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About 17P
Research has shown that injections of progesterone 

(17-hydroprogesterone) can result in a 33% reduction 

in the rate of preterm delivery (Meis et al., 2003). To 

date, no studies have shown an association between 

17P and congenital anomalies or other neonatal 

developmental problems.

Who should use 17P?
Women with singleton gestations with a previous history of 
spontaneous preterm delivery of a single baby should be 
considered as candidates for 17P. 

Progesterone is not effective in preventing premature delivery 
in pregnancies at low risk for prematurity, multiple gestations, 
or in patients for whom preterm contractions have occurred.

Is 17P safe for mom and baby?
There are minimal risks for mothers taking 17P. Most common side 
effects include soreness, irritation, bruising, itching, swelling, and 
pain at the injection site.

Randomized clinical trials have shown no increased risks of birth 
defects in babies born to mothers who have taken 17P and no 
differences in development of childhood health problems.

How should 17P be used?
Progesterone can used as a weekly intra muscular injection, 
ideally beginning at 16 weeks gestation and continuing to 36 
weeks and 6 days.

Vaginal progesterone is recommended as a management option 
to reduce the risk of preterm birth in asymptomatic women with a 
singleton gestation without a prior preterm birth with an identified 

very short cervical length less than or equal to 20 mm before or at 

24 weeks gestation.

History of spontaneous preterm birth (<37 weeks) or 2nd trimester pregnancy loss?

Consider MFM/high-risk OB consult

Obtain MFM/high-risk consult if history of spontaneous  
preterm birth <32 weeks or 2nd trimester loss

Recommended intramuscular  
progesterone (see Box 2)

Measure cervical length every two 
weeks by transvaginal ultrasound from 
15-16 weeks to 23-24 weeks or weekly if 
cervical length <30mm or if internal os 

abnormalities

Consider cerclage up to 23-24 weeks  
if cervical length <25mm

For history of sponaneous preterm birth  
<34 weeks or 2nd trimester loss in 
a multiplege station, obtain MFM/

high-risk OB consult for progesterone 
recommendation

Confirm findings by  
transvaginal ultrasound

Recomennd vaginal progesterone  
(see Box 1) if cervical length <25mm

Repeat cervical length measurement 
by transvaginal ultrasound in 1-2 weeks 

until 23-24 weeks

If progressive shortening or  
worsening of funnel, obtain MFM/ 

high-risk OB consult.

Usual care 
for multiple 
gestation

Usual care

Current singleton pregnancy?

Measure cervical length by abdominal ultrasound  
at 16-24 weeks

Cervical length <30mm and/or  
internal os abnormality?

Yes

Yes No

No

NoYes
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Billing 
Information
How do I bill for 17P for privately insured 
patients?
For patients with private health insurance, clinics should contact 
the insurance company to inquire about their protocol and 
procedures for purchasing and billing for this treatment. 

What if my patient has Medicaid?
Several formulations of progesterone are covered by Medicaid 
under various structures, including compounded 17P through 
the Physician Drug Program and Makena through the Physician 
Drug Program and Point of Sale Pharmacy.

For more information about ordering progesterone for Medicaid 
insured patients, contact your Pregnancy Medical Home, OB 
Nurse Coordinator through your CCNC network.

What if my patient is un- or under-insured?
Clinics and providers can contact the Makena Patient 
Assistance Program through the Makena Care Connection to 
obtain medication for patients without insurance or with an 
unaffordable copay. 

To begin the process, follow instructions on the Makena 
Referral/Prescription Form. This form can be accessed from 
tinyurl.com/MakenaRxForm  It is very important to fully 
complete the form. Be sure to have patients sign the form  
before faxing. If the form needs to be processed very quickly, 
write RUSH on the top of the form. Once the form is completed 
it needs to be submitted to the company by fax to  
1-800-847-3413.

note If your patient is difficult to reach by phone, please make 
a note when completing the form and list your office number 
instead of her phone number. 

Prior to approving, the Makena Care Connection team must 
speak with the patient. To speed up the process, call the 
Makena Care Connection team while faxing in the prescription 
form so that the patient may speak with customer assistance 
during that time. The Care Connection team is able to provide 
services in multiple languages, including Spanish. 

Once approved, the medication will be sent to either the 
patient or the provider (as indicated on the form). 

note Medicaid reimbursement requires that the provider give 
the medication to the patient, so it is recommended that the 
medication be sent to the clinic.

Is your patient pregnant with a singleton and have a history of 
singleton spontaneous preterm birth (<37 weeks of gestation)? 
Please see full prescribing information.    Yes No

Current Gestational Age: ______ weeks ______ days  

Date recorded:_____________________

Is the patient currently receiving Makena?    Yes         No

Subcutaneous Auto-Injector Rx: Makena (hydroxyprogesterone caproate injection) 275 mg/1.1 mL (250 mg/mL)
Dispense quantity 4 x 1 single-dose, pre-filled subcutaneous auto-injectors (64011-301-03) X _______ refills until 37 weeks (ie, through 366 weeks) or
delivery, whichever comes first

Sig: Inject 1.1 mL subcutaneously via auto-injector each week (every 7 days)

First Name Last Name MI

Address

City State Zip

Home Phone # Work Phone #

Cell Phone # Best Time to Contact  Morning    Day    Evening Email

Date of Birth Primary Language if Not English

Prescription Drug Insurer/Pharmacy Benefit Manager (PBM) BIN #

ID # Group # PBM Phone #

Primary Medical Insurance Cardholder Name

Date of Birth Policy ID # 

Primary Insurance Phone # Relationship to Cardholder

STEP 2. Read and Sign Voluntary Patient Authorizations

STEP 1. Complete Patient & Insurance Information

Patient does not have insurance and should be evaluated for patient assistance program.

STEP 4.   Prescriber Information

Prescriber’s Name (Last, First)

Address City State Zip

Practice Name Office Phone # Office Fax #

NPI # Office Tax ID # Medicaid Provider #

Office Contact(s) Direct Phone #

After-hours Phone # Email

Preferred Method of Communication Phone Fax Email

Makena® Prescription Form
Fax completed form & insurance cards (front and back) to: 1-800-847-3413

STEP 3. Patient Eligibility

ICD-10 Code:

O09.212 Supervision of pregnancy with history of preterm labor, second trimester

O09.213 Supervision of pregnancy with history of preterm labor, third trimester

O09.219 Supervision of pregnancy with history of preterm labor,
unspecified trimester

Other: ___________________________________

Note: The ICD -10 codes start with an uppercase “O”, followed by a zero.

STEP 6. Read and Sign Prescriber Authorization

 xR anekaM etelpmoC .5 PETS 43ers require Jya26; some p71J( 90. Confirm with payer.)

Note: If a patient has secondary insurance, please have her provide a copy of the insurance card (front and back).

I authorize AMAG Pharmaceuticals, Inc., and its affiliates, agents and contractors (“AMAG”) to be my designated agent to (1) provide any information on this form to the
Makena Care Connection for use as authorized by the above named patient (2) provide any information on this form to the insurer of the above named patient and (3) forward
the above prescription by fax or by other mode of delivery to a pharmacy that can provide the prescribed medication for the above named patient. If my patient has not signed
the Patient Authorization section of this form, I certify that I have my patient’s HIPAA authorization for the release of my patient’s identification and insurance information to
AMAG for benefits verification and coordination of benefits.

I certify that this therapy is medically necessary and that this information is accurate to the best of my knowledge.

I. For purposes of these Authorizations:
“AMAG” means AMAG Pharmaceuticals, Inc., and its affiliates, subsidiaries, representatives, agents and contractors including the Makena Care Connection;
“PHI” means personal health information, including, but not limited to, information relating to your medical condition, treatment, care management, and health
insurance, as well as all information provided on this form and any prescription or by you directly; and “De-Iden ed Data” means information that will not be
specifically identifiable to you or your baby. For example: AMAG may publish a report that says, “On Tuesday, 5 patients were contacted.” You may be one of those 5
patients, but the information would not be traceable to you.
Access: Your treatment, payment, enrollment, or eligibility for benefits (“Access”) is not conditioned on signing any Authorization. PHI can be subject to special
protections by law, such as HIPAA. Unlike your healthcare provider, however, AMAG is not “covered” by HIPAA, which means that any PHI disclosed to AMAG is not
controlled by HIPAA. AMAG agrees to only use your PHI as you authorize below, and to not sell your PHI to a third party.
Copy, Expiration, and Cancellation Rights: You are entitled to a copy of each Authorization. Except as to De-Identified Data, each Authorization you sign expires five (5)
years from the date signed below. You may cancel any Authorization at any time by mailing a letter requesting such cancellation to AMAG c/o AllCare Plus Pharmacy, 50
Bearfoot Rd., Northborough, MA 01532, or by phone by calling 1-800-847-3418, but this cancellation will not apply to any information already used through the
Authorization.
II. PHI Authorization: By signing this Authorization, I authorize my health plans, healthcare providers, and pharmacies to disclose my PHI to AMAG for the following
purposes: (1) to assist with my obtaining and being treated with Makena, such as to: (a) establish my eligibility for benefits; (b) communicate with my healthcare
providers and me about my medical care; (c) help third parties provide care-related products, supplies, or services; and (d) register me in any product registration
program required for my treatment; (2) to contact me during and after my treatment to: (a) provide me with treatment or support materials; and (b) ask me to participate
in patient programs and surveys; and (3) to review and publish De-Identified Data. Further, I understand and agree that: (i) my PHI disclosed under this Authorization is
no longer protected by federal privacy laws; (ii) my pharmacy may share my PHI related to the dispensing of Makena, and that my pharmacy may be paid for that
information; (iii) I may refuse to sign this Authorization and still have Access; and (iv) I understand my Copy, Expiration, and Cancellation Rights.

