to make a determination
regarding substantial equivalence.

Any modification to a 510(k)-cleared device that would constitute a major change in its intended use, or any change
that could significantly affect the safety or effectiveness of the device, requires a new 510(k) clearance and may even,
in some circumstances, require a PMA, if the change raises complex or novel scientific issues or the product has a
new intended use. The FDA requires every manufacturer to make the determination regarding the need for a new
510(k) submission in the first instance, but the FDA may review any manufacturer's decision. We have modified our
devices since they received the FDA clearance. If the FDA were to disagree with any of our determinations that
changes did not require a new 510(k), it could require us to cease marketing and distribution and/or recall the
modified device until 510(k) clearance or PMA approval is obtained. If the FDA requires us to seek 510(k) clearance
or PMA approval for any modifications, we may be required to cease marketing and/or recall the modified device, if
already in distribution, until 510(k) clearance or PMA approval is obtained and we could be subject to significant
regulatory fines or penalties.
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There is no guarantee that the FDA will grant 510(k) clearance or PMA approval of our future products and failure to
obtain necessary clearances or approvals for our future products would adversely affect our ability to grow our
business. Delays in receipt or failure to receive clearances or approvals, the loss of previously received clearances or
approvals, or the failure to comply with existing or future regulatory requirements could reduce our sales, profitability
and future growth prospects.

Premarket approval (PMA) pathway

A PMA must be submitted to the FDA if the device cannot be cleared through the 510(k) process. A PMA must be
supported by extensive data, including but not limited to, technical, preclinical, clinical trials, manufacturing and
labeling to demonstrate to the FDA's satisfaction the safety and effectiveness of the device for its intended use. During
the review period, the FDA will typically request additional information or clarification of the information already
provided. Also, an advisory panel of experts from outside the FDA may be convened to review and evaluate the
application and provide recommendations to the FDA as to the approvability of the device. The FDA may or may not
accept the panel's recommendation. In addition, the FDA will generally conduct a pre-approval inspection of the
manufacturing facility or facilities to ensure compliance with the QSRs.

New PMAs or PMA supplements are required for modifications that affect the safety or effectiveness of the device,
including, for example, certain types of modifications to the device's indication for use, manufacturing process,
labeling and design. PMA supplements often require submission of the same type of information as a PMA, except
that the supplement is limited to information needed to support any changes from the device covered by the original
PMA and may not require as extensive clinical data or the convening of an advisory panel. There is no guarantee that
the FDA will grant PMA approval of our future products and failure to obtain necessary approvals for our future
products would adversely affect our ability to grow our business. Delays in receipt or failure to receive approvals, the
loss of previously received approvals, or the failure to comply with existing or future regulatory requirements could
reduce our sales, profitability and future growth prospects.

Humanitarian Device Exemption (HDE) Pathway

In order for a device to be eligible for an HDE, it must be intended for use in a qualifying target patient population of
less than 4,000 patients per year for which there is no other comparable device available to treat the condition. This
qualifying target patient population must be approved by the FDA. The FDA’s approval of an HDE to treat that
qualifying patient population then requires demonstration that the device is safe for its intended application, that it is
potentially effective, and that the probable benefits outweigh the associated risks, which is a lower standard than is
applied to a PMA. Within the regulations for an HDE, if a device becomes available through the PMA or 510(k)
pathway that addresses the same patient population as the HDE device, the HDE device may need to be withdrawn
from the U.S. market. An approved HDE authorizes sales of the device to any hospital after Institutional Review
Board review and approval by the hospital.
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Clinical Trials

Clinical trials are generally required to support a PMA application and are sometimes required for 510(k) clearance
and HDE approval. Such trials generally require an investigational device exemption application, or IDE, approved in
advance by the FDA for a specified number of patients and study sites, unless the product is deemed an nonsignificant
risk device eligible for more abbreviated IDE requirements. Clinical trials are subject to extensive monitoring,
recordkeeping and reporting requirements. Clinical trials must be conducted under the oversight of an institutional
review board, or IRB, for the relevant clinical trial sites and must comply with FDA regulations, including but not
limited to those relating to good clinical practices. To conduct a clinical trial, we also are required to obtain the
patients' informed consent in form and substance that complies with both FDA requirements and state and federal
privacy and human subject protection regulations. We, the FDA or the IRB could suspend a clinical trial at any time
for various reasons, including a belief that the risks to study subjects outweigh the anticipated benefits. Even if a trial
is completed, the results of clinical testing may not adequately demonstrate the safety and efficacy of the device or
may otherwise not be sufficient to obtain FDA approval to market the product in the United States.

