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IntroductionIntroduction

Preparing for a certification exam can feel overwhelming, but with the right tools, it becomes
an opportunity to build confidence, sharpen your skills, and move one step closer to your
goals. At Examzify, we believe that effective exam preparation isn’t just about
memorization, it’s about understanding the material, identifying knowledge gaps, and
building the test-taking strategies that lead to success.

This guide was designed to help you do exactly that.

Whether you’re preparing for a licensing exam, professional certification, or entry-level
qualification, this book offers structured practice to reinforce key concepts. You’ll find a
wide range of multiple-choice questions, each followed by clear explanations to help you
understand not just the right answer, but why it’s correct.

The content in this guide is based on real-world exam objectives and aligned with the types
of questions and topics commonly found on official tests. It’s ideal for learners who want to:

• Practice answering questions under realistic conditions,
• Improve accuracy and speed,
• Review explanations to strengthen weak areas, and
• Approach the exam with greater confidence.

We recommend using this book not as a stand-alone study tool, but alongside other
resources like flashcards, textbooks, or hands-on training. For best results, we recommend
working through each question, reflecting on the explanation provided, and revisiting the
topics that challenge you most.

Remember: successful test preparation isn’t about getting every question right the first
time, it’s about learning from your mistakes and improving over time. Stay focused, trust the
process, and know that every page you turn brings you closer to success.

Let’s begin.
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How to Use This GuideHow to Use This Guide

This guide is designed to help you study more effectively and approach your exam with
confidence. Whether you're reviewing for the first time or doing a final refresh, here’s how to
get the most out of your Examzify study guide:

1. Start with a Diagnostic Review

Skim through the questions to get a sense of what you know and what you need to focus on.
Your goal is to identify knowledge gaps early.

2. Study in Short, Focused Sessions

Break your study time into manageable blocks (e.g. 30 – 45 minutes). Review a handful of
questions, reflect on the explanations.

3. Learn from the Explanations

After answering a question, always read the explanation, even if you got it right. It reinforces
key points, corrects misunderstandings, and teaches subtle distinctions between similar
answers.

4. Track Your Progress

Use bookmarks or notes (if reading digitally) to mark difficult questions. Revisit these
regularly and track improvements over time.

5. Simulate the Real Exam

Once you're comfortable, try taking a full set of questions without pausing. Set a timer and
simulate test-day conditions to build confidence and time management skills.

6. Repeat and Review

Don’t just study once, repetition builds retention. Re-attempt questions after a few days and
revisit explanations to reinforce learning. Pair this guide with other Examzify tools like
flashcards, and digital practice tests to strengthen your preparation across formats.

There’s no single right way to study, but consistent, thoughtful effort always wins. Use this
guide flexibly, adapt the tips above to fit your pace and learning style. You've got this!
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Questions
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1. When was RA 4688 approved?
A. June 16, 1956
B. June 18, 1966
C. May 5, 1994
D. February 13, 1998

2. How do regulatory agencies like the FDA impact innovation in MedTech?
A. By establishing safety and effectiveness standards
B. By promoting only domestic products
C. By providing funding for startups
D. By restricting all forms of technology

3. In MedTech, what does the term 'risk management' mean?
A. The process of marketing medical devices
B. The process of identifying, assessing, and controlling risks associated with

medical devices
C. The assessment of healthcare costs
D. The creation of patient care policies

4. What role does the World Health Organization (WHO) play in global health
ethics?
A. It provides financial support for healthcare initiatives
B. It sets international ethical standards in health promotion
C. It oversees regulatory compliance for medical devices worldwide
D. It performs clinical research on medical technologies

5. How does accurate risk representation play a role in medical device
marketing?
A. It raises compliance costs
B. It can sway public opinion towards negative views
C. It is essential for ethical marketing practices
D. It creates confusion among consumers
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6. What is the purpose of post-market surveillance for medical devices?
A. To prepare devices for market introduction
B. To monitor the effectiveness and safety of a device after it has been approved

for use
C. To gather funding for research and development
D. To evaluate market competition

