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I 1. Introduction & Strategic Guidance for Clinical Observers

Mandatory Form Requirements: Section D of the Remote Observer Validation Certificate and Part D of the In-
Person Attestation Record require a detailed, written independent professional opinion. Regulatory frameworks
(including ICMR guidelines, CDSCO Software-as-a-Medical-Device provisions, and GCP) dictate that these

remarks must be substantive, ideally spanning a minimum of 3 to 5 clear sentences.

To ensure scientific objectivity and administrative precision, this handbook has been compiled to assist observers who
may face time constraints or difficulty in articulating technical health-tech interfaces in standard English. The text
options provided herein reflect identical clinical realities observed during the live surgeries, categorized systematically

by question numbers (D.1 through D.4) as set forth in the formal validation records.
How to Utilize This Handbook:

1. Review the Categories: Select phrases or complete templates that correspond directly to your specific
specialization (e.g., Shalyatantra, General Surgery, Anaesthesiologist) or match your precise clinical stance.

2. Transcribe or Refer: You may copy the pre-formulated text directly onto your physical form in blue or black
pen, combine multiple phrases to form a customized paragraph, or utilize the clause identification codes (e.g.,
Clause D1-A3) if checking a cross-reference matrix.

3. Maintain Authenticity: Only utilize options that faithfully mirror what you personally witnessed on the live
stream or inside the operating theatre viewing gallery. If you did not observe a certain capability, omit it or select

an "Unable to Assess" clause.

2. Question D.1: Intraoperative Observations of ShalyaMitra & Nael the
Achiever

Form Question: "What did you observe about ShalyaMitra and Nael the Achiever during the live surgery?"

Focus area: Technical stability, voice responsiveness, real-time tracking, information displays, and interaction quality.

Subsection A: Voice Interactions and System Responsiveness

Clause D1-A1

"During the live surgical session, I observed that the primary Al agent, Nael — the Achiever, demonstrated rapid,
wake-word activated responsiveness to the operating surgeon's intraoperative voice queries. The bidirectional
communication path remained fluid throughout the procedure, and the agent delivered clear, measured auditory

feedback without causing any discernible latency or disruption to the operating team's verbal dynamic."
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Clause D1-A2

"I noted that the verbal outputs from Nael the Achiever were executed with a high degree of acoustic clarity and
linguistic precision. The system effectively processed unstructured clinical questions posed by the surgeon regarding

procedural steps and instantly returned contextually appropriate parameters without requiring repetitive prompts."

Clause D1-A3 R¥e][¢] 3]

"The voice-activation system operated seamlessly via the surgeon's Bluetooth neckband. The Al agent, Nael,
maintained a calm, professional tone during active surgical phases, serving as a hands-free, passive auditory

assistant that seamlessly complemented the ambient workflow of the theatre."

Subsection B: Vision Pipeline and Multi-Sentinel Performance

Clause D1-B1

"T observed that the multi-sentinel vision pipeline functioned continuously without technical degradation. The
'Surgeon's Eye' clip-on camera captured high-definition visual telemetry of the active operative field, while the
'"Monitor Sentinel’ successfully performed continuous AI-OCR on the patient monitor, mirroring vital signs onto the

central Theatre Display with analytical overlays."

Clause D1-B2

"The Overhead Sentinel was visibly tracking the surgical environment, displaying real-time instrument and swab
tracking. The automated count metrics displayed on the Theatre Display updated dynamically alongside the manual

counts performed by the scrub nurse, demonstrating excellent spatial tracking capabilities."

Clause D1-B3

"The real-time visualization of the Theatre Display provided a highly structured interface for the surgical team.
Visual risk flags, predictive physiological graphs, and anatomical references were presented cleanly without

introducing visual clutter or distractions that could compromise situational awareness."
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Subsection C: Knowledge Retrieval and Shalyatantra Oracle Integration

Clause D1-C1

"A core observation was the active performance of the Shalyatantra Oracle. When queried by the surgeon, Nael the
Achiever successfully retrieved relevant Shlokas from the Sushruta Samhita and mapped them instantly to the live
modern anatomical views, bridging classical Ayurvedic principles with contemporary surgical practice in real

time."

