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A MESSAGE FROM 
DR. NARESH AGGARWAL

Thank you for your interest in clinical research and for exploring this guidebook. 
Clinical trials are vital to advancing medical science, and your decision to 
participate—whether at A&A Clinical Research or elsewhere—makes you an 
integral part of this journey.

This guidebook reflects my belief in the power of informed, empowered 
participants. Clinical trials are not just about advancing science—they’re about 
advancing humanity. Your voice, experience, and well-being matter 
immensely. By participating, you contribute to life-changing treatments and the 
collective effort to uphold the highest standards of ethical research.

As the founder and Medical Director of A&A Clinical Research, I bring over 25 
years of experience as a family physician and have conducted more than 250 
clinical trials (Phase II–IV). This dual expertise allows me to deliver patient-
centered care while maintaining rigorous research standards. I’m proud to lead 
a team committed to advancing medical science while prioritizing participant 
well-being.

Together, we can achieve extraordinary things.

Sincerely,

Dr. Naresh Aggarwal
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Clinical trials are structured, carefully designed studies conducted to assess 
the safety, efficacy, and overall benefits of new medical treatments. Every 
potential new drug or therapy must go through rigorous testing before it 
becomes publicly available, undergoing a controlled, step-by-step process to 
meet regulatory standards. This process ensures that the treatments are safe, 
effective, and able to provide meaningful benefits to patients.

Phases of Clinical Trials
Clinical trials are divided into phases, each with a specific purpose:

Phase I
The initial phase of human testing, where a small group of participants 
helps researchers evaluate the treatment’s safety profile, establish a safe 
dosage range, and observe any immediate side effects. This phase often 
includes healthy volunteers or patients for whom alternative treatments 
are limited.

Phase II
With a larger participant group, Phase II trials focus on measuring the 
treatment's effectiveness while continuing to assess its safety. This stage 
generally includes individuals with the specific condition the treatment 
targets, offering early insights into how well it works in the intended 
population.

Phase III
Phase III trials scale up significantly to test the treatment in a broader 
population, confirming its effectiveness, tracking potential side effects, 
and comparing it to existing standard treatments. The findings from this 
phase provide essential data for regulatory review, offering robust 
evidence of the treatment's risks and benefits.

Phase IV
Conducted after a treatment has been approved and released to the 
market, these studies gather data on long-term effectiveness, monitor 
ongoing safety, and identify any rare or delayed side effects that may 
arise over extended use. Phase IV trials ensure that treatments continue 
to be safe and effective for the general public.

At A&A Clinical Research, we specialize in Phase II to Phase IV clinical trials, 
meaning we conduct studies on treatments that have already been evaluated 
for safety in initial phases. Our role is to further assess these treatments in 
larger, controlled populations to ensure they meet the highest standards of 
effectiveness and safety.

1. WHAT ARE CLINICAL TRIALS?
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Throughout each phase, we follow strict protocols and regulatory standards to 
ensure your safety and comfort, under the guidance of experienced 
professionals. Each trial is designed with the participant at the center, adhering 
to rigorous ethical and scientific standards.

Dispelling Common Myths
To help you feel more at ease, here are answers to some common myths:

• Myth: “Participants are treated like guinea pigs.”
Fact: Clinical trials are highly regulated, and at A&A Clinical Research, we 
have strict protocols in place to prioritize your safety. You’re a valued partner 
in this study, with your comfort, safety, and rights at the forefront.

• Myth: “Clinical trials are just for testing risky, new drugs.”
Fact: Many clinical trials aim to improve existing treatments. All studies 
conducted by A&A Clinical Research are beyond the initial (Phase 1) testing 
stages, meaning they’ve already undergone preliminary safety evaluations.
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2. WHAT TO EXPECT AS A PARTICIPANT

Informed Consent
Before starting, I will walk you through the informed 
consent process, explaining the study’s purpose, risks, 
and your rights.

* Appendix 1: Sample Informed Consent Form

From the very first phone call, you’re supported and guided by me and our 
dedicated team. This step-by-step outline shows what you can expect as a 
participant in an A&A clinical trial:

Pre-screening
After you express interest, a member of our staff will contact you to discuss 
your health background and answer any questions. This initial discussion helps 
us determine if you’re a potential match for one of our studies. If eligible, you’ll 
be provided with an appointment for a formal screening, where we assess your 
eligibility in more detail. 



Active Participation
With your consent we will proceed with screening procedures which may 
include medical examination, blood tests and other procedures related to the 
study. Once you’re enrolled, you’ll attend regular study visits or phone visits to 
monitor your health and progress. My staff and I will try to ensure that your 
study appointments are at your convenience and according to the protocol 

schedule.

Completion and Follow-Up
At the end of the study, we’ll conduct a final health assessment and discuss 
your experience. You’ll also receive a summary of how your participation 
contributed to the study’s outcomes.
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3. COMPENSATION AND INCENTIVES

At A&A Clinical Research, we recognize the value of your contribution. 
Qualified participants will receive:

• Study-Related Medical Care
Access to medical care specifically related to the study, provided at no cost.

• Study Medication at No Cost
Medications involved in the trial are provided free of charge.

• Compensation for Travel Expenses
You will be reimbursed for each onsite study visit.

Please Note: Compensation is never tied to the study’s results, ensuring that 
your experience remains unbiased and genuinely valued.

Your Responsibilities
• Attend scheduled visits.
• Follow the study protocol (e.g., taking medications as instructed).
• Report adverse events (AEs) or side effects promptly.



Your role goes beyond contributing to data collection; it’s about empowering 
yourself and becoming an integral part of medical progress. Recent 
advancements, such as GLP-1 medications like Wegovy® for weight loss and 
Ozempic® for type 2 diabetes management, were made possible thanks to the 
dedication of clinical trial participants like you. 

Your Involvement Matters
By participating, you impact future treatments, offering hope and potential 
cures for conditions that affect people worldwide. Whether refining a current 
medication or exploring new therapies, your involvement brings medical 
progress to life.

4. WHY YOUR PARTICIPATION MATTERS

5. UNDERSTANDING THE INFORMED CONSENT 
PROCESS

The informed consent process is essential for ensuring you understand every 
detail about the study. This includes the trial’s purpose, any potential risks, and 
benefits, as well as your rights as a participant.

Informed Consent Process at A&A Clinical 
Research  

• Purpose of the Study: You will receive a clear 
explanation of the trial’s goals and objectives.

• Study Procedures: You’ll receive a detailed 
outline of what will happen during the trial, 
including required assessments or procedures.

• Risks and Benefits: An overview of any potential 
risks and benefits.

For more details, refer to the Sample ‘Informed 
Consent Form’ in the appendix.
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Participant safety is our highest priority at A&A Clinical Research. Every clinical 
trial follows strict regulations set by health authorities, including Health Canada 
and the FDA, and is rigorously monitored and approved by Health Canada and 
the Local Ethics Board.

How We Prioritize Your Safety at Every Step:

• Pre-Clinical Testing: Treatments go through extensive laboratory and pre-
clinical testing before reaching clinical trials.

• Rigorous Oversight: Each phase is reviewed by regulatory bodies and 
ethical boards to confirm safety and effectiveness.

• Ongoing Monitoring: My team and I will regularly check in with you, ensuring 
your health and comfort throughout the trial.

Remember: By choosing to participate, you join a regulated, respectful process 
designed to protect and value every participant.

6. PARTICIPANT SAFETY: A SHARED COMMITMENT
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7. PRIVACY AND CONFIDENTIALITY OF YOUR 
PERSONAL INFORMATION

At A&A Clinical Research, we take the privacy of your personal information very 
seriously. All data collected as part of your participation is handled in strict 
compliance with the Personal Health Information Protection Act (PHIPA). This 
means that your health records and personal information will be securely 
stored and only used for study-related purposes. We adhere to rigorous 
standards to protect your privacy, ensuring that your personal information 
remains confidential throughout the trial and afterward.



8. FREQUENTLY ASKED QUESTIONS (FAQS)
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Q: How do I know if I’m eligible?