Desired Start Date: ___________________

Preferred Injection Setting:
Healthcare provider office

Home healthcare administration by Optum® home nursing services   
(weekly assessment and injection), if approved by insurance

Other: __________________, if approved by insurance

Please Ship Makena to:
Prescriber  Patient 

Patient or Legal Guardian Signature: _____________________________________________________

Relationship to Patient: ___________________________________________________________________ Date: _____________________________

III. Adherence Support Authorization: I have provided my PHI Authorization above and wish to participate in an adherence support program (“Program”) at no cost to me,
designed to help me stay on track with treatment and provide me with educational information. By signing this Authorization, I acknowledge and agree that: (1) I am voluntarily
choosing to enroll in this Program; (2) AMAG may use my PHI to provide the Program; (3) AMAG may contact me via phone, email, and mail to provide the Program; (4) AMAG
may review and publish De-Identified Data it receives from the Program; (5) I may refuse to sign this Authorization and still have Access; and (6) I understand my Copy,
Expiration, and Cancellation Rights.

Patient or Legal Guardian Signature: ____________________________________________________
Relationship to Patient: __________________________________________________________________ Date: _____________________________

IV. Opt Into Text Messaging: By initialing the box(es) below, I opt into receiving text messages from AMAG, and understand that standard message and data rates may apply. To
opt out of receiving future texts, I may call 1-800-847-3418, or reply STOP. I understand that receiving texts is not a requirement for Access or Program participation.

(Initial here) [ ] I want to receive general texts about Access (such as missing information alerts, shipment updates, etc.)
(Initial here) [ ] I want to receive texts from the Adherence Support Program.

Prescriber’s Signature: ________________________________________________________________ Date: _____________________________

Please complete per your state rules and regulations

Dispense As Written/Do Not Substitute: ___________________________________________________ Date: _____________________________

©2018 AMAG Pharmaceuticals, Inc. PP-MKN-US-00506 10/18

Makena® (hydroxyprogesterone caproate injection) Prescription Form Checklist

Help ensure patients have access to Makena + support via Makena Care Connection® and prescriptions are processed quickly 
by completing the steps below:

� Confirm the prescription form is completed and there is no missing information

� Include a copy of both sides of the patient insurance card(s), including secondary insurance if applicable

� Encourage patient to sign and initial patient authorizations (see Step 2) so that Makena Care Connection can work on their behalf

� Complete the Dispense as Written line as per your state requirements (see Step 6) to help protect the prescription 
from generic substitution

� Remind patient to respond to phone calls from Makena Care Connection and/or the pharmacy and confirm Makena is being shipped

Have questions? 
Connect with us.

Fax completed form and insurance cards (front and back) to: 1-800-847-3413

1-800-847-3418 (Monday–Friday, 8 AM–8 PM ET)

info@makenacareconnection.com

Prescription Support | Financial Assistance | Education and Adherence | Home Injections by Healthcare Professionals

If you or your patients are ever in doubt regarding the status of their Makena prescription, please contact Makena Care Connection. We are committed 
to helping ensure your patients receive treatment in a timely and affordable manner. If a patient is concerned about their out-of-pocket cost for Makena, 
they should call Makena Care Connection at 1-800-847-3418 to see if they are eligible for financial assistance.
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Facilitative 
Treatment
Integrating 17P treatment into care requires thought 
across the treatment “cascade” from screening through 
treatment counseling, acceptance and adherence. 
There are many places across this continuum where 
improvements can be made.

Woman-Centered 17P Care
Research has shown that patients who perceive 
themselves as having a high-quality relationship with 
their clinicians are more likely to adhere to treatment 
recommendations. Studies show that the clinician-
patient relationship is a crucial factor affecting 
adherence, especially as treatment continues over the 
long term.

Provider tips for supporting patient 17P adherence:

	 1.	 �Providers should discuss possible adverse effects 
and share a benefit-risk profile.

	 2.	 �Providers should take time to answer women’s 
questions. Women who reported having received 
detailed answers to their questions also reported 
better adherence.

	 3.	 �Providers should not rely on presenting written 
information but should mainly engage in giving 
answers.

Action Steps for Providers

The 17P Treatment Cascade

Providers should provide ongoing 
encouragement and support during 17P 

treatment as adhering to weekly injections is 
difficult

Increase awareness and 
marketing of 17P treatment and 

preterm birth to the general 
public and to reproductive age 

women

Incorporate injections into 
home visits or traveling 

nurse’s responsibility

Assign the same nurse to 
administer the shot at each 
appointment – if she is good 

at giving the shot!

Minimize the pain of injections by applying pressure 
to the gluteal area prior to giving the intramuscular 

injection and by administering the drug slowly; care in 
administering shots may motivate women to complete 

treatment

Attend antenatal care

Be identified as eligible and offered 17P

Accept 17P

Receive 17P

Adhere to weekly injections

1

2

3

4

5

Providers should discuss 
17P treatment during the 

postpartum visit with 
all patients who had 

spontaneous preterm births

Patients need to be 
continually reassured that 

17P is safe for mom and 
baby
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17P Treatment Facilitators
•• �CMIH-produced 17P booklet content, 

resources, and tools were helpful in 
answering women’s questions

•• �Care managers’ praise, 
encouragement, counseling and 
continued education about 17P 
benefits aided treatment compliance

•• �Statewide marketing of preterm birth 
and of the benefits of 17P treatment 
boosted public awareness

•• �Adoption of best practices in care 
management in North Carolina’s 
Pregnancy Medical Home program 
aided treatment compliance

17P Treatment Barriers
•• �Transportation, especially long 

distances or across counties
•• �Lack of perceived risk of preterm birth 

among women
•• �Competing stressors and priorities 

(no child care; not able to leave work 
for weekly appointments)

•• �Injection site discomforts and 
inconsistencies in injection 
administration

•• �Costs of 17P and payer billing issues
•• �Lack of provider buy-in toward the 

treatment

Focus groups conducted across the state have found the following 
barriers and facilitators to receiving 17P treatment:
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Auto-Injectors
Auto-injectors can be used as an alternative to the 
intramuscular injections given at the hip. These pre-filled, 
single-use injectors are ready-to-use and administered 
subcutaneously to the back of the arm. The needle is 
not visible at any point, and the full dose is administered 
within 15 seconds, compared to 1 minute or longer with 
intramuscular options.

Auto-Injectors or Traditional Intramuscular Injections?
Standard progesterone treatment protocol has utilized a 21-gauge needle to intramuscularly deliver the hormonal dosage into 
the gluteus maximus. Auto-injectors were developed with the desired goals of increasing ease of administration as well as 
reducing patient-experience of injection-related pain or anxiety, without compromising the efficacy of the treatment. 

Providers should discuss the pros and cons of both treatment methods with patients before prescribing.

As with intramuscular injections, initiation should begin at 
16-20 weeks gestation, administered weekly, and continued 
through to delivery or 37 weeks and 6 days. 

It is important to note that it is not possible to stop the device 
from administering the full dosage once injection has begun. 
Premature removal of the device could result in the patient 
receiving an incomplete dose of the medicine.

Auto-Injectors IM Injection

Administered in arm Administered in hip

27 gauge, 0.5 inch needle 21 gauge, 1 inch needle

Shorter injection time (15 seconds) Full dose administered within 1 minute

More patients reported mild-moderate adverse experiences 
as a result of auto-injectors, including injection-site pain  

and diarrhea

Similar rates of adverse experiences of headache, nausea, 
and dizziness

Longer reported injection-site pain (up to 7 days) Less mild-moderate injection site pain reported

Neither method has been approved for home administration.

Both methods are covered by Medicaid, are the same price, and have the same treatment schedules.

Krop, J., Kramer, W. G. (2017). Comparative bioavailability of Hydroxyprogesterone caproate administered via intramuscular injection or subcutaneous 

autoinjector in healthy postmenopausal women: A randomized, parallel group, open-label study. Clinical Therapeutics 39(12), 2345-2354.
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Patient 
Resources

17P is a weekly medicine that is safe for your  
baby and could help you stay pregnant longer.

Risk Reduction 
for Repeat 

Preterm Birth

X,XXX copies of this public document were printed at a total cost of $X,XXX or $0.XX each (6/17).

for more information visit

www.mombaby.org

17P_COVER_2016_Layout 1  4/28/16  11:31 AM  Page 2

X,XXX copias de este documento público se imprimieron a un costo total de $X,XXX ó $0.XX por copia (6/17).

visite el sitio 

www.mombaby.org
para obtener mayor información

Reduccción del 
Riesgo de Parto 

Prematuro Recurrente

17P_COVER_2015Span-TOGO2_Layout 1  8/7/15  3:18 PM  Page 2

17P_BROCHURE_2017Spanish.indd   1 5/22/17   2:33 PM

X copies of this public document were printed at a total cost of X or X each (9/16)

Have You Had a Baby Born 
More Than 3 Weeks Early?

mombaby.org

Talk to your health care provider 
about what this may mean for your health  
and any future pregnancies. 

Se imprimieron X copias de este documento por un costo total de X o X cada una (9/16) mombaby.org

¿ Tuvo un bebé que nació 
más de tres semanas 
antes de lo esperado?

Hable con su médico 
sobre lo que esto puede significar para  
su salud y para embarazos futuros.

Here are some important things to consider about 17P

Talk to your healthcare provider about 17P  
to see if it is right for you and answer any 
questions you may have.

60,000 copies of this public document were printed at a total cost of $3,157 or $0.05 each (5/17)

Why should I 
consider 17P?

If you have had a baby born more 
than 3 weeks before your due 
date, you are at risk of having 
another baby born too soon.

What can 17P do for 
me and my baby?
17P could help you stay 

pregnant longer. Staying pregnant for 
at least 39 weeks gives a baby more 
time to grow and develop fully.

Will 17P 
guarantee that 
I won’t have a 

baby born too early?
There is no guarantee that 
17P will 100% prevent a baby 
being born too soon, but it has 
been shown to help women 
stay pregnant longer.

100%
Is 17P safe for my baby?
17P is FDA approved, is safe for 
your baby, and can help give 
them critical time to develop.

Does 17P 
hurt me?

It is a shot, so those are 
never fun. The most 
common side effect for 
women is pain at the 
injection site. 

When do I  
start 17P?

17P injections begin as close 
as possible to your 16th week 
of pregnancy.  

16

How often do I get 17P?
Once a week through your 36th 
week of pregnancy. 17P will usually 
require weekly visits to your 
healthcare provider.

How will I fit 
17P in my week?

Visiting your healthcare 
provider for 17P can mean 
time away from your other 
responsibilities, such as work. 

How will I 
get to my  
healthcare 
provider?

It is important to consider 
how you will get to a weekly 
visit for a 17P injection.

Who can help 
support me?

Committing to weekly 17P  injections 
means that you might want to share 
info about 17P with your friends and 
family so they can support you. 

mombaby.org

Is 17P Right For Me? is a one page handout that 
addresses the most common questions and concerns 
women have identified concerning 17P.

17P Risk Reduction for Repeat Preterm Birth Booklet is a 
self-help booklet for women considering 17P and includes 
helpful resources and injection-tracking tool sections.

Order All Materials for Free from 
the Women’s Health Branch
	 1.	 Go to this link tinyurl.com/WHBform 
	 2.	 Click the “Publications Form” 
	 3.	 Print the form and fax in your order

Displaying or dispensing the following resources in your office can be helpful 
when discussing 17P with a patient. These resources are available in English and 
Spanish and can be ordered for free from NC DHHS Women’s Health Branch.

Posters are also available  
to providers. 
The following posters are designed to 
provide a general preterm birth message 
to help women who have had a prior 
preterm birth to initiate a conversation 
with their healthcare provider.

To receive posters, contact CMIH.



17-Progesterone 
A Women’s Health Initiative to 
Reduce Recurring Preterm Delivery

The implementation of a strong 17P program 
requires the commitment of the full clinic team. 
Health care providers, patients, case managers, 
office managers and payers must come 
together to identify all eligible women, develop 
a collaborative plan to conveniently deliver and 
track 17P use, and assure that the woman and 
provider/clinic are reimbursed for this treatment. 

It takes effort to establish a strong 17P program in 
your clinic. We are here to help! Please utilize and 
adapt the resources provided here and on our 
website for up-to-date information to assist your 
practice in the delivery of 17P to all eligible women.

Erin McClain, MA, MPH 
UNC Center for Maternal and Infant Health

919-808-0989 
erin_mcclain@unc.edu 

Resources 
for your 
Practice
A wealth of resources is available for 
providers and women on the Center for 
Maternal and Infant Health website. 

mombaby.org/17-progesterone

mombaby.org