Clause D1-C2

"I witnessed the system provide valuable Marma proximity alerts. As the surgeon approached vital structural
regions, the Al displayed dynamic Marma diagrams on the Theatre Display and issued mild auditory reminders

regarding classical vulnerable points (Marma Vigyana), thereby reinforcing traditional safety parameters."

Clause D1-C3

"The system demonstrated an advanced capacity to synthesize classical Shalyatantra knowledge with modern
physiological monitoring. This unique integration was exemplified by the system's ability to cross-reference bleeding

rates detected by the Haemorrhage Sentinel against classical classifications of wound and vascular characteristics."

I 3. Question D.2: Surgical Safety and System Appropriateness

Form Question: "In your professional opinion, did this Al system appear safe and appropriate for surgical use?"
Focus area: Passive non-interventional operation, absolute lack of physical contact, and maintenance of human surgeon

autonomy.

Subsection A: Non-Interventional Nature & Lack of Physical Interaction

Clause D2-A1

"In my professional opinion, the ShalyaMitra Al system is entirely safe and structurally appropriate for
intraoperative use, given that it operates strictly as a passive, non-interventional decision-support platform. I
explicitly observed that the system did not physically touch the patient, hold any surgical tools, or execute any

automated mechanical motions whatsoever."

Clause D2-A2

"The system possesses zero physical intervention capability, which completely eliminates direct mechanical risks to
patient safety. Every physical incision, dissection, traction, and hemostatic action was executed purely by the human

hand of the qualified BAMS MS surgeon, confirming its status as a software-only device."
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Clause D2-A3

"Because all hardware elements (smartphones on tripods, overhead boom arms, and smart screens) are situated
entirely outside the sterile perimeter and have non-contact configurations, the system poses no risk to sterile field

integrity. This design layout makes it highly appropriate for standard operating theatre deployment."

Subsection B: Advisory Role and Surgeon Autonomy

Clause D2-B1

"I observed that all outputs, voice alerts, and screen notifications generated by Nael the Achiever functioned strictly
as advisory data. At no point did the system attempt to dictate clinical actions, override the surgeon's independent

choices, or substitute its cloud-computed inference for the seasoned clinical judgment of the operating physician."

Clause D2-B2

"The autonomy of the surgical team remained absolute and uncompromised throughout the procedure. The
operating surgeon utilized Nael's responses as an additive informational layer, validating the Al's prompts against

independent visual and clinical evidence before proceeding, which complies fully with standard medical ethics."

Clause D2-B3

"The system gracefully respects the hierarchy of the operating room. Nael — the Achiever acts strictly as an
informational oracle; the human surgeon remains the sole decision-maker and executor, rendering the system

completely safe and appropriate within standard legal and regulatory frameworks for assistive software."
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4. Question D.3: Potential Impact on Ayurvedic Surgical Practice & Patient
Safety

Form Question: "What is the potential impact of this technology on Ayurvedic surgical practice and patient safety in
India?"
Focus area: Digital modernization of Shalyatantra, reduction of preventable errors, and establishment of standardized

clinical records.

Subsection A: Clinical Modernization & Standardization of Shalyatantra

Clause D3-A1 W:\101:1% =)

"This technology has monumental potential to modernize Ayurvedic surgical practice across India. By embedding
the 2,500-year-old wisdom of the Sushruta Samhita into an advanced real-time digital environment, ShalyaMitra
provides Shalyatantra practitioners with unprecedented clinical validation and data-driven confidence during

complex procedures."

Clause D3-A2

"The deployment of ShalyaMitra marks a historic paradigm shift, effectively elevating the standard of evidence-
based practice within Ayurvedic medicine. It bridges traditional knowledge with cutting-edge artificial intelligence,

allowing classical terms and concepts to be mapped precisely alongside modern surgical terminology."

Subsection B: Tangible Enhancements to Intraoperative Patient Safety

Clause D3-B1

"The safety impacts of this platform are highly significant. Features like the Monitor Sentinel's predictive
physiological modeling offer an advance notice of adverse vital signs, while the automated swab and instrument

counter provides a robust safety net against the catastrophic risk of retained surgical foreign bodies."

