GOVERNMENT NOTICE

DEPARTMENT OF HEALTH

NOR..... o 2018
MEDICINES AND RELATED SUBSTANCES ACT, (ACT NO. 101 OF 1965)

ANNUAL SINGLE EXIT PRICE ADJUSTMENT [SEPA] OF MEDICINES AND
SCHEDULED SUBSTANCES FOR THE YEAR 2019

|, DR A MOTSOALEDI, the Minister of Health, has determined on recommendation of the Pricing
Committee, in terms of Regulation 8(1) of the Regulations relating to a Transparent Pricing
System for Medicines and Scheduled Substances published in terms of the Medicines and
Related Substances Act, (Act 101 of 1965), that the Single Exit Price (SEP) of Medicines and
Scheduled Substances may be adjusted to a maximum of 3.78% of the SEP of medicines and
their related pack sizes that was available as at 21t December 2018; regardless of how that SEP
was arrived at for the 2018 cycle. Applications for adjustments of the SEP may only be submitted
for the first time in 2019 from 11% January 2019 and by no later than 22" February 20189.

All medicines and their related pack sizes with SEP approved with an effective date later than 21st
December 2018 are not eligible for SEPA 2019. An applicant may only submit once in the 2019
cycle unless a resubmission is made for eligible medicines that have not been previously
approved for an adjustment in 2019 period in which an application was made. The final date for

resubmissions will be 01st March 2019.

An adjustment in the Single Exit Price in terms of this Notice may only be implemented by the
manufacturer or importer of the relevant medicine or scheduled substance, no later than 32

working days after the date that the manufacturer or importer has communicated the information

requested by the Director-General in terms of the Notice published in terms of Regulation 21 of

j/R gulations Relating to a Transparent Pricing System for Medicines and Scheduled
u

bstantes.

/
/ //r/\/

DR A BTSOALEDI MP
| MINISTER OF HEALTH
DATE: %0 | 1) %}g/




Department:
Health

REPUBLIC OF SOUTH AFRICA

INFORMATION AND INSTRUCTIONS FOR THE
SINGLE EXIT PRICE ADJUSTMENT (SEPA)
SUBMISSIONS FOR 2019



PREAMBLE

This document provides information and instructions on how to present the required information when
communicating the SEP adjustment (SEPA) for medicines for 2019 in terms of Section 22G of
Medicines and Related Substances Act (101 of 1965) as amended, and Regulation 8 of the
Regulations Relating to a Transparent Pricing System for Medicines and Scheduled Substances.
Failure to comply with any of the requirements and instructions in this document will result in the
submission being considered incomplete. Incomplete submissions shall be regarded as ineligible for

processing on the basis on non compliance.



ACRONYMS

CFO — Chief Financial Officer
DoH — Department of Health

DoP - Database of Single Exit Prices

MCC — Medicines Control Council

MPR - Medicine Pricing Registry

NAPPI — National Pharmaceutical Product Interface
PEE — Pharmaceutical Economic Evaluations

Pl — Package Insert

SEP - Single Exit Price

SEPA — Single Exit Price Adjustment

VAT - Value Added Tax

WHO ATC - World Health Organisation Anatomical Therapeutic Chemical



2.1

APPLICANT INFORMATION

APPLICANT REQUIREMENTS

(a)

(b)

(c)

(@

(h)

(i)

)

(k)

All registered applicants for medicines sold in SA, who are eligible in terms of the notice
as signed by the Minister of Health, may forward submissions for the Single Exit Price
Adjustment (SEPA) for 2019 for all scheduled medicines appearing on the Database of
Medicines Prices (DoP) published on 21 December 2018. These submissions should also

include;

i.  Scheduled medicines for which no adjustment is required,
ii.  Scheduled medicines for which no adjustment is applicable and
iii.  Discontinued medicines

i.e. all the medicines for the applicant as they appear on the DoP.

The information contained in the published gazette with respect to the SEPA for 2019
should be read carefully and contents thereof complied with as required.

Read carefully the information and instructions contained in this document before
completing all the fields of both tabs (Tab 1 and Tab 2) of the latest 2019 excel SEPA

template which is available on the website www.mpr.qgov.za .

Provide the required information on the cover page (Annexure A).

Sign the declaration annexed to this document as an acknowledgement of the
correctness of the contents of the submission (Annexure B).

Complete the checklist that is also annexed to this document to confirm completeness of
the submission (Annexure C).

Complete all sections of all tabs of the latest 2019 SEPA template in the fields provided
(Annexure D).

Include a signed covering letter on a company letterhead, stating the purpose of your
submission, with every submission or re-submission where applicable.

A complete submission should include a fully completed latest SEPA template for 2019,
annexure A, B, and C and a signed covering letter on the applicant's letterhead.

Ensure that all fields have been completed and Single Exit Prices used for adjustment
purposes are as per DoP of 21 December 2018.

Wherever the date is required, it should be stated in full (e.g. 14 March 2020).



2.2

)

Applicants are required to submit both the hard copy and an electronic version of the
entire submission for 2019 SEPA. This must include;

i. Signed cover letter on the official letter head of the applicant;
ii. Completed latest 2019 SEPA template:
iii. Completed annexure A:
iv. Completed annexure B:
V. Completed annexure C and
vi. Supporting documents where applicable

(m) Applicants are required to sign the declaration in Annexure B. The responsible officials, who

are signing the declaration in Annexure B, certify that the information submitted is true,
correct and error-free. The signed declaration in Annexure B, also confirms that the
submission in its entirety has been checked by all the persons who's signatures are
appended under Annexure B, in addition to the person responsible for compiling the

submission.