Pervasive and continuing regulation
After a device is placed on the market, numerous regulatory requirements apply. These include:

Product listing and establishment registration, which helps facilitate FDA inspections and other
regulatory action;

Quality System Regulation, or QSR, which requires manufacturers, including third-party
manufacturers, to follow stringent design, testing, control, documentation and other quality
assurance procedures during all aspects of the manufacturing process;

labeling regulations and FDA prohibitions against the promotion of products for uncleared,
unapproved or off-label use or indication;

clearance of product modifications that could significantly affect safety or efficacy or that would
constitute a major change in intended use of one of our cleared devices;

approval of product modifications that affect the safety or effectiveness of one of our approved
devices;

medical device reporting regulations, which require that manufacturers comply with FDA
requirements to report if their device may have caused or contributed to a death or serious injury, or
has malfunctioned in a way that would likely cause or contribute to a death or serious injury if the
malfunction of the device or a similar device were to recur;

post-approval restrictions or conditions, including post-approval study commitments;

post-market surveillance regulations, which apply when necessary to protect the public health or to
provide additional safety and effectiveness data for the device;

the FDA's recall authority, whereby it can ask, or under certain conditions order, device
manufacturers to recall from the market a product that is in violation of governing laws and
regulations;
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regulations pertaining to voluntary recalls; and

notices of corrections or removals.
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Adpvertising and promotion of medical devices, in addition to being regulated by the FDA, are also regulated by the
Federal Trade Commission and by state regulatory and enforcement authorities. Recently, promotional activities for
FDA-regulated products of other companies have been the subject of enforcement action brought under healthcare
reimbursement laws and consumer protection statutes. In addition, under the federal Lanham Act and similar state
laws, competitors and others can initiate litigation relating to advertising claims. In addition, we are required to meet
regulatory requirements in countries outside the United States, which can change rapidly with relatively short notice.
If the FDA determines that our promotional materials or training constitutes promotion of an unapproved use, it could
request that we modify our training or promotional materials or subject us to regulatory or enforcement actions,
including the issuance of an untitled letter, a warning letter, injunction, seizure, civil fine or criminal penalties. It is
also possible that other federal, state or foreign enforcement authorities might take action if they consider our
promotional or training materials to constitute promotion of an unapproved use, which could result in significant fines
or penalties under other statutory authorities, such as laws prohibiting false claims for reimbursement. In that event,
our reputation could be damaged and adoption of the products would be impaired.

Furthermore, our products could be subject to voluntary recall if we or the FDA determine, for any reason, that our
products pose a risk of injury or are otherwise defective. Moreover, the FDA can order a mandatory recall if there is a
reasonable probability that our device would cause serious adverse health consequences or death.
The FDA has broad post-market and regulatory enforcement powers. We are subject to unannounced inspections by
the FDA to determine our compliance with the QSR and other regulations, and these inspections may include the
manufacturing facilities of some of our subcontractors. Failure by us or by our suppliers to comply with applicable
regulatory requirements can result in enforcement action by the FDA or other regulatory authorities, which may result
in sanctions including, but not limited to:

untitled letters, warning letters, fines, injunctions, consent decrees and civil penalties;

unanticipated expenditures to address or defend such actions

customer notifications for repair, replacement, refunds;

recall, detention or seizure of our products;

operating restrictions or partial suspension or total shutdown of production;

refusing or delaying our requests for 510(k) clearance or premarket approval of new products or
modified products;

operating restrictions;
withdrawing 510(k) clearances on PMA approvals that have already been granted;
refusal to grant export approval for our products; or

criminal prosecution.
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If the FDA determines that our promotional materials or training constitutes promotion of an unapproved use, it could
request that we modify our training or promotional materials or subject us to regulatory or enforcement actions,
including the issuance of an untitled letter, a warning letter, injunction, seizure, civil fine or criminal penalties. It is
also possible that other federal, state or foreign enforcement authorities might take action if they consider our
promotional or training materials to constitute promotion of an unapproved use, which could result in significant fines
or penalties under other statutory authorities, such as laws prohibiting false claims for reimbursement. In that event,
our reputation could be damaged and adoption of the products would be impaired.

RISK FACTORS
U.S. Regulatory - FDA

If we fail to maintain regulatory approvals and clearances, or are unable to obtain, or experience significant delays in
obtaining, FDA clearances or approvals for our future products or product enhancements, our ability to commercially
distribute and market these products could suffer.

Our products are subject to rigorous regulation by the FDA and numerous other federal, state and foreign
governmental authorities. The process of obtaining regulatory clearances or approvals to market a medical device can
be costly and time consuming, and we may not be able to obtain these clearances or approvals on a timely basis, if at
all. In particular, the FDA permits commercial distribution of a new medical device only after the device has received
clearance under Section 510(k) of the Federal Food, Drug and Cosmetic Act, or is the subject of an approved
premarket approval application, or PMA unless the device is specifically exempt from those requirements. In addition,
certain devices can be distributed under an HDE, rather than a PMA.

The FDA will clear marketing of a lower risk medical device through the 510(k) process if the manufacturer
demonstrates that the new product is substantially equivalent to other 510(k)-cleared products. High risk devices
deemed to pose the greatest risk, such as life-sustaining, life-supporting, or implantable devices, or devices not
deemed substantially equivalent to a previously cleared device, require the approval of a PMA. The PMA process is
more costly, lengthy and uncertain than the 510(k) clearance process. A PMA application must be supported by
extensive data, including, but not limited to, technical, preclinical, clinical trial, manufacturing and labeling data, to
demonstrate to the FDA’s satisfaction the safety and efficacy of the device for its intended use.

In order for a device to be eligible for an HDE, it must be intended for use in a qualifying target patient population of
less than 4,000 patients per year for which there is no other comparable device available to treat the condition. This
qualifying target patient population must be approved by the FDA. The FDA’s approval of an HDE to treat that
qualifying patient population then requires demonstration that the device is safe for its intended application, that it is
potentially effective, and that the probable benefits outweigh the associated risks, which is a lower standard than is
applied to a PMA. Within the regulations for an HDE, if a device becomes available through the PMA process that
addresses the same patient population as the HDE device, the HDE device may need to be withdrawn from the U.S.
market. An approved HDE authorizes sales of the device to any hospital after Institutional Review Board review and
approval by the hospital.

Our currently commercialized BSD-200 and Microthermx Microwave Ablation System have been cleared through the
510(k) process. Our BSD-500 is the subject of an approved PMA application. Our BSD-2000 System is the subject of
an approved HDE. Our HDE for the BSD-2000 could be withdrawn by FDA if the target patient population exceeds
4000 patients in a given year or if a competitive device receives PMA approval that addresses the same patient
population as the BSD-2000.
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Our failure to comply with U.S. federal, state and foreign governmental regulations could lead to the issuance of
warning letters or untitled letters, the imposition of injunctions, suspensions or loss of regulatory clearance or
approvals, product recalls, termination of distribution, product seizures or civil penalties. In the most extreme cases,
criminal sanctions or closure of our manufacturing facility are possible.

Modifications to our products may require new regulatory clearances or approvals or may require us to recall or cease
marketing our products until clearances or approvals are obtained.

Modifications to our products may require new regulatory approvals or clearances, including 510(k) clearances,
premarket approvals, or HDE approvals, or require us to recall or cease marketing the modified devices until these
clearances or approvals are obtained. The FDA requires device manufacturers to initially make and document a
determination of whether or not a modification requires a new approval, supplement or clearance. A manufacturer
may determine that a modification could not significantly affect safety or efficacy and does not represent a major
change in its intended use, so that no new 510(k) clearance is necessary. However, the FDA can review a
manufacturer's decision and may disagree. The FDA may also on its own initiative determine that a new clearance or
approval is required. We have made modifications to our products in the past and may make additional modifications
in the future that we believe do not or will not require additional clearances or approvals. If the FDA disagrees and
requires new clearances or approvals for the modifications, we may be required to recall and to stop marketing our
products as modified, which could require us to redesign our products and harm our operating results. In these
circumstances, we may be subject to significant enforcement actions.

10
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If a manufacturer determines that a modification to an FDA-cleared device could significantly affect its safety or
efficacy, or would constitute a major change in its intended use, then the manufacturer must file for a new 510(k)
clearance or possibly a premarket approval application. For PMA approved products, any change that affects the
safety or effectiveness of the device requires the approval of PMA Supplement. Depending on the type of change,
there are different PMA Supplements ranging from 30-Day Notices to full 180-Day Supplements. Where we
determine that modifications to our products require a new 510(k) clearance, premarket approval, or HDE application,
we may not be able to obtain those additional clearances or approvals for the modifications or additional indications in
a timely manner, or at all. Obtaining clearances and approvals can be a time consuming process, and delays in
obtaining required future clearances or approvals would adversely affect our ability to introduce new or enhanced
products in a timely manner, which in turn would harm our future growth.

There is no guarantee that the FDA will grant 510(k) clearance or PMA approval of our future products and failure to
obtain necessary clearances or approvals for our future products would adversely affect our ability to grow our
business.

Some of our new products may require FDA clearance of a 510(k). Other products may require the approval of a
PMA. In addition some of our new products may require clinical trials to support regulatory approval and we may not
successfully complete these clinical trials. The FDA may not approve or clear these products for the indications that
are necessary or desirable for successful commercialization. Indeed, the FDA may refuse our requests for 510(k)
clearance or premarket approval of new products. Failure to receive clearance or approval for our new products would
have an adverse effect on our ability to expand our business.

Clinical trials necessary to support a PMA application will be expensive and will require the enrollment of large
numbers of patients, and suitable patients may be difficult to identify and recruit. Delays or failures in our clinical
trials will prevent us from commercializing any modified or new products and will adversely affect our business,
operating results and prospects.

Initiating and completing clinical trials necessary to support a future PMA application or to obtain additional safety
and efficacy data beyond that typically required for a 510(k) clearance will be time consuming and expensive and the
outcome uncertain. Moreover, the results of early clinical trials are not necessarily predictive of future results, and any
product we advance into clinical trials may not have favorable results in later clinical trials.

11



Edgar Filing: BSD MEDICAL CORP - Form 8-K

Clinical trials conducted in the United States, generally require an investigational device exemption application, or
IDE, approved in advance by the FDA for a specified number of patients and study sites, unless the product is deemed
an nonsignificant risk device eligible for more abbreviated IDE requirements. Clinical trials are subject to extensive
monitoring, recordkeeping and reporting requirements. Clinical trials must be conducted under the oversight of an
institutional review board, or IRB, for the relevant clinical trial sites and must comply with FDA regulations,
including but not limited to those relating to good clinical practices. To conduct a clinical trial, we also are required to
obtain the patients’ informed consent that complies with FDA requirements, state and federal privacy regulations and
human subject protection regulations.

Conducting successful clinical studies will require the enrollment of large numbers of patients, and suitable patients
may be difficult to identify and recruit. Patient enrollment in clinical trials and completion of patient participation and
follow-up depends on many factors, including the size of the patient population, the nature of the trial protocol, the
attractiveness of, or the discomforts and risks associated with, the treatments received by enrolled subjects, the
availability of appropriate clinical trial investigators, support staff, and proximity of patients to clinical sites and able
to comply with the eligibility and exclusion criteria for participation in the clinical trial and patient compliance. For
example, patients may be discouraged from enrolling in our clinical trials if the trial protocol requires them to undergo
extensive post-treatment procedures or follow-up to assess the safety and effectiveness of our products or if they
determine that the treatments received under the trial protocols are not attractive or involve unacceptable risks or
discomforts. Patients may also not participate in our clinical trials if they choose to participate in contemporaneous
clinical trials of competitive products. In addition, patients participating in clinical trials may die before completion of
the trial or suffer adverse medical events unrelated to investigational products.

Development of sufficient and appropriate clinical protocols to demonstrate safety and efficacy are required and we
may not adequately develop such protocols to support clearance and approval. Further, the FDA may require us to
submit data on a greater number of patients than we originally anticipated and/or for a longer follow-up period or
change the data collection requirements or data analysis applicable to our clinical trials. Delays in patient enrollment
or failure of patients to continue to participate in a clinical trial may cause an increase in costs and delays in the
approval and attempted commercialization of our products or result in the failure of the clinical trial. In addition,
despite considerable time and expense invested in our clinical trials, FDA may not consider our data adequate to
demonstrate safety and efficacy. Such increased costs and delays or failures could adversely affect our business,
operating results and prospects.

BSD is currently sponsoring an IDE-approved clinical study of the BSD-2000 Hyperthermia System, “Hyperthermia
Combined with Radiotherapy for the Treatment of Locally Advanced, Persistent, or Recurrent Deep Tumors of the
Pelvis; i.e., Cervical, Prostate, Rectal, and Bladder.” The Phase II study is designed to enroll subjects who have
advanced, persistent, or recurrent deep tumors of the pelvis and thus have already failed other standard therapy or
would not be considered candidates for other standard therapy.

Our facility and our clinical investigational sites operate under procedures that govern the conduct and management of
FDA-regulated clinical studies under 21 CFR Parts 50 and 812, and Good Clinical Practices. FDA may conduct
Bioresearch Monitoring (BiMo) inspections of us and/or our clinical sites to assess compliance with 21 CFR Parts 50
and 812, our procedures, and the clinical protocol. If the FDA were to find that we or our clinical investigators are not
operating in compliance with applicable regulations, we could be subject to the above FDA enforcement action as
well as refusal to accept all or part of our data in support our 510(k) or PMA and/or we may need to conduct
additional studies.

We, the FDA or the IRB could suspend a clinical trial at any time for various reasons, including a belief that the risks
to study subjects outweigh the anticipated benefits. Additionally, we may decide at any time, for business or other

reasons, to terminate a study. Even if a trial is completed, the results of clinical testing may not adequately

12
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demonstrate the safety and efficacy of the device or may otherwise not be sufficient to obtain FDA clearance or
approval to market the product in the United States. Following completion of a study, we would need to collect,
analyze and present the data in an appropriate submission to the FDA, either a 510(k) premarket notification or a
PMA. Even if a study is completed and submitted to the FDA, the results of our clinical testing may not demonstrate
the safety and efficacy of the device, or may be equivocal or otherwise not be sufficient to obtain approval of our
product.

13
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If the third parties on which we rely to conduct our clinical trials and to assist us with pre-clinical development do not
perform as contractually required or expected, we may not be able to obtain regulatory approval for or commercialize
our products.

We do not have the ability to independently conduct our pre-clinical and clinical trials for our products and we must
rely on third parties, such as contract research organizations, medical institutions, clinical investigators and contract
laboratories to conduct such trials. If these third parties do not successfully carry out their contractual duties or
regulatory obligations or meet expected deadlines, if these third parties need to be replaced, or if the quality or
accuracy of the data they obtain is compromised due to the failure to adhere to our clinical protocols or regulatory
requirements or for other reasons, our pre-clinical development activities or clinical trials may be extended, delayed,
suspended or terminated, and we may not be able to obtain regulatory approval for, or successfully commercialize, our
products on a timely basis, if at all, and our business, operating results and prospects may be adversely affected.
Furthermore, our third-party clinical trial investigators may be delayed in conducting our clinical trials for reasons
outside of their control.

The results of our clinical trials may not support our product candidate claims or may result in the discovery of
adverse side effects.

Even if our clinical trials are completed as planned, we cannot be certain that their results will support our product
candidate claims or that the FDA or foreign authorities will agree with our conclusions regarding them. Success in
pre-clinical studies and early clinical trials does not ensure that later clinical trials will be successful, and we cannot be
sure that the later trials will replicate the results of prior trials and pre-clinical studies. The clinical trial process may
fail to demonstrate that our product candidates are safe and effective for the proposed indicated uses, which could
cause us to abandon a product candidate and may delay development of others. Any delay or termination of our
clinical trials will delay the filing of our product submissions and, ultimately, our ability to commercialize our product
candidates and generate revenues. It is also possible that patients enrolled in clinical trials will experience adverse side
effects that are not currently part of the product candidate’s profile.

With respect to our marketed products, if we or our suppliers fail to comply with ongoing FDA or other foreign
regulatory authority requirements, or if we experience unanticipated problems with our products, these products could
be subject to restrictions or withdrawal from the market.

Any product for which we obtain clearance or approval, and the manufacturing processes, reporting requirements,
post-approval clinical data and promotional activities for such product, will be subject to continued regulatory review,
oversight and periodic inspections by the FDA. In particular, we and our suppliers are required to comply with FDA’s
Quality System Regulations or QSR for the manufacture of our products and other regulations which cover the
methods and documentation of the design, testing, production, control, quality assurance, labeling, packaging, storage
and shipping of any product for which we obtain clearance or approval. The FDA enforces the QSR and other
regulations through periodic inspections. Our facility in Salt Lake City, Utah, is regularly inspected by the FDA. The
most recent FDA inspection was conducted December 17-19, 2012. There were no deficiencies noted by the FDA as a
result of this inspection and no Form 483 was issued.

14
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The failure by us or one of our suppliers to comply with applicable statutes and regulations administered by the FDA
or the failure to timely and adequately respond to any adverse inspectional observations or product safety issues, could
result in, among other things, any of the following enforcement actions:

untitled letters, warning letters, fines, injunctions, consent decrees and civil penalties;
unanticipated expenditures to address or defend such actions

customer notifications for repair, replacement, refunds;

recall, detention or seizure of our products;

operating restrictions or partial suspension or total shutdown of production;

refusing or delaying our requests for 510(k) clearance or premarket approval of new products or
modified products;

operating restrictions;

withdrawing 510(k) clearances or HDE or PMA approvals that have already been granted;
refusal to grant export approval for our products; or

criminal prosecution.

If any of these actions were to occur it would harm our reputation and cause our product sales and profitability to
suffer and may prevent us from generating revenue. Furthermore, our key component suppliers may not currently be
or may not continue to be in compliance with all applicable regulatory requirements which could result in our failure
to produce our products on a timely basis and in the required quantities, if at all.

Even if regulatory clearance or approval of a product is granted, such clearance or approval may be subject to
limitations on the intended uses for which the product may be marketed and reduce our potential to successfully
commercialize the product and generate revenue from the product. If the FDA determines that our promotional
materials, labeling, training or other marketing or educational activities constitute promotion of an unapproved use, it
could request that we cease or modify our training or promotional materials or subject us to regulatory enforcement
actions. It is also possible that other federal, state or foreign enforcement authorities might take action if they consider
our training or other promotional materials to constitute promotion of an unapproved use, which could result in
significant fines or penalties under other statutory authorities, such as laws prohibiting false claims for reimbursement.

In addition, we may be required to conduct costly post-market testing and surveillance to monitor the safety or
effectiveness of our products, and we must comply with medical device reporting requirements, including the
reporting of adverse events and malfunctions related to our products. Later discovery of previously unknown
problems with our products, including unanticipated adverse events or adverse events of unanticipated severity or
frequency, manufacturing problems, or failure to comply with regulatory requirements such as QSR, may result in
changes to labeling, restrictions on such products or manufacturing processes, withdrawal of the products from the
market, voluntary or mandatory recalls, a requirement to repair, replace or refund the cost of any medical device we
manufacture or distribute, fines, suspension of regulatory approvals, product seizures, injunctions or the imposition of
civil or criminal penalties which would adversely affect our business, operating results and prospects.
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For most products that receive PMA or HDE approval, FDA imposes post-market study requirements as a condition
of approval. As a condition of our HDE approval for the BSD-2000 Hyperthermia System, the FDA required BSD to
conduct a post-market registry study, “Deep Hyperthermia and Radiation in the Treatment of Cervical Cancer Patients.
Due to challenges enrolling patients and sites in a small population with this rare disease, no patients have yet been
enrolled in this post-approval registry study. Because of these challenges, BSD initiated collaborative discussions with
FDA regarding the structure of the study. As a result, the initial post-market study structure has been revised, and we
are in current discussions with our clinical sites regarding participation in the revised study. We have submitted all
periodic updates to FDA as required and in a timely manner.

9

Our products may in the future be subject to product recalls that could harm our reputation, business and financial
results.

The FDA and similar foreign governmental authorities have the authority to require the recall of commercialized
products in the event of material deficiencies or defects in design or manufacture. In the case of the FDA, the authority
to require a recall must be based on an FDA finding that there is a reasonable probability that the device would cause
serious injury or death. Manufacturers may, under their own initiative, recall a product if any material deficiency in a
device is found. A government-mandated or voluntary recall by us or one of our distributors could occur as a result of
component failures, manufacturing errors, design or labeling defects or other deficiencies and issues. Recalls of any of
our products would divert managerial and financial resources and have an adverse effect on our financial condition
and results of operations. The FDA requires that certain classifications of recalls be reported to FDA within 10
working days after the recall is initiated. Companies are required to maintain certain records of recalls, even if they are
not reportable to the FDA. We may initiate voluntary recalls involving our products in the future that we determine do
not require notification of the FDA. If the FDA disagrees with our determinations, they could require us to report
those actions as recalls. A future recall announcement could harm our reputation with customers and negatively affect
our sales. In addition, the FDA could take enforcement action for failing to report the recalls when they were
conducted.

If our products cause or contribute to a death or a serious injury, or malfunction in certain ways, we will be subject to
medical device reporting regulations, which require reports to be submitted to the FDA and can result in voluntary
corrective actions or FDA enforcement actions.

Under the FDA medical device reporting regulations, medical device manufacturers are required to report to the FDA
information that a device has or may have caused or contributed to a death or serious injury or has malfunctioned in a
way that would likely cause or contribute to death or serious injury if the malfunction of the device or one of our
similar devices were to recur. If we fail to report these events to the FDA within the required timeframes, or at all,
FDA could take enforcement action against us. Any such adverse event involving our products also could result in
future voluntary corrective actions, such as recalls or customer notifications, or agency action, such as inspection or
enforcement action. Any corrective action, whether voluntary or involuntary, as well as defending ourselves in a
lawsuit, will require the dedication of our time and capital, distract management from operating our business, and may
harm our reputation and financial results.

11
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We may be subject to fines, penalties or injunctions if we are determined to be promoting the use of our products for
unapproved or "off-label" uses.

Our promotional materials and training methods for physicians must comply with FDA and other applicable laws and
regulations. We believe that the specific surgical procedures for which our 510(k)-cleared products are marketed fall
within the scope of the surgical applications that have been cleared by the FDA and that our PMA approved products
are marketed in accordance with their approved labeling. However, the FDA could disagree and require us to stop
promoting our products for those specific procedures until we obtain FDA clearance or approval for them. In addition,
if the FDA determines that our promotional materials or training constitutes promotion of an unapproved use, it could
request that we modify our training or promotional materials or subject us to regulatory or enforcement actions,
including the issuance of an untitled letter, a warning letter, injunction, seizure, civil fine and criminal penalties. It is
also possible that other federal, state or foreign enforcement authorities might take action if they consider our
promotional or training materials to constitute promotion of an unapproved use, which could result in significant fines
or penalties under other statutory authorities, such as laws prohibiting false claims for reimbursement. In that event,
our reputation could be damaged and adoption of the products would be impaired.

Legislative or Regulatory reforms may adversely affect our ability to sell our products profitably.

From time to time, legislation is drafted and introduced in Congress that could significantly change the statutory
provisions governing the clearance or approval, manufacture and marketing of a medical device. In addition, FDA
regulations and guidance are often revised or reinterpreted by the agency in ways that may significantly affect our
business and our products. It is impossible to predict whether legislative changes will be enacted or FDA regulations,
guidance or interpretations changed, and what the impact of such changes, if any, may be. For example, the FDA may
change its clearance and approval policies, adopt additional regulations or revise existing regulations, or take other
actions that may prevent or delay approval or clearance of our products under development or impact our ability to
modify our currently approved or cleared products on a timely basis. For example, in 2011, the FDA announced a
Plan of Action to modernize and improve the FDA’s premarket review of medical devices, and has implemented, and
continues to implement, reforms intended to streamline the premarket review process. In addition, as part of the Food
and Drug Administration Safety and Innovation Act of 2012, or FDASIA, Congress enacted several reforms entitled
the Medical Device Regulatory Improvements and additional miscellaneous provisions which will further affect
medical device regulation both pre- and post-approval. Any change in the laws or regulations that govern the
clearance and approval processes relating to our current and future products could make it more difficult and costly to
obtain clearance or approval for new products, or to produce, market and distribute existing products.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be
signed on its behalf by the undersigned hereunto duly authorized.

BSD MEDICAL CORPORATION
Date: June 27, 2014

By: /s/ William S. Barth
Name: William S. Barth
Title: Chief Financial Officer
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