7. What date was the Newborn Screening Act of 2004 approved?
A. June 22, 1973
B. April 7, 2004
C. December 31, 2002
D. August 12, 2016

8. Which president is associated with the Philippine Association of Schools of
Medical Technology?
A. Ronaldo Puno
B. Bernard Ebuen
C. Juan dela Cruz
D. Maria Antonio

9. What ethical concern is associated with the use of artificial intelligence in
medical technology?
A. The improvement of clinical outcomes
B. Increased accountability of healthcare providers
C. Concerns about bias and patient autonomy in clinical decision-making
D. Enhanced patient engagement in care

10. What role does the International Organization for Standardization (ISO)
play in MedTech?
A. It regulates the pricing of medical devices
B. It develops international standards for medical devices
C. It conducts clinical trials for new devices
D. It provides certifications for healthcare professionals
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Answers
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1. B
2. A
3. B
4. B
5. C
6. B
7. B
8. B
9. C
10. B
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Explanations
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1. When was RA 4688 approved?
A. June 16, 1956
B. June 18, 1966
C. May 5, 1994
D. February 13, 1998

The approved date of Republic Act No. 4688, which deals with the regulation and management of clinical
laboratories in the Philippines, is indeed June 18, 1966. This law was established to ensure the proper
functioning of clinical laboratories, thereby safeguarding public health and promoting the appropriate standards
in medical practice. By providing a regulatory framework, it helps maintain the quality and accuracy of laboratory
services, which is crucial for accurate diagnosis and treatment of patients.   The other dates listed correspond to
different events or legislation and do not pertain to the approval of RA 4688, thus reinforcing the importance of
the correct date in understanding the historical context of healthcare regulation in the Philippines. Knowing the
specific date plays a vital role in recognizing changes in laws and practices in the medical technology field.

2. How do regulatory agencies like the FDA impact innovation in MedTech?
A. By establishing safety and effectiveness standards
B. By promoting only domestic products
C. By providing funding for startups
D. By restricting all forms of technology

Regulatory agencies like the FDA play a crucial role in shaping the landscape of innovation in MedTech by
establishing safety and effectiveness standards. These standards are instrumental in ensuring that medical
technologies meet specific safety requirements and demonstrate efficacy before they can be introduced to the
market.   By setting these guidelines, the FDA not only protects public health but also fosters a degree of trust
among consumers and healthcare providers. This trust encourages investment in new technologies, as
innovators are more likely to pursue the development of devices that comply with established regulations,
knowing that they will face a clear pathway for market approval.  Moreover, the establishment of safety and
effectiveness standards can drive innovation by motivating companies to advance their products to meet or
exceed regulatory benchmarks. This creates a competitive environment where businesses strive to develop more
effective and safer medical devices, ultimately benefiting patients.  In contrast, the other options do not
accurately reflect the FDA's role in promoting innovation. The agency does not limit itself to promoting only
domestic products nor does it provide funding for startups, which are more often supported by private investors
or venture capital. Additionally, regulatory agencies do not restrict all forms of technology; rather, they create a
framework within which innovative technologies can be developed and commercialized safely.
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3. In MedTech, what does the term 'risk management' mean?
A. The process of marketing medical devices
B. The process of identifying, assessing, and controlling risks associated with

medical devices
C. The assessment of healthcare costs
D. The creation of patient care policies

The term 'risk management' in MedTech specifically refers to the systematic process of identifying, assessing,
and controlling risks that could potentially affect the safety and effectiveness of medical devices. This involves a
thorough evaluation of potential hazards throughout the lifecycle of a medical device, starting from the design
phase through to its use in clinical settings.   Effective risk management is crucial in ensuring that medical
devices meet regulatory requirements and perform safely for patients. It helps in minimizing the likelihood of
adverse events and enhancing overall safety and efficacy. This approach not only protects patients but also
supports manufacturers in compliance with relevant standards and regulations.  The other options do not
accurately define risk management. Marketing medical devices focuses on promoting and selling the products
rather than addressing safety risks. Assessing healthcare costs pertains to financial analysis and budgeting in
healthcare rather than managing risks of devices. Creating patient care policies deals with the guidelines for
patient treatment and care practices, which is separate from the structured process of risk management in the
context of medical technology.

4. What role does the World Health Organization (WHO) play in global health
ethics?
A. It provides financial support for healthcare initiatives
B. It sets international ethical standards in health promotion
C. It oversees regulatory compliance for medical devices worldwide
D. It performs clinical research on medical technologies

The World Health Organization (WHO) is instrumental in establishing and promoting international ethical
standards in health promotion. This responsibility encompasses guiding principles and frameworks designed to
ensure that health initiatives are conducted ethically and equitably, particularly in areas such as disease
prevention, treatment accessibility, and health policy formulation. By facilitating a collaborative approach to
health ethics, WHO ensures that global health efforts respect human dignity, equity, and justice, which are
essential for effective health promotion.  While the organization may engage in various supportive roles such as
providing guidance on health policies or influencing healthcare practices globally, its core mission in the context
of global health ethics is very much focused on setting these ethical benchmarks that countries can follow to
enhance their public health efforts.   In contrast, other choices relate to functions that are not central to WHO’s
mission. The provision of financial support typically comes from different organizations or partnerships rather
than WHO itself. WHO does not primarily oversee regulatory compliance for medical devices, which is usually
handled by national regulatory bodies. Although WHO may conduct or support research, performing clinical
research is not its primary function; instead, it focuses on facilitating collaboration and sharing results from
research conducted by others.
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5. How does accurate risk representation play a role in medical device
marketing?
A. It raises compliance costs
B. It can sway public opinion towards negative views
C. It is essential for ethical marketing practices
D. It creates confusion among consumers

Accurate risk representation is crucial in medical device marketing because it directly relates to ethical
marketing practices. This involves providing clear, truthful, and comprehensive information about the risks
associated with a medical device, which helps ensure that healthcare professionals and patients can make
informed decisions. By adhering to ethical standards, companies build trust with consumers, promote
transparency, and ultimately contribute to better patient safety outcomes. When manufacturers are honest and
straightforward about the potential risks, it reflects their commitment to the well-being of patients and enhances
the integrity of the medical device industry as a whole.  On the other hand, while raising compliance costs,
swaying public opinion negatively, or causing confusion among consumers may be potential issues linked to
misrepresentation or failure to communicate risks effectively, they do not encapsulate the primary importance of
accurate risk representation within ethical marketing. The focus should remain on the ethical obligation to
inform and protect consumers through truthful representation.

6. What is the purpose of post-market surveillance for medical devices?
A. To prepare devices for market introduction
B. To monitor the effectiveness and safety of a device after it has been approved

for use
C. To gather funding for research and development
D. To evaluate market competition

Post-market surveillance plays a critical role in ensuring that medical devices remain safe and effective once
they are available in the market. This ongoing monitoring process involves collecting data on the performance of
the device and any adverse effects that may arise during its use in a real-world setting.   The primary objective is
to detect any potential problems that were not identified during pre-market clinical trials and to assess whether
the device continues to meet safety and effectiveness standards as it is used by the general population. Through
this surveillance, regulatory authorities, manufacturers, and healthcare providers can gain valuable insights that
may lead to adjustments in usage guidelines, device modifications, or even recalls if necessary.  This process is
essential for patient safety and helps to maintain public trust in medical devices. In contrast, while preparing
devices for market introduction, gathering funding for research and development, and evaluating market
competition are important aspects of the medical device lifecycle, they do not pertain to the ongoing
assessment of devices once they are approved and in use.

Sample study guide, visit https://medtechlawsandethics.examzify.com
for the full version with hundreds of practice questions 13

SAMPLE



7. What date was the Newborn Screening Act of 2004 approved?
A. June 22, 1973
B. April 7, 2004
C. December 31, 2002
D. August 12, 2016

The Newborn Screening Act of 2004 was approved on April 7, 2004. This legislation implemented critical
frameworks for expanding screening for various genetic, hormonal, and metabolic disorders in newborns,
thereby enabling early detection and intervention to ensure better health outcomes for infants. The act's
approval marked a significant step in national health policy, reflecting the importance of early diagnosis in
improving the life chances of affected children. The other dates provided do not correspond to the approval of
this legislative act, as they refer to different years or events unrelated to the Newborn Screening Act,
emphasizing the specific historical moment that was pivotal for newborn health initiatives in the United States.

8. Which president is associated with the Philippine Association of Schools of
Medical Technology?
A. Ronaldo Puno
B. Bernard Ebuen
C. Juan dela Cruz
D. Maria Antonio

The Philippine Association of Schools of Medical Technology was established to promote and ensure the quality
of medical technology education in the Philippines. The association aims to unify various educational
institutions that offer programs in medical technology, ensuring that they adhere to established standards of
education, practice, and ethics.  Bernard Ebuen, as the correct answer, played a significant role in fostering this
organization. His leadership and vision were critical in aligning educational programs in medical technology with
the national health needs and professional standards. This established a framework that helped shape medical
technology education in the country, enhancing the profession's recognition and development.  The other
individuals listed are not recognized for significant contributions to the establishment or leadership of the
Philippine Association of Schools of Medical Technology, making Bernard Ebuen the standout figure in this
context.
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9. What ethical concern is associated with the use of artificial intelligence in
medical technology?
A. The improvement of clinical outcomes
B. Increased accountability of healthcare providers
C. Concerns about bias and patient autonomy in clinical decision-making
D. Enhanced patient engagement in care

The ethical concern associated with the use of artificial intelligence in medical technology centers around bias
and its implications for patient autonomy in clinical decision-making. Artificial intelligence systems are often
trained on data sets that may not represent the diversity of the patient population accurately. This can lead to
biases that affect diagnosis, treatment recommendations, and ultimately, patient outcomes.   When AI
technologies exhibit bias, they can inadvertently reinforce health disparities among different demographic
groups, leading to unequal treatment based on race, gender, socioeconomic status, or other factors.
Furthermore, the use of AI in making clinical decisions can diminish patient autonomy, as patients may feel less
involved in their healthcare decisions when these decisions are heavily influenced by algorithms they do not
understand.   Ethical frameworks in healthcare emphasize the importance of informed consent and collaborative
decision-making between healthcare providers and patients. When AI systems are used without transparency
regarding their decision-making processes, it can undermine these principles, potentially compromising patient
trust and agency in their own health care.

10. What role does the International Organization for Standardization (ISO)
play in MedTech?
A. It regulates the pricing of medical devices
B. It develops international standards for medical devices
C. It conducts clinical trials for new devices
D. It provides certifications for healthcare professionals

The International Organization for Standardization (ISO) plays a crucial role in the medical technology sector by
developing international standards for medical devices. These standards are designed to ensure safety, quality,
and efficiency in the design, manufacturing, and use of medical devices globally. By establishing a uniform set of
criteria, the ISO helps facilitate international trade, enhances product quality, and protects public health,
fostering greater confidence in medical technologies among consumers and healthcare providers.  In contrast to
other options, ISO does not engage in the regulation of pricing for medical devices, as that responsibility
typically falls under national regulatory bodies. Furthermore, while it does not conduct clinical trials, those
studies are usually performed by manufacturers or independent research organizations to assess product
efficacy and safety. Lastly, the organization does not provide certifications for healthcare professionals; instead,
certification of individuals is usually managed by specific professional bodies or associations. Thus, the primary
function of ISO in the MedTech field is rightly recognized in the development of international standards.
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Next StepsNext Steps

Congratulations on reaching the final section of this guide. You've taken a meaningful step
toward passing your certification exam and advancing your career.

As you continue preparing, remember that consistent practice, review, and self-reflection
are key to success. Make time to revisit difficult topics, simulate exam conditions, and track
your progress along the way.

If you need help, have suggestions, or want to share feedback, we’d love to hear from you.
Reach out to our team at hello@examzify.com.

Or visit your dedicated course page for more study tools and resources:

https://medtechlawsandethics.examzify.com

We wish you the very best on your exam journey. You've got this!
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