SEPA SUBMISSION REQUIREMENTS

(a)

(b)

(e)

The submissions lodged in terms of these guidelines are solely for the purpose of 2019
SEPA. For other medicine details amendments, applicants must use Template G of the
SEP updates as published on the website: www.mpr.gov.za
For a submission to be considered complete, ALL sections of the 2019 SEPA template,
inclusive of all excel spreadsheet fields, must be fully completed. A fully completed
template must have all tabs or worksheets and all the fields completed. Within each tab,
all required fields must be completed for every medicine in the applicant's schedule and
Single Exit Prices reflected shall be as published on DoP of 21 December 2018.
ALL scheduled medicines that make up the applicant's portfolioc on the date of the
submission, MUST be presented in the latest SEPA template.
ALL official SEP update submissions communicated and effected in 2019 by the
department, before the date of the applicant's SEPA submission, including those
communicated after 21 December 2018, must be included in the submission (this
includes both the letter and the excel schedule from the Directorate: PEE to the
applicant). Failure to provide these Supporting documents will render the 2019 SEPA
submission incomplete. This requirement is also applicable to any resubmission made.
Only the rightful applicant as recorded on the DoP of 21 December 2018 for the medicine

as per the MCC manufacturing license and MCC medicines registration certificate must
5



2.3

NOTES FOrR APPLICANTS

(@  The 2019 SEPA is not obligatory. Applicants must note that they are not Compelled to
compile and lodge 2019 SEPA Submissiong

(b)  The 2019 SEPA concerns SEPs that are applicable as on 21 December 2018, regardless
of how these SEps were arrived at. This includes approved SEp'g following 4 Submission
of a Non-Permanent SEP reduction. These Non-permanent SEP’s shaj be regardeq as
Permanent at the point of lodging the 2019 SEpA Submission. | terms of the medicines
pricing regulations, there shall only be one SEP at any given time. The Schedule of 21
December 201g is found on WWW.mpr.gov.za under ‘Publisheqd Documents”, click
database of medicine prices. Click on the excel spreadsheet titteg database of medicine
prices 21 December 2018

(€©)  There can only be one SEP Submission launcheq at any given point in time. The

(d) Each submission should include all the applicant’s scheduled Medicines, including



(f)

(9)

(h)

(i)

()

(k)

(1)

(m)

(n)

(0)

the adjustment on the SEP that existeq on 21 December 20138 (ie. SEP applicable as of
21 December 2018 + maximum allowable SEPA % as per the notice),

All medicines including those with multiple pack sizes are required by Jaw to be unit pricey

All approved SEPs will be Communicated to price file managers ang publisheq on the
website (www.mpr.gov.za) by the PEE Directorate.

All correspondence(s) concerning a submission will only be Communicateg to the
applicant of the medicines applied for,

The electronic version of the submitted 2019 SEPA template should be Saved with 3 file
name extension “x|s” Submissions containing password-protecteq documents and files in



announcements by the Minister of Health. The applicsnt may not at g later stage
resubmit a different SEPA request for the Same medicine. The Submission of E
SEPA and the approval thereof for the 2019 cycle irnplies any non Permanent

i. Will only be reviewed for medicines who

ii. Resubmissions Must contain only medicines listed in the Not—Approved sheet of

2.4 LODGING oF SUBMISSIONS

(b)  Each Submission MUST be lodged on the latest 2019 SEPA template ang Mmust pe

(€©)  Where an applicant js uncertain on g Submissijon being made clarity muyst be sought from

(d)  No e-mail submissions wij| be accepteq.
(e) Spreadsheets Mmust be submitteq in excel format ang not pdf.
(f) Electronic copies and hardcopies of the Submissions MUST be addressed to-



2.5

2019 SEpP Adjustment

ATT: Ms Ntobeko Mpanza

The National Department of Heaith

Room S0419 Civitas Building

Corner of Thabo Sehume Street and Struben Street
0001

DOCUMENTS TO BE SUBMITTED

Applicants are required to submit aj| the following documents to ensure Completeness of the

submissions:

(a) Signed cover letter on the official letter head of the applicant;

(b) Completed latest 2019 SEPA template

(€)  Completeg annexure A

(d)  Completed annexure B

(e) Com_pleted annexure C and

(f) Compact disc containing all of the above in the prescribed format



2.6

3.1

3.1.1

ACKNOWLEDGMENT OF RECIEPT

Upon receipt of g Submission, an acknowledgeme 7t notice wil p € provided to the Tepresentative
of the applicant by the PEE Directorate S Fficial, Al applicants shoulg retain  thejr

acknowledgement notice, for reference purposes.

HOW TO COMPLETE TEMPLATE COLUMNS

Failure to comply with the prescribed requirements under thig section 3 below wil result in the
entire submission not being Considered.

SEPA 2019 TEMPLATE TAB 1

For the information required under the following listeq Columns labels (headin 9s) in the Template,
applicants are required to copy such information from the Dop pu
for all medicines that sought SEPA for 2019. All the informatr'on a
it appears on the DoP of 21 December 2018,

blis heq on 21 December 2018
nd the formats must reémain ag

° APPLICANT McCC LICENCE NUMBER
° APPLICANT NAME AS REGISTERED WITH MCc
° MCC MEDICINE REGISTRATION NUMBER
. NAPPI CODE (9-digit)

° ATC 4 CODE (WHO)

o SCHEDULE

° MEDICINE PROPRIETARY NAME

° ACTIVE INGREDIENT

o STRENGTH

° UNIT

o DOSAGE FORM

10



. PACK SIzE

o QUANTITY

° MANUFACTURER PRICE AS AT 21 DECEMBER 2018
o LOGISTICS FEES AS AT 21 DECEMBER 2018

° VAT

o SEP AS AT 21 DECEMBER 2018

. UNIT PRICE AS AT 21 DECEMBER 2018

° EFFECTIVE DