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[bookmark: OLE_LINK1][bookmark: OLE_LINK2]NOTE TO REVIEWER
Justification for nonmaterial change:  
In order to provide improved guidance to respondents, OWCP seeks to make two clarifying changes to the Authorization Request form and Certification/Letter of Medical Necessity for Opioid Medications, Form CA-27. 
1. Change item 39 on page 3, to clarify and to avoid duplicative responses, to state that opioids should only be listed in item 21. 
The first sentence of item 39 currently begins:
“If the requested opioid medication is prescribed in a compounded drug, complete the following for active and inactive ingredient in the compounded drug;.”
The revised statement would begin: 
“If the requested opioid medication is prescribed in a compounded drug list opioid ingredients in box 21, complete the following for all other non-opioid active and inactive ingredients in the compounded drug;.” 
The instructions on the form are similarly revised on page 5.
Note: The required information on opioids should be supplied in Part C and in items 28-38 of Part D, Certificate of Medical Necessity.  Opioids should not be relisted in item 39, which should only list non-opioid compounded active and inactive ingredients.  Therefore, the form and instructions for item 39 are revised to state that item 39 should be completed for each active and inactive NON-OPIOID ingredient in the compounded drug.  Under Part D, Certificate of Medical Necessity:
2.  On page 4, under Part C, OWCP seeks to provide additional instruction on agency restrictions
The statement currently reads:
“PART C - Opioid Medication Information. Note that OWCP generally limits opioid medications to no more than 2 concurrently prescribed.”  
The revised statement would read:
[bookmark: _GoBack]“PART C - Opioid Medication Information. Note that OWCP generally limits opioid medications to no more than 2 concurrently prescribed.  Additionally, there are restrictions on more than one medication within the same therapeutic class.” 
3.  The paper version of form CA-27, Authorization Request form and Certification/Letter of Medical Necessity for Opioid Medications was approved by OMB.  As noted in the Supporting Statement with the original submission (item 3), DFEC is now requesting approval for an electronic version of this form.  See attached screen shot. 





The form will be found on our contracted medical vendor’s website.  
The treating physician will have the ability to electronically submit the form to our contracted medical vendor.  The electronic version is in the same format as the paper form. 
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Authorization Request form and Certification/Letter of Medical Necessity for Opioid Medications

“This form i to be completed and signed by the patients treating physician. Complete all sections of this form. Failure to
‘complete this form n s entirety may resultin delayed processing or an adverse determination for insufficient information
‘The form is valid and effective for up to 60 ays following the date of the treating physician's signaturelcerification.
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Part D - Certification of Medical Necessity

128, *Have you accessed the requisite state Prescription Drug Monitoring Program, if available, regarding this patients
history of controlled substance prescrptions and vil you do so every montn thereafter?

OYes ONo Oldonot have access to a [PDMP] in my state

'29. “Will you enter tis prescription information into your state's Prescription Drug Monitoring Program
ifyou are required to update it as a dispensing provider?

30. “Have you completed a urine drug test for the above-named patient and will you do so o
periodically? DYes

No

31.7Is the patient receiving a benzodiazepine from you or any other provider while receiving an opioid prescription?
OYes ONo O do not have access to a [PDMP] in my state

32. *Have you discussed realistic benefits and known risks of opioid therapy with the patient, and

have you advised the pafient that serfous rsks include potentially fatal respiratory depression and
development of a potentially serious Ifelong opioid use disorder?

33. "Did you evaluate the use of nor-opioid aftematives and conciude with reasonable medical
certainty that the opioid's expected benefits for bofh pain and function outvweigh the risk to the patient?  OYes O No
SUPPLY NARRATIVE IN ITEM 40.

34. "Have you evaluated the patient fo sk of opioid use disorder, pofental need for medication-

assisted treatmen (MAT), and believe the medical benefit of presciibing the opioid outweighs the Oves ONo
1isk? SUPPLY NARRATIVE IN ITEM 40.

35. “Have you discussed with the patient the potential isk for opioid overdose o other adverse
feaction and the steps the patient can take to reduce ther isk, such as not combining their opioid vith
alconol or other sedating substances?

ONo

36. *For patients who are atincreased isk for overdose (as defined in the CDC guideiines) have you a
offered a prescription for overdose reversal (for example, naloxone) or counseled the patient to obtain -~ O Yes O No
naloxone from their pharmacy, where availabie without a prescription?

37. "Has use of the opioid medication(s) improved both pain and function for the patient? Oves

38. "Is the opioid medication medicaly necessary for it intended use?

ONo

Ingredients

39. I the requested opioid medication is prescribed in a compounded drug, st opioid ingredients in box

21, complete the following for al other non-opioid active and inactive ingredients i the compounded drug; IF MORE
THAN TEN ACTIVE/INACTIVE INGREDIENTS ARE BEING USED, LIST (INCLUDING NAME, NDC, QUANTITY,
STRENGTH, AND MEDICAL NECESSITY FOR EACH) AND EXPLAIN THE NEED FOR MORE THAN TEN IN ITEM
'NUMBER 40. Only the most cost effective and medically necessary ingredients should be used_Herbal supplements,
such as resveratrol, lavender ol and alpha-fipoic acid, cannot be authorized on this form and wilcause the form 1o be
retumed to the provider. Herbal supplements are authorized oniy on an excepion basis on approval by the OWCP Chief
Medical Officer or hisier designee.
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40.  Provide a narrative explaining why the opioid medication is medically necessary. You may cite relevant medical
Iiterature o Support your opinion on the necessity of the medication, partcularly f the opioid s part of a compounded drug.
‘You may be asked to provide clnical documentation and other relevant evidence to support use of tis medication. The.
need for this medication s subject 1o review by claims staff and medical professionals. Se instructions in tem number 39 if
the opioid is part of a compounded drug that has more than ten ingredients.

1 certfy that | am the treating physician for the above-named patient and that the medication requested is medically
necessary and cost effective for the patient | further certfy, under penaity of law, that the information provided on this form
s true and correct to the best of my knowiedge, and that documentation supporting this information i available for review if
requested. | understand that any person who knowingly makes any faise staement or misrepresentation to obtain
prescription drugs ffom OWCP is subject to adminisrative penaltes including provider exclusion; civil penaltes including
those under the False Claims Act andor criminal prosecution. The submission of tis form signifies my certfication of the
above and the on-ile signature on my provider enroliment form is hereby incorporated by reference.

41. *Signature/CERTIFICATION of :I . s dd il
Patients Treating Physician [Yes 42 Date

* denotes required fields
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LT Authorization Request form and CertificationLetter of Medical Necessity for Opioid Medications
_——— “This form s to be completed and signed by the patients treating physician. Complete alsections of this form. Faiure to
Brovider Information | complete this form in s entirety may resultn delayed processing of an adverse determination for msuficient information. The
R form s valid and effective for up o 60 days following the date of the treating physician's signature/certficatin.
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Part D - Certification of Medical Necessity

28 *Have you accessed the requisie state Prescripton Drug Monitoring Program, i avaiabl, regarding his patients
history of controled substance prescrptions and vl you do 5o every month thereafier?

Yes O'No © Ido nothave access to a [PDMPin my state

20, Wilyou enter tis prescripion nformation inoyour state's Prescripton Drug Montoring
Program fyou are required to update 25 a dispensing provider?

30. *Have you completed a urine drug test for the above-named patient and il you do so
perdealy? Yes ONo

31."Is the patient receiving a benzodiazepine ffom you or any other provider whie feceiving an opicii prescripton?

Yes ONo

Yes O'No © Ido nothave access to a [PDMPin my state

32."Have you discussed realstic benefts and knovin isks of opiok therapy withthe patien,
‘and have you advised the patient that serous risks include potentialy fatal respiratory Yes ONo
depression and development of a potentialy serious ifelong opiokt use disorder?

33."Did you evaluate the use of non-opiod afernatives and conclude with reasonable
‘medical certainty that the opiod's expected benefis for both pain and function outveigh the- Yes ONo
sk to the patient? SUPPLY NARRATIVE IN ITEM 40.

34. "Have you evaluated the patien or risk of opioi use disorder, potential need for
‘medication-assisted treatment (MAT), and believe the medical benet of prescrbing the Yes ONo
‘opiid outueighs the risk? SUPPLY NARRATIVE IN ITEM 40.

35. *Have you discussed with the palient the potental sk for opiod overdose o ofher
‘adverse reacton and the steps the patient can take fo reduce their risk, such as not Yes ONo
‘Combining their opioid wih alcchol o oiher sedating substances?

36. *For patiens who are at increased isk for overdose (as defned in the CDC guidelnes)
have you offered a prescriptin for overdose reversal (for exampl, naloxone) of counseled Yes ONo
the patien to obtain naloxone from ther pharmacy, where avalable without a prescrpton?

37."Has use ofthe opioid medication(s) improved both pain and function for the patient? Yes @ No

38. "I the opioid medication medically necessary for s intended use? Yes @No

Ingredients

39, Ifthe requested opicid medication is prescribed n a compounded drug, complete e folwing for each active and
inactive ngredient n the compounded arug; IF MORE THAN TEN ACTIVEINACTIVE INGREDIENTS ARE BEING
'USED, LIST (INCLUDING NAME, NDC, QUANTITY, STRENGTH, AND MEDICAL NECESSITY FOR EACH) AND
'EXPLAIN THE NEED FOR MORE THAH TEN IN ITEM NUMBER 40. Ony the most cost effecive and medicall
necessary ingredients shoud be used. Herbal supplements, such as resveratrol lavender ol and alpha-Tpoic ack,
‘Cannol be authorized on this form and vl cause the for o be retumed to he provider. Herbal supplements are
authorized only on an exception bas’s on approval by the OVCP Chief Medical Offce of hisher designee.

B —
ouantty [ “swenain[ | “Wedeat Necessan? O ves O o

40.* Provite a narrative explaining why the opiokd medication is medicaly necessary. You may cie relevant medical
ferature to supportyour opinion on the necessiy of the medication, particulary  the opioid s part o a compounded drug.
ou may be asked to provide clnical documentalion and olher relevant evidence to Support use of this medication, The need
forthis medication i Subjectto revieu by Claims staff and medical professionals. See siructions in flem number 39 f he.
‘opiid is partof a compounded drug that has more fhan en ingredints.

I certy that | am the treating physician or the above-named patient and that the medication requested is medicall
necessary and cost effectve for the patient | urther certy, under penalty of v that the information provided on his form
s rue and correct o the best of my knovedge, and that documentation supporting hs informaion f avalabie for review i
requested | understand that any person who knowiingly makes any false staiement of misrepresentation {0 obtain
prescripton drugs from OVICP is subject to adminsiratve penalies including provider exclusion; cii penales inciuding
those under the Faise Claims Act and/or criminal prosecution. The submission of this form signfes my certfication ofthe

above and the on-fe signalure on my provder enrolment frm s hereby icorporaled by reference.
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