%= ORGANON

Here for her health

Upon acceptance of assistance from Organon Clinical Liaison for Etonogestrel Assay the Healthcare
Provider acknowledges the following:

Health Care Provider (HCP) represents and warrants that neither the treatment location nor HCP have
sought or received, and will not at any future time seek, payment or reimbursement from the patient or
any third-party payer for the testing kit or any services to administer the testing kit, including, but not
limited to, any blood draws.

Organon Clinical Liaison handling your case:
Leanne Lenhart: 614.206.5615 or leanne.lenhart(@organon.com

ETONOGESTREL PROCEDURE CHECKLIST FOR ENG PROCESS

Follow checklist — All documents needed are on following pages with Columbia University letterhead.
Please follow detailed sample collection and processing instructions located on page 2.

1. ] Requisition form dated & signed

Have patient and provider date and sign the requisition form. THIS FORM MUST ACCOMPANY
THE SAMPLE IN SHIPPING BOX (page 3).

2. [ ] Date, time of draw and patient initials & DOB on tube — DO NOT SEND WHOLE BLOOD

Spin down blood, transfer serum into 2-4 cryo-vials.

The serum can alternately be transferred and frozen in 1-2 red-topped tubes, in lieu of 2-4 cryo-
vials.

For lab draw, only use Plain, red-topped tube with no media, additives, etc. DO NOT USE A
SERUM SEPARATOR TUBE.

3. [_] Sample in freezer.
CALL Organon Clinical liaison to request the CREDO, temperature-controlled box.
Please provide address to include business name, any suite #s, ATTENTION TO, etc.
Please provide best time for pick up.

Keep sample in the freezer until UPS driver arrival.

4. [] UPS driver will pack box.

UPS will bring the Credo container for packing sample. Please ensure the REQUISTION
FORM is packed with the sample.

@» @ organon.com @


mailto:leanne.lenhart@organon.com

Columbia University Medical Center

Clinical Pharmacology and Toxicology Laboratory Director: Alex Lyashchenko, MD, PhD
630 West 168" Street, P&S 11-401B PFI: 8006
New York, NY 10032 Phone Number: 212-305-0045

Sample Collection and Processing Etonogestrel in SERUM

PROCEDURE FOR SAMPLING, LABELLING, STORAGE AND SHIPMENT OF HUMAN SERUM SAMPLES
FOR ETONOGESTREL (ENG) DETERMINATION

Introduction

This procedure describes the sampling and processing for ENG determination in serum. Organon & Co.,
formerly Merck Sharp & Dohme Corp., has retained Columbia University to perform the ENG determination.
If you have questions regarding the information below or the procedure, please contact the Clinical
Pharmacology and Toxicology Laboratory at Columbia University Medical Center, or your local Organon
Clinical Liaison.

Sampling and processing - (Do not send whole blood)

Samples must be collected using red top tubes, which contain no additives. Do not use serum separator (SST)
tubes or clot activator coated (CAT) tubes.

Collect at least 5 mL of blood.

After collection, allow the samples to coagulate at room temperature for approximately 30 minutes. Then,
centrifuge the samples for at least 10 minutes at a speed of approximately 2000*g to separate the serum
from the red blood cells.

Transfer and divide the serum layer into 2-4 plain plastic tubes or cryovials of approximately 1 mL each.

Labeling
The serum tube labels that will be sent to Columbia University should contain, at minimum, the following

information:
e Patient identification: Patient’s name and healthcare provider’s name
e Patient’s date of birth
e Sampling date and time

Attach the labels on the tubes

Please print and fill out the attached requisition form and send it together with the sample.

Patient’s signature, patient’s consent, address of the sender, and fax number or email address for results
reporting are required

Storage
Please store the serum sample at -20°C (freezer) until the Credo box arrives from Organon logistics.