Clause D3-B2

"The real-time bleeding analysis provided by the Haemorrhage Sentinel acts as an invaluable early-warning
mechanism, potentially alerting surgeons to sub-visual or unexpected volume loss before conscious registration

occurs. This feature alone can substantially reduce preventable intraoperative hemorrhagic complications."
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Subsection C: Institutional, Educational, and Research Value

Clause D3-C1

"From an institutional perspective, the automatic compilation of the Al Intervention Log and post-operative
documentation briefs will revolutionize clinical research in Ayurveda. It provides a standardized, objective, and

transparent data stream that can be utilized for rigorous peer review, case auditing, and regulatory submissions."

Clause D3-C2

"This system will serve as an extraordinary pedagogical tool in postgraduate Ayurvedic surgical education (MS-
Ayurveda). It allows trainees to see the real-time application of textual shlokas and Marma theory directly mapped

onto live patient anatomy, rapidly accelerating the learning curve while maintaining strict safety profiles."

5. Question D.4: Concerns, Suggestions, and Professional
Recommendations

Form Question: "Any concerns, suggestions, or recommendations you would like placed on the formal record?"

Focus area: Infrastructure robustness, backup protocols, localized linguistic expansions, and structured user training.

Subsection A: Infrastructure, Connectivity, and Redundancy

Clause D4-A1

"I recommend that the sponsor establish absolute local hardware redundancy for the vision pipeline. While cloud
processing on NVIDIA H100 instances is highly efficient, a localized, lightweight secondary failover model should
be integrated into the theatre setup to maintain continuous basic tracking during unexpected wide-area network or

Wi-Fi dropouts."

Clause D4-A2

"To optimize audio quality in high-noise surgical environments (e.g., during suction or air-conditioning hum), the
system's voice recognition model should implement advanced directional noise-canceling algorithmic profiles on the

surgeon's microphone to prevent any wake-word failures."

Subsection B: Training, Certification, and Localized Adaptation

Clause D4-B1 QUS43

"Prior to scaling the Phase 1 trial across multiple centers, I strongly recommend implementing a mandatory,
structured 3-hour simulation-lab onboarding curriculum for all participating surgeons. This will ensure they are

thoroughly acclimated to Nael's vocal pacing, warning thresholds, and hands-free display configurations."
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Clause D4-B2 W:\'{8/:8;1=

"I suggest expanding the Shalyatantra Oracle's linguistic capability to natively process Sanskrit vocal queries
directly from the surgeon, rather than relying on English phonetics. This will align perfectly with the traditional

manner in which surgical shlokas are memorized and recited by classical scholars."
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| 6. Specialization-Specific Turnkey Narrative Templates
The following section provides complete, integrated narrative sets tailored for specific medical disciplines. Observers

may select their respective specialization block and transcribe all four answers directly onto the validation form. These

narratives fully satisfy the 3-5 sentence regulatory density requirement.

Template 1: For Shalyatantra (Ayurvedic Surgery) Specialists

Answer D.1 (Observations):

"I observed ShalyaMitra executing highly precise real-time data integration throughout the Shalyatantra
procedure. The primary agent, Nael — the Achiever, responded seamlessly to the surgeon's verbal cues, providing
immediate text citations and Marma vulnerability diagrams on the Theatre Display. The visual tracking from the
'Surgeon's Eye' and Overhead Sentinel remained stable, accurately mapping classical insights onto active human

surgical anatomy without lag."

Answer D.2 (Safety Stance):

"In my professional assessment, the system is fundamentally safe and appropriate for surgical practice. It
functions entirely as a non-contact, passive decision-support mechanism, meaning it did not touch the patient or
operate any instrumentation. The surgeon exercised full, unhindered clinical autonomy, treating Nael's auditory

alerts purely as advisory, non-binding guidance."

Answer D.3 (Clinical Impact):

"This technology marks a revolutionary milestone for Ayurvedic surgical science in India. It successfully brings
the rich textual legacy of the Sushruta Samhita into active, evidence-based clinical practice, drastically enhancing
intraoperative safety. The inclusion of predictive physiological tracking and automated swab counting directly

mitigates common human errors, standardizing Shalyatantra operations globally."

Answer D.4 (Recommendations):
"I recommend refining the voice recognition model to natively understand classical Sanskrit pronunciations of
surgical terms. Additionally, a standardized institutional training manual should be formulated for postgraduate

medical departments to ensure seamless surgeon-Al workflow synergy before multicenter scaling."

Sponsor: Quaasx108 Pvt. Ltd. | Protocol: QUAASX/TMAE/IEC/2026/001 & VAL/2026/001 Page 10



CLINICAL OBSERVER VALIDATION HANDBOOK — SHALYAMITRA Al SYSTEM

Template 2: For General Surgery (Allopathic MS / MBBS) Consultants

Answer D.1 (Observations):

"During the live session, I observed a stable, well-calibrated software performance from the ShalyaMitra
platform. The 'Monitor Sentinel' successfully ran an AI-OCR pipeline on the patient monitoring station, projecting
vital sign trajectories onto a large display. The voice assistant, Nael, interacted reliably with the surgical team,
processing automated instrument counts and displaying visual overlays of anatomical regions without workflow

interruption.”

Answer D.2 (Safety Stance):

"The Al system is safe and highly appropriate as an advisory workstation. It is entirely passive, software-driven,
and maintains a zero-physical-contact status with the operative field and the patient. It introduces no mechanical
risks, and the human surgeon maintained absolute control over all definitive operative actions, sterile discipline,

and clinical choices."

Answer D.3 (Clinical Impact):

"From a modern surgical perspective, this system significantly enhances situational awareness. The continuous
computer-vision tracking of laparotomy pads and metallic instruments introduces an excellent redundancy layer
to prevent retained objects. It standardizes intraoperative documentation, providing an objective Al log that

bridges cross-disciplinary safety standards between traditional and modern workflows."

Answer D.4 (Recommendations):
"I recommend that future iterations include explicit visual tracking for active suction fluid accumulation rates to
enhance the Haemorrhage Sentinel. It is also advisable to create a secondary local server configuration to serve

as a technical backup in the event of cloud latency or internet disconnects."
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Template 3: For Anaesthesiologists & Critical Care Observers

Answer D.1 (Observations):

"I focused my observations on the 'Monitor Sentinel' and 'Pharmacist Channel' features of ShalyaMitra. The
system demonstrated continuous extraction of physiological parameters via computer-vision OCR from the
primary vitals monitor. The primary Al agent, Nael, successfully logged drug delivery events verbally and

presented real-time predictive trendlines of mean arterial pressure and heart rate on the central Theatre Display."

Answer D.2 (Safety Stance):

"The system appears highly safe and appropriate, operating in a manner completely analogous to a modern
advanced anesthesia workstation. Because it is non-interventional and non-contact, it presents no direct risk to
the patient. The anesthetic management and surgical choices remained entirely with the qualified human

specialists, and the Al alerts acted safely as non-binding supplementary data."

Answer D.3 (Clinical Impact):

"The integration of predictive physiological modeling has the potential to dramatically upgrade intraoperative
patient safety. By providing a 5-to-10 minute early warning regarding adverse cardiovascular trajectories, the
system gives the anesthesia team valuable time to intervene. This data-driven layer reduces acute intraoperative

risks and standardizes patient safety in traditional surgical setups."

Answer D.4 (Recommendations):

"I suggest adding explicit visual risk thresholds for end-tidal carbon dioxide (EtCO2) and minimum alveolar
concentration (MAC) values within the Monitor Sentinel's core alert engine. Additionally, ensuring that the
system's auditory alarms have distinctly separate frequencies from standard ventilator alarms is critical to prevent

acoustic confusion."

I 7. Sentiment-Tiered Turnkey Narrative Templates

If observers prefer to select a narrative based on their overall clinical stance or enthusiasm level, they may use one of the

tiered options below. These sets ensure that a cohesive tone is maintained across all four answers.
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Tier A: Visionary & Enthusiastic Endorsement (Highly Favorable)

Answer D.1 (Observations):

"I witnessed an extraordinary demonstration of surgical intelligence where ShalyaMitra and Nael the Achiever
operated flawlessly. The Al processed complex intraoperative vocal queries instantaneously, displaying classical
Marma maps and real-time vital metrics onto the Theatre Display. The multi-camera system maintained rock-solid
tracking of the operative zone, executing dynamic counts and providing brilliant decision support without a single

glitch."

Answer D.2 (Safety Stance):

"The system is completely safe and represents the gold standard for assistive medical software. It maintains an
absolute non-interventional, passive architectural profile, never making patient contact or touching surgical
instruments. Human clinical autonomy was perfectly preserved, allowing the surgeon to operate with enhanced

confidence while treating the Al's inputs as an excellent advisory asset."

Answer D.3 (Clinical Impact):

"The potential impact of this technology is monumental, effectively launching a new era of AI-Robotic Surgery in
Ayurveda. It masterfully legitimizes and digitizes traditional Shalyatantra, while introducing profound safety
mechanisms like real-time hemorrhage warnings and predictive vitals monitoring. This will dramatically lower

complication rates and elevate Ayurvedic surgery on the global stage."

Answer D.4 (Recommendations):
"I strongly recommend immediate progression to the full Phase 1 clinical trial across multiple centers in India.
The technology is thoroughly ready, and the sponsor should focus on expanding this platform to encompass all

ninety-five classical surgical procedures described in the Sushruta corpus."
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Tier B: Balanced & Pragmatic Stance (Favorable with Minor Caveats)

Answer D.1 (Observations):

"I observed that the ShalyaMitra platform functioned reliably as an intraoperative assistant. The Al agent, Nael,
responded to most verbal requests and successfully displayed vital graphs and traditional knowledge points on the
central monitor. The visual pipeline from the head-mounted and fixed cameras provided consistent feeds, though

occasional ambient noise required the surgeon to repeat a command clearly."

Answer D.2 (Safety Stance):

"The system proved safe and appropriate for clinical deployment. It poses no direct mechanical threat to the
patient as it has no physical contact or robotic actuation capabilities. The surgical workflow proceeded smoothly
under standard protocols, and the surgeon treated the Al's vocal outputs purely as secondary advisory

information, ensuring independent clinical control was maintained."

Answer D.3 (Clinical Impact):

"This platform can provide positive benefits to patient safety by automating routine checks like sponge counts and
displaying early vital warning metrics. For Ayurvedic practice, it provides a structured method to incorporate
classical concepts into a modern theatre setup, which will aid in standardizing procedural documentation and

enhancing surgeon situational awareness."

Answer D.4 (Recommendations):
"I suggest upgrading the microphone hardware to improve speech recognition under active theater noise
conditions. Furthermore, formalizing local network fail-safes is highly recommended to protect against cloud

service interruptions before expanding the study to additional medical college hospitals."

I 8. Quick-Selection Matrix & Reference Worksheet

For administrative convenience, observers can use this table to quickly pick specific clauses that align with their

observation. Write down the chosen Clause IDs on your working sheet to easily assemble your final handwritten text in

Section D.

. o L. . Recommended
Section ID Clinical Stance Focus Core Clinical / Technical Element
Clause

D.1: System High-definition multi-camera streams; accurate

Technical & Vision Focus ) o CLAUSE D1-B1
Performance AI-OCR monitor mirroring.
D.1: System ) ) Real-time Sushruta Sambhita shloka retrieval and

Ayurvedic Integration . . CLAUSE D1-C1
Performance Marma proximity tracking.
D.2: Surgical Zero physical contact; software-only device

Non-Interventional Status CLAUSE D2-A1
Safety located outside sterile boundaries.
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Recommended

Section ID Clinical Stance Focus Core Clinical / Technical Element

Clause

D.2: Surgical Al outputs serve as non-binding, advisory data;
Surgeon Autonomy . CLAUSE D2-B1
Safety human control is absolute.
D.3: Potential Automated instrument counts; predictive
Safety Enhancements ) ) ) CLAUSE D3-B1
Impact physiological alerts for vitals.
D.3: Potential ) o Creates an objective intraoperative dataset;
Ayurvedic Modernization . CLAUSE D3-A2
Impact maps classical concepts to modern terms.
D.4: ) Local hardware backup for network loss;
. Technical Redundancy CLAUSE D4-A1
Recommendations microphone noise cancellation.
D.4: i Mandatory structured simulation labs and
. User Onboarding ] L CLAUSE D4-B1
Recommendations Sanskrit language optimization.

Final Note on Submission Compliance

Once you have compiled your preferred sentences from this handbook, ensure they are written legibly on the official Validation
Certificate (all 4 pages scanned as a single PDF) and emailed directly to contact@quaasx108.com with the subject line
"Validator Certificate - [Your Name] QUAASX/TMAE/IEC/2026/001'. Your input forms a vital component of the scientific and
evidentiary record submitted to the Institutional Ethics Committee, Ministry of AYUSH, and the CDSCO.
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