A: After you fill out our pre-screening form, we’ll contact you to discuss your 
medical history and determine your eligibility.

Q: Will my information remain confidential?

A: Yes, all personal information is stored securely, and your privacy is a top 
priority.

Q: How often will I need to attend study visits?

A: Each study schedule is unique, with some allowing for virtual visits.

Q: How long will I be in the trial

A: Each study duration is variable, but you will be informed in advance about 
the total duration of your participation.

Q: Will I be treated like a "test subject"?

A: No. Clinical trials prioritize participant safety, and you are always in control of 
your involvement.

Real-Life Impact

“This is the second clinical trial I’m in. I was coming 
back because I was getting the benefits of the 
Osteoarthritis Study. I was involved in it for my 
knees which were giving me a lot of pain and         

Dr. Aggarwal has been very helpful with these 
clinical studies in supporting me to strengthen my 

knees as well as taking the pain away.”

Osteoarthritis Clinical Trial Participant
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Sample Informed Consent Form

Study Title: Evaluation of [Study Drug/Intervention Name] in [Condition/Population].

Principal Investigator: Dr. Naresh Aggarwal

Purpose of the Study

You are invited to participate in a research study to evaluate [study purpose].

Procedures

• You will attend [number] visits over [duration].

• Procedures may include blood tests, imaging, or surveys.

Risks and Benefits

Risks: [Describe potential risks, e.g., side effects].

Benefits: Your participation may contribute to medical advancements but may not provide 
personal health benefits.

Compensation

You will receive [specific compensation details, if applicable].

Confidentiality

Your information will be stored securely and accessed only by authorized personnel.

Voluntary Participation

Your involvement is voluntary, and you may withdraw at any time without affecting your 
medical care.

Contact Information

For questions, please contact:

A&A Clinical Research 

Email: mail@aaaresearch.ca  Phone: 905-458-9033

Participant Statement

By signing this form, I acknowledge that I have read and understood the information 
provided.

9. Appendix 1: Sample Informed Consent Form (ICF)

Participant Name:

Signature:

Date:
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Adverse Event (AE)
Any unwanted side effect or health issue that occurs during a clinical trial. This may or may not 
be directly related to the study treatment.

Blinded Study
A study where participants, researchers, or both do not know who is receiving the treatment 
and who is receiving a placebo. This helps to prevent bias.

Control Group
A group of participants that does not receive the experimental treatment. Instead, they may 
receive a placebo or the standard treatment to compare results.

Double-Blind Study
A type of study in which neither the participants nor the researchers know who is receiving the 
treatment or placebo, reducing potential bias in the results.

Eligibility Criteria
Guidelines used to determine who can participate in a clinical trial. These may include factors 
such as age, gender, medical history, and current health status.

Informed Consent
A process where participants are provided with detailed information about the trial, including 
risks and benefits, to make an informed decision about their participation.

Local Ethics Board
An independent group that reviews and approves the ethical aspects of a clinical trial to 
ensure participant safety and study integrity.

Investigator
The person responsible for conducting the trial, often a doctor or medical researcher, who 
oversees the participants and ensures the study follows protocols.

Open-Label Study
A study in which both the participants and the researchers know which treatment is being 
administered. This is common in later phases or when blinding isn’t required.

Placebo
An inactive substance designed to look like the treatment but without its active ingredient. 
Placebos are used to compare results and help determine the treatment's true effect.

Protocol
A detailed plan for the clinical trial, outlining objectives, study design, participant criteria, 
procedures, and duration. It is essential for ensuring consistency and safety.

Randomization
The process of assigning participants to different treatment groups by chance rather than 
choice. Randomization helps prevent bias in the results.

Sponsor
The organization or individual responsible for funding and overseeing the clinical trial. 
Sponsors can be pharmaceutical companies, research institutions, or government agencies.

Standard of Care
The current accepted treatment for a specific medical condition. In trials, this is sometimes 
used as a comparison to evaluate the effectiveness of a new treatment.

Treatment Group
The group of participants in a clinical trial who receive the study medication or intervention 
being studied.

10. Appendix 2: Glossary of Clinical Trial Terms
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