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Product and Services Disclosures 
HistoIndex Ptd Ltd (“HistoIndex”), in partnership with a CLIA-certified laboratory 
(“PacificDx”), provides specialized laboratory testing services on samples and test 
reports based on tests selected (“Services”). PacificDx provides the services from its CLIA-
approved, CAP-accredited laboratory located at 5 Mason, Irvine, CA 92618. 

Purpose and Scope 

Except to the extent agreed in a separate writing, these Disclosures are applied to all 
Services provided by HistoIndex and PacificDx to a customer (“Customer”). The 
Customer is the individual placing the order for Services or, if that person is acting on 
behalf of a legal entity, the entity specified in the order. These Disclosures, including the 
information in the FibroSIGHT™ Test Requisition Form, and any separate writing signed 
by HistoIndex, PacificDx, and the Customer form their entire agreement concerning the 
Services (the “Agreement”). 

FibroSIGHT™ must be ordered by a physician or other qualified healthcare professional 
who has concluded that the test is medically necessary for the treatment of the patient 
and will provide prognostic and/or predictive information which has not been obtained 
already. HistoIndex does not offer any Services directly to patients or other individuals 
who are not qualified healthcare providers and reserves the right to reject any orders if 
the Customer is unable to provide appropriate credentials. 

Intended Use  

FibroSIGHT™ is a Laboratory-Developed Test (LDT) based on a proprietary digital 
pathology assessment platform owned by HistoIndex and designed for highly sensitive 
and consistent detection of fibrosis in liver biopsies without the use of exogenous stains 
or dyes. It is based on an imaging methodology called Second Harmonic Generation 
(SHG) that allows sensitive detection of collagen fibers (excess of which leads to fibrosis) 
in liver biopsy samples. FibroSIGHT™ is not intended for direct consumer use or as a 
standalone diagnostic tool. 

Limitations and Disclaimers 

FibroSIGHT™ test is regulated under the Clinical Laboratory Improvement Amendments 
(CLIA) of 1988 for high-complexity testing. This test has not been approved by the U.S. 
Food and Drug Administration (FDA). The FibroSIGHT™ test performance characteristics 
were determined by PacificDx. The test is intended to assist clinicians in making patient 
management decisions and should be interpreted alongside other clinical data and 
relevant treatment guidelines. This test is conducted for clinical purposes only and 
should not be considered investigational or for research. Clinical validation has been 
established only for unstained FFPE liver biopsy sections of patients with metabolic-
dysfunction associated steatohepatitis (MASH). This test is performed by PacificDx. 
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Medical Disclaimer  

FibroSIGHT™ provides imaging-based readouts of patient’s liver biopsy samples to 
support clinical decision-making. It does not replace professional medical advice, 
diagnosis, or treatment. Healthcare professionals must exercise their independent 
judgement when interpreting results and making clinical decisions.  

Ordering Process  

All samples submitted for testing must comply with PacificDx’s guidelines for collection, 
handling, and shipping as outlined in its requisition documents. 

A test requested might not be performed for various reasons, including, but not limited 
to: 

• Specimen quantity insufficient or unacceptable, or type of specimen provided is 
not suitable for the test requisition; 

• When there is an unexpected breakdown of equipment while the test is in 
progress; or 

• Test cancelled either on request of the patient or the doctor, or because of 
incorrect test code, test name, or specimen received. 

PacificDx is not responsible for the quality or integrity of samples provided by the user. 
It is presumed that the specimens belong to the patient named or identified and such 
verification having been carried out at the point of generation of the said specimen.  

HistoIndex and PacificDx reserve the right to refuse any order submitted. HistoIndex and 
PacificDx reserve the right to cancel an order after 30 days from the placement of the 
order without notice in case HistoIndex or PacificDx has not properly received the 
sample to be tested and/or sufficient information for testing the sample. After 
cancellation, the sample (if any), will be disposed of within 6 months, unless earlier 
disposal is required by applicable laws. 

Delivery of Results 

If PacificDx confirms a test order, it will endeavor to deliver results within seven (7) 
Business Days from its receipt of a valid sample and all information necessary to perform 
the testing. All turnaround times for tests administered by PacificDx are provided as an 
indicative guide only and are based on PacificDx’s experience of the time taken for the 
majority of such test results to be delivered. ‘Business day’ refers to Mondays-Fridays, 9 
am - 5 pm only, excluding Saturdays, Sundays, and public holidays. 

While PacificDx will endeavor to provide the results as soon as reasonably possible, it is 
not responsible for any delays due to unavoidable or unforeseen circumstances or 
reasons which are beyond the control of the laboratory, such as shortage or non-
availability of the test kits, instrument failure, power supply disruption, force majeure, 

https://histoindex.com/wp-content/uploads/2025/03/FibroSIGHT%E2%84%A2-Test-Requisition-Form_v2.0_02202025.pdf
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strike, etc. PacificDx will make reasonable efforts to minimize the delay in reporting 
under such circumstances.  

If the Customer provides insufficient information for testing the sample, the delivery of 
results may be delayed.  

Obligations of the Customer 

The Customer shall be responsible for: 

• Familiarizing itself with HistoIndex and PacificDx’s Services descriptions and 
specifications and ensuring that the Services fit the Customer’s purpose and 
needs; 

• Maintaining all necessary licenses, permits, accreditations, authorizations and 
certifications to order the Services and send individuals’ samples for testing by 
HistoIndex and PacificDx; 

• Complying with all applicable laws and ensuring that it only provides such 
information and samples to HistoIndex and PacificDx that the Customer has the 
right to provide and HistoIndex and PacificDx have the right to process under all 
applicable laws; 

• Ensuring, if a fax number is provided in the order, that the faxed results are 
handled in accordance with the applicable privacy laws and that no unauthorized 
persons have access to the fax machine; 

• Following the instructions of PacificDx’s requisition documents, as applicable, to 
input the required information; 

• Providing all medical advice (HistoIndex does not provide medical advice), and 
ensuring that the person being tested and others to whom test result information 
is disclosed understand the nature of the information provided through the 
Services and the inherent limitations thereof; 

• Providing notice to, and obtaining any consent from, the patient required under 
applicable laws and keeping the notice and consent documentation on file, as 
applicable, and providing a copy thereof to PacificDx upon request; 

• Ensuring that a patient’s relative(s) or legal guardian(s) are consulted and 
informed in accordance with applicable laws, if the patient is incapable of 
undergoing testing independently, and that all documents concerning the 
patient are executed by an authorized person; 

• Ensuring that any information concerning limiting or revoking an individual’s 
consent or other legal basis for processing their sample and information is 
promptly delivered to HistoIndex and PacificDx; 

• Ensuring that HistoIndex and PacificDx are authorized to collect, process, transfer, 
and store individuals’ personal information as otherwise consistent with the 
Services; 
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• Providing its accurate and up-to-date contact information to HistoIndex and 
Pacific Dx, and replying promptly to HistoIndex or PacificDx’s inquiries that are 
essential for the performance of the Services; and 

• Any decisions taken based in whole or in part on, or in connection with, the 
Services.  

Information Provided By the Customer 

Background information provided to HistoIndex and PacificDx must be in English. 
Unless HistoIndex or PacificDx has explicitly accepted information in another language, 
any such information will be disregarded.  

Payment Terms 

PacificDx shall bill patients and/or third-party payors (e.g., private insurance, Medicare, 
etc.) in accordance with applicable policies and regulations for all laboratory services 
performed. As applicable, PacificDx will coordinate with the patient’s insurance provider 
to provide coverage for FibroSIGHT™ testing; however, the patient may be responsible 
for out-of-pocket expenses, including co-payments or deductibles, and payment for the 
test services provided.  

If test order is cancelled any time after receipt of sample by PacificDx, PacificDx reserves 
the right to charge a fee for work done, up to the total cost of the test. 

Storing of the Samples 

Unless otherwise required by applicable laws or technical limitations, PacificDx will store 
and dispose of samples in accordance with PacificDx’s standard operating procedure.  

Unless otherwise agreed to by the parties, PacificDx will not return any samples. Any 
such returns and applicable service charges will be agreed upon separately in writing. If 
retaining the sample is of importance to the Customer, the Customer shall inform 
PacificDx about this when placing the order. 

Confidentiality 

HistoIndex and PacificDx shall treat the Customer’s orders and Customer provided 
information as confidential information. Unless HistoIndex or PacificDx is required under 
applicable laws to disclose confidential information, or HistoIndex or PacificDx or 
persons affiliated with or working for HistoIndex or PacificDx act in any disciplinary, civil, 
administrative or criminal proceedings in which this information may be of importance, 
HistoIndex or PacificDx and such person(s) shall neither disclose confidential 
information nor provide such information to third parties, other than its affiliates, 
subcontractors, IT service providers and HistoIndex or PacificDx insurers and legal or 
financial advisors. HistoIndex or PacificDx shall have the right to mention the Customer’s 
name and broadly describe the Services provided to potential and existing customers 
and investors, as an illustration of HistoIndex’s and PacificDx’s experience. 
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Intellectual Property 

Customer’s use of Services shall in no way be construed as any right, title, or interest in 
PacificDx’s or HistoIndex’s patents, trademarks, copyrights, trade secrets, or other 
intellectual property. 

Customization of Services 

HistoIndex may, at its sole discretion, agree to customize the Services for the specific 
Customer’s needs in a manner that deviates from its Service descriptions or standard 
practices communicated at the time of ordering (“Customized Services”). Unless 
otherwise agreed to by both parties, such customization is performed within HistoIndex 
and PacificDx’s general diagnostic and quality requirements. However, HistoIndex and 
PacificDx give no representations or warranties as to the appropriateness, 
meaningfulness or fitness for any particular use of any Customized Services. 

Modifications of Disclosures 

HistoIndex reserves the right to modify or update these Disclosures at any time without 
prior notice. Continued use of FibroSIGHT™ constitutes acceptance of any changes. 

No Warranties 

SERVICES ARE PROVIDED WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, 
INCLUDING THE IMPLIED WARRANTIES OF MERCHANTABILITY, FITNESS FOR A 
PARTICULAR PURPOSE, ACCURACY, NON-INFRINGEMENT, FREEDOM FROM 
COMPUTER VIRUS, AND WARRANTIES ARISING FROM COURSE OF DEALING OR 
COURSE OF PERFORMANCE.  NEITHER HistoIndex, PacificDx, NOR ANY THIRD PARTY 
AFFILIATE MAKE ANY WARRANTY OR REPRESENTATION OF ANY KIND REGARDING 
THE SERVICES, OR AS TO THEIR ACCURACY, CURRENCY, RELIABILITY OR 
COMPLETENESS; AND ALL SUCH MATTERS ARE SUPPLIED “AS-IS.” 

Limitation of Liability 

UNDER NO CIRCUMSTANCES WILL HistoIndex, PacificDx, OR THEIR THIRD-PARTY 
AFFILIATES BE LIABLE FOR ANY CONSEQUENTIAL, INDIRECT, INCIDENTAL, SPECIAL, 
OR PUNITIVE DAMAGES OF ANY KIND.  NEITHER HistoIndex, PacificDx, NOR THEIR 
THIRD-PARTY AFFILIATES, INCLUDING THEIR RESPECTIVE OFFICERS, MANAGERS, 
EMPLOYEES OR AGENTS MAY BE DEEMED LIABLE FOR THE ACTIONS OR OMISSIONS 
OF HEALTHCARE PROFESSIONALS AND SERVICE PROVIDERS, AND YOU HEREBY 
WAIVE ANY AND ALL CLAIMS AGAINST HistoIndex, PacificDx, AND/OR THEIR THIRD-
PARTY AFFILIATES ARISING FROM OR RELATING TO THE SERVICES. IN NO CASE SHALL 
THE LIABILITY OF HistoIndex, PacificDx, OR THEIR THIRD-PARTY AFFILIATES EXCEED 
THE AMOUNT PAID FOR THE PARTICULAR SERVICES. ALL CLAIMS SHALL BE 
SUBMITTED WITHIN SIX (6) MONTHS FROM THE REPORTING OF THE TEST RESULTS, 
OTHERWISE THE CLAIM IS DEEMED TO BE EXPIRED AND TO HAVE LAPSED. 
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Subcontracting 

HistoIndex and PacificDx may subcontract its obligations under this Agreement. 
HistoIndex and PacificDx will be liable for the work of its subcontractors. 

Force Majeure 

In the event of unforeseen circumstances beyond HistoIndex or PacificDx’s control, 
including but not limited to acts of nature, governmental actions, or other events 
classified as force majeure, HistoIndex and PacificDx shall not be held liable for any 
failure or delay in fulfilling their obligations. This force majeure clause is intended to 
provide protection against events that are unforeseeable and unavoidable. A force 
majeure event suffered by a subcontractor of HistoIndex or PacificDx shall also discharge 
HistoIndex and PacificDx from liability, if subcontracting by another source cannot be 
made without unreasonable costs or loss of time. HistoIndex and PacificDx commit to 
making reasonable efforts to mitigate the impact of such events on our services and will 
communicate promptly with affected parties regarding any necessary adjustments. 

Compliance With Certain Laws 

Each Party represents and warrants that it has not been convicted of a crime related to 
healthcare and is not currently sanctioned or subject to sanction by any government 
agency in its country or jurisdiction of organization in respect of any governmental 
health care programs. A Party shall notify the other within five (5) days, in writing, if 
circumstances change to render the preceding representation false. Such change in 
circumstances shall constitute cause for the other Party to immediately terminate this 
Agreement. For purposes of this paragraph, a Party is defined as the entities entering 
into this contract and its principals, shareholders, directors, officers and affiliates. 
Notwithstanding anything in this Agreement, liability under this clause is not limited. 

Choice of Law; Venue; Waiver of Jury Trial 

This Agreement shall be governed by and interpreted according to the laws of the State 
of California without regard to its conflicts of law provisions.  Any action, suit or 
proceeding You bring related to this Agreement or Your relationship with PacificDx or 
HistoIndex must be brought in a court of competent jurisdiction in Irvine, California, and 
You waive any right to bring the action in any other venue.  YOU HEREBY WAIVE ALL 
RIGHTS TO TRIAL BY JURY IN ANY ACTION, SUIT OR PROCEEDING BROUGHT TO 
RESOLVE ANY DISPUTE WITH HISTOINDEX, PacificDx, OR THEIR AFFILIATES, WHETHER 
ARISING IN CONTRACT, TORT OR OTHERWISE, ARISING OUT OF, CONNECTED WITH, 
RELATED OR INCIDENTAL TO THIS AGREEMENT, THE TRANSACTIONS CONTEMPLATED 
HEREBY AND/OR THE RELATIONSHIPS ESTABLISHED AMONG THE PARTIES 
HEREUNDER.   
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Severability 

If any provision of this Agreement or the application of any such provision to any party 
or circumstances shall be determined by any court of competent jurisdiction to be 
invalid and unenforceable to any extent, the remainder of this Agreement or the 
application of such provision to such person or circumstances other than those to which 
it is so determined to be invalid and unenforceable, shall not be affected thereby, and 
each provision hereof shall be validated and shall be enforced to the fullest extent 
permitted by law. 

Binding Agreement 

HistoIndex’s Website Terms of Use are hereby incorporated by reference into these 
Disclosures. This Agreement is between You, HistoIndex, and PacificDx only, and may 
not be deemed to create any right in any third party. This Agreement shall be binding 
upon each party’s respective successors, trustees, assigns and heirs.  You may not assign 
this Agreement or any portion of it.  HistoIndex and PacificDx may assign this Agreement 
with or without notice to You. Any headings in this Agreement are inserted for 
convenience of reference only and shall not define, limit, or otherwise affect any of the 
terms or sections or provisions hereof.  

Required Clause 

Any clause required to be included in a document of this type by any applicable law or 
regulation shall be deemed to be incorporated herein. 

No Waiver 

HistoIndex or PacificDx’s failure to enforce any provision of this Agreement shall not in 
any way be construed as a waiver of any such provision or prevent HistoIndex or 
PacificDx thereafter from enforcing each and every provision of this Agreement. 

https://histoindex.com/website-terms-of-use/

