
Now Available �From Foundation Medicine 

HER2 IHC Testing
Foundation Medicine offers select t ypes of immunohistochemistry ( IHC) testing to complement 
our portfolio of comprehensive genomic profiling (CGP) tests for clinical customers. HER2 IHC can 
detect the presence of HER2 over-expression in tumor cells and identify patients who would benefit 
from a HER2-targeted therapy, helping to guide treatment decisions. 

The FDA recently granted accelerated approval to Enhertu® (trastuzumab deruxtecan) as the first 
antibody-drug conjugate (ADC) with a tumor-agnostic indication for previously treated adults with 
unresectable or metastatic HER2-positive solid tumors.1 This indication expands treatment 
options for cancer patients across multiple disease areas. Foundation Medicine recognizes the 
importance of having HER2 IHC testing and has added it to our test menu—so that you can 
continue to have the right information for your patients' care.

The HER2 IHC test uses the Ventana PATHWAY HER2 assay; although not a CDx for this pantumor 
indication, the Ventana PATHWAY HER2 assay can identify patients with HER2 overexpression, to 
better inform provider decision-making.

HER2 over-expression can occur in many different types of solid tumors, including: breast, lung, 
gastric, endometrial, cervical, ovarian, bladder, and others. HER2 positivity can inform therapy 
selection for multiple drugs, too, beyond trastuzumab deruxtecan†.  
Some therapies include: 

– Trastuzumab: Herceptin® (IV drug) and Hereceptin Hylecta™ (injection)

– Pertuzumab: Perjeta® (IV drug) and Phesgo® (injection combined with trastuzumab)

– Tucatinib, Lapatinib, Neratinib: Tukysa®, Tykerb® and Tyverb®, and Nerlynx® are small-molecule
tyrosine kinase inhibitors (TKIs)

– Ado-trastuzumab emtansine (T-DM1): Kadcyla® is an antibody-drug conjugate (ADC)

Use HER2 IHC testing to identify appropriate therapy options for your 
advanced cancer patients.

Foundation Medicine has the most FDA-
approved pan tumor companion diagnostic 
(CDx) indications on the market, so you 
can feel more confident that your therapy 
selection will be safe and effective for your 
advanced cancer patients²

With its tissue and liquid assays, 
Foundation Medicine detects all guideline-
recommended genes and/or biomarkers 
across multiple tumor types, including 
NSCLC, prostate cancer, and breast cancer 
to aid in treatment decisions*§‡

In addition to HER2 IHC, Foundation Medicine's tests are comprehensive.

†The Ventana PATHWAY test is not a CDx for these therapies.
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To order HER2 IHC with FoundationOne®CDx in the 
Foundation Medicine Online Portal or in your EMR,  
please replicate the below:

Once your HER2 IHC results are available, Foundation 
Medicine’s Client Services team will issue results directly, 
utilizing your preferred contact method of email or fax.*

*Currently, HER2 IHC results are not available through the Foundation Medicine online 
portal, EMR, or included in FoundationOne®CDx test reports.

Questions?
To learn more, visit: https://www.foundationmedicine.com/info/detail/ihc-testing
Contact our Client Services team at 888.988.3639 or by email at client.services@foundationmedicine.com 

Order HER2 IHC Testing Today
HER2 and FoundationOne®CDx can be ordered together in the Foundation Medicine Online Portal, in select EMRs, or using 
Foundation Medicine’s paper test requisition form. HER2 IHC can also be ordered with our other comprehensive genomic 
profiling (CGP) tests, as long as the proper tissue samples are submitted.

Sample Requirements for HER2 IHC testing Receiving your HER2 IHC Results

TO ORDER HER2 IHC IN THE FOUNDATION MEDICINE ONLINE PORTAL 
Select "no" for PD-L1 IHC testing. Add HER2 IHC in the comments section.

Interested in adding HER2 IHC to  
a prior FoundationOne®CDx test? 

 Contact your Foundation Medicine Customer Experience 
Executive or our Client Services team at 888.988.3639 or  
by email at client.services@foundationmedicine.com

To order HER2 IHC with FoundationOne®CDx using 
Foundation Medicine’s Test Requisition Form:

Write “HER2 IHC” in on the form, ideally within both the 
“IHC Testing for PD-L1” section and in the additional IHC 
testing section. 

IHC TESTING FOR PD-L1

TO ORDER HER2 IHC IN EPIC EMR 
Add HER2 in Comments section
Note: please put the HER2 IHC comment on the very top of the comments box

HER2 IHC CAN BE ORDERED IN OTHER EMRs IF THERE IS A FREE  
TEXT FIELD. TO ORDER, ADD HER2 IHC INTO THE FREE TEXT FIELD SECTION.

TO ORDER HER2 IHC IN ONCOEMR Add HER2 IHC to the "special instructions" section

The following is required for HER2 IHC: 

     Block + H&E; or 
     4 USS + H&E In addition to sample requirements 
     for FoundationOne®CDx testing. 

For fastest order processing, order online at www.foundationmedicine.com/order  
Email: client.services@foundationmedicine.com  |  Phone +1.888.988.3639   |  Faxing may result in processing delays. 

TEST REQUISITION FORM &
STATEMENT OF MEDICAL NECESSITY

For Foundation Medicine (FMI) Use Only

IF REQUIRED FIELDS MARKED WITH AN * ASTERISK ARE NOT PROVIDED, TESTING MAY BE DELAYED. 
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1. PATIENT INFORMATION (*Indicates a required field)

*First Name (legal name) MI (optional) *Last Name (legal name)

*DOB (MM/DD/YYYY) *Genetic Sex Medical Record # (optional) *Primary Phone

*Address *City *State *Postal Code *Country

M F

5. TEST SELECTION & SPECIMEN PROCUREMENT (*Indicates a required field)

*Genomic Test Accepted Specimen Types *Specimen Procurement Method *Additional Options (see section 10 for additional information on reflex testing)

FoundationOne®CDx FFPE TISSUE 
(please fill out section 7)

        If tissue submitted does not meet the criteria for successful testing,  
        reflex to FoundationOne®Liquid CDx.

FoundationOne®Liquid CDx PERIPHERAL  
WHOLE BLOOD

        If blood sample submitted does not meet the criteria for successful testing,  
        reflex to FoundationOne®CDx. 

FoundationOne®Heme PERIPHERAL WHOLE 
BLOOD, BONE MARROW 
ASPIRATE, OR FFPE TISSUE

Specimen has or is undergoing other NGS testing?

Add on testing (optional) Accepted Specimen Types *Specify preferred test:

PD-L1 IHC Testing FFPE TISSUE 
(please fill out section 7)

If multiple IHC tests selected, Foundation Medicine will run the highest priority test(s). When ordering multiple tests, please ensure that an FFPE block 
or a sufficient number of unstained slides (USS) are provided (4 USS are needed per IHC test ordered).  
(if requesting Foundation Medicine procurement services fill out section 6, and see IHC Testing info in the Technical Information section, page 3)

Additional IHC Testing FFPE TISSUE  
(please fill out section 7)

If multiple IHC tests selected, Foundation Medicine will run the highest priority test(s). When ordering multiple tests, please ensure that an FFPE block  
or sufficient number of unstained slides (USS) are provided (5 USS are needed for FOLR1).  
(if requesting Foundation Medicine procurement services fill out section 6, and see IHC Testing info in the Technical Information section, page 3)

Physician Procurement: Physician will arrange FFPE  
block/Unstained slides specimen shipment

Physician Procurement: Physician will arrange for specimen shipment

FMI Procurement: Requesting Foundation Medicine procurement services  
(please fill out section 6) 

Physician Procurement: Physician will arrange blood  
specimen collection

FMI Procurement: Requesting Foundation Medicine  
procurement services (please fill out section 6) 

FMI Procurement: Requesting Foundation Medicine 
mobile phlebotomy services 

28-8 (OPDIVO®, YERVOY®) SP142 (TECENTRIQ®)22C3 (KEYTRUDA®, LIBTAYO®)

Yes No

Request Foundation Medicine mobile phlebotomy services

Physician will arrange blood specimen collection

Requesting Foundation Medicine procurement services 
(please fill out section 6) 

Physician will arrange Block/Slides specimen shipment

Check One:

Check One:

4. TREATING PHYSICIAN INFORMATION (*Indicates a required field)

*Treating Physician (full legal name) *Facility Name Foundation Medicine Account # (optional)

*Facility Address *City *State *Postal Code *Country

*Email *Phone Fax (optional)

Additional Physician to be Copied (optional) Facility Name (optional) Email (preferred) Phone (optional) Fax (optional)

* Is the facility a hospital, hospital outpatient department, critical access hospital, or ambulatory surgical center? (see page 3)

*If yes, what is the facility’s network status with the patient’s insurance plan?

Yes No

In-network Out-of-network Unknown

3. BILLING INFORMATION (*Indicates a required field)

*Bill Type

Medicare – Part B *Medicare Policy ID * Patient Status at time 
of specimen collection 
(for Medicare patients):

Discharge Date  
(MM/DD/YYYY)

Insurance or 
Medicare Advantage  
(attach copy of card)

*Plan Name *Policy # Group # (optional) Prior Authorization # (optional)

Self-Pay/Uninsured * Is Self-Pay contact info the same as 
patient contact info above?

*Contact name *Phone *Email

Hospital/Institution Is hospital/institution bill info the same as facility 
address that will be provided below?

*Address *City *State *Postal Code

Hospital Inpatient (provide discharge date to right)

Hospital Outpatient Office (Non-Hospital) Not yet discharged

Yes No (provide contact info to right)

Yes No (provide address to right)

ABN attached  
if required 

(see page 3 for criteria)

2. CURRENT DIAGNOSIS & PATIENT HISTORY (*Indicates a required field)

*Primary ICD-10 
(C&D codes only, see section 10)

*Stage *Diagnosis: *Disease status at time of testing (select all that apply):

*Date of Original Diagnosis
(MM/DD/YYYY)

*Has the patient failed 
prior treatments?

*Prior or Current Treatments: The patient is seeking further treatment and is: * Has this tumor been tested by 
Foundation Medicine previously? 

* If yes above, has the disease progressed?

Attachments: Are there any satisfactory alternative treatment  
options available for the patient which do not  
require genomic testing? 

*Has the patient received a transplant?

ColorectalProstate

Melanoma

OvarianNSCLCBreast

Other:
Metastatic Recurrent Relapsed

UnresectableRefractory

Yes

Yes No

Copy of recent pathology/cytology reports, including (if available) CBC/differential, BMA differential, FAB classification.

Results from other testing by FISH, IHC, PCR, NGS, or other methodologies (including ER, PR, HER2, EGFR, KRAS, etc.)

Newly diagnosed (Stage III/IV)

Not responding to therapy

Yes No

Yes No
Targeted Therapy Immunotherapy

Chemotherapy Combo Therapy

FOLR1 (ELAHERETM): epithelial ovarian, fallopian tube, or primary peritoneal cancer tissue

SP263 (TECENTRIQ®, LIBTAYO®)

None of these options

No

Yes No

None
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