Shipment
Organon logistics will ship a Credo box with instructions inside for sample packing and shipping to the

laboratory listed above at Columbia University Medical Center.
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Columbia University Irving Medical Center

Clinical Pharmacology and Toxicology Laboratory Director: Alex Lyashchenko, MD, PhD
630 West 168™ Street, VP&S 11-401B PFI: 8006
New York, NY 10032 Phone number: 212-305-0045

Requisition form Etonogestrel in SERUM

In order for your health care provider to have your etonogestrel level checked they will need to send
a sample of your serum to The Trustees of Columbia University in the City of New York, at the
Columbia University Irving Medical Center (“CUIMC”). CUIMC has been retainedbyOrganon & Co.,
the manufacturer of Nexplanon® (etonogestrel implant) (“Manufacturer”), to conduct this test.
CUIMC will use the sample and information you provide to inform your health care provider of your
etonogestrel level. After the test is performed, your sample will be destroyed.

Manufacturer and CUIMC have taken steps to ensure that your personal information will be
protected and only used for the purpose of checking your etonogestrel level. Only your initials and
date of birth, the date of collection, the institution sending the serum, the country of origin, and the
results of the serum test will be shared with Manufacturer.

Please check this box if you understand and consent to sending your serum sample to
CUIMC for this test.

Please check this box if you understand and consent to Manufacturer receiving the
Personal Information outlined above, which includes the results of the serum test.

Patient Initials:

Patient DOB: Month: Day: Year:

Patient Signature:

Name of Institution:

Health Care Provider/Physician: Name

Health Care Provider/Physician: E-mail or Fax
(Required for results reporting)

Health Care Provider Signature:

City & State:

Sample Collection Date and Time: Month: Day: Year: Time: AM/PM (circle)

Shipping Date:

. L. . Leanne Lenhart leanne.lenhart@organon.com
Organon Clinical Liaison and Email:
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Lab Tube examples for ENG Assay

Red Top Tube — for blood
draw only

Purple Top Tube — for serum
transfer & storage

Online Resources for Lab Tube Examples
Cryovials-Fisher Scientific

https://www.fishersci.com/shop/products/cryovial-external-thread-lip-seal-cryogenic-vials-2/p-
7112399#?keyword=cyrovials

Red top Tubes:

https://www.fishersci.com/shop/products/greiner-bio-one-vacuette-serum-clot-activator-tubes-
4/22040074?gclid=EAlalQobChMInP7BoPDq glVUYVbCh3gXQ fEAYYBCABEgKArvD BwE&ef id=EAlalQ
obChMInP7BoPDqg gIVUYVbCh3gXQ fEAYYBCABEgKArvD BwE:G:s&ppc id=PLA goog 2086145683 81
843405514 22040074 386247001360 12135588338961561256&ev chn=shop&s kwcid=AL!4428!313
86247001360!!1g1823101822211!&gad=1

Greiner red tops

https://medexsupply.com/greiner-bio-one-serum-clot-activator-tubes/?sku=GRE-456089-
CS:50 PK&gclid=EAlalQobChMI6LahifHg glVplFbChONbwIgEAQYASABEg)dpPD BwE



https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fishersci.com%2Fshop%2Fproducts%2Fcryovial-external-thread-lip-seal-cryogenic-vials-2%2Fp-7112399%23%3Fkeyword%3Dcyrovials&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=p6%2FQfZRS1zXRakrmKpZ9yJXxvFEQZrjbmX7pI7wGQnI%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fishersci.com%2Fshop%2Fproducts%2Fcryovial-external-thread-lip-seal-cryogenic-vials-2%2Fp-7112399%23%3Fkeyword%3Dcyrovials&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=p6%2FQfZRS1zXRakrmKpZ9yJXxvFEQZrjbmX7pI7wGQnI%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fishersci.com%2Fshop%2Fproducts%2Fgreiner-bio-one-vacuette-serum-clot-activator-tubes-4%2F22040074%3Fgclid%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%26ef_id%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%3AG%3As%26ppc_id%3DPLA_goog_2086145683_81843405514_22040074__386247001360_12135588338961561256%26ev_chn%3Dshop%26s_kwcid%3DAL!4428!3!386247001360!!!g!823101822211!%26gad%3D1&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pPwgHPFKWrN%2BmYKLshXfSpPK1aq4k9dWDS80OYc%2FyPw%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fishersci.com%2Fshop%2Fproducts%2Fgreiner-bio-one-vacuette-serum-clot-activator-tubes-4%2F22040074%3Fgclid%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%26ef_id%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%3AG%3As%26ppc_id%3DPLA_goog_2086145683_81843405514_22040074__386247001360_12135588338961561256%26ev_chn%3Dshop%26s_kwcid%3DAL!4428!3!386247001360!!!g!823101822211!%26gad%3D1&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pPwgHPFKWrN%2BmYKLshXfSpPK1aq4k9dWDS80OYc%2FyPw%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fishersci.com%2Fshop%2Fproducts%2Fgreiner-bio-one-vacuette-serum-clot-activator-tubes-4%2F22040074%3Fgclid%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%26ef_id%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%3AG%3As%26ppc_id%3DPLA_goog_2086145683_81843405514_22040074__386247001360_12135588338961561256%26ev_chn%3Dshop%26s_kwcid%3DAL!4428!3!386247001360!!!g!823101822211!%26gad%3D1&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pPwgHPFKWrN%2BmYKLshXfSpPK1aq4k9dWDS80OYc%2FyPw%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fishersci.com%2Fshop%2Fproducts%2Fgreiner-bio-one-vacuette-serum-clot-activator-tubes-4%2F22040074%3Fgclid%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%26ef_id%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%3AG%3As%26ppc_id%3DPLA_goog_2086145683_81843405514_22040074__386247001360_12135588338961561256%26ev_chn%3Dshop%26s_kwcid%3DAL!4428!3!386247001360!!!g!823101822211!%26gad%3D1&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pPwgHPFKWrN%2BmYKLshXfSpPK1aq4k9dWDS80OYc%2FyPw%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fishersci.com%2Fshop%2Fproducts%2Fgreiner-bio-one-vacuette-serum-clot-activator-tubes-4%2F22040074%3Fgclid%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%26ef_id%3DEAIaIQobChMInP7BoPDq_gIVUYVbCh3qXQ_fEAYYBCABEgKArvD_BwE%3AG%3As%26ppc_id%3DPLA_goog_2086145683_81843405514_22040074__386247001360_12135588338961561256%26ev_chn%3Dshop%26s_kwcid%3DAL!4428!3!386247001360!!!g!823101822211!%26gad%3D1&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=pPwgHPFKWrN%2BmYKLshXfSpPK1aq4k9dWDS80OYc%2FyPw%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmedexsupply.com%2Fgreiner-bio-one-serum-clot-activator-tubes%2F%3Fsku%3DGRE-456089-CS%3A50_PK%26gclid%3DEAIaIQobChMI6LahifHq_gIVpIFbCh0NbwlgEAQYASABEgJdpPD_BwE&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=n2wqXbjjesM2%2Fq9LxPUIIqPRXZSXx9asqbsbUr4SPec%3D&reserved=0
https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fmedexsupply.com%2Fgreiner-bio-one-serum-clot-activator-tubes%2F%3Fsku%3DGRE-456089-CS%3A50_PK%26gclid%3DEAIaIQobChMI6LahifHq_gIVpIFbCh0NbwlgEAQYASABEgJdpPD_BwE&data=05%7C01%7Camy.posey%40organon.com%7C29934395050e496da6fd08db51680014%7C484a70d1caaf4a03a4771cbe688304af%7C0%7C0%7C638193279360754110%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=n2wqXbjjesM2%2Fq9LxPUIIqPRXZSXx9asqbsbUr4SPec%3D&reserved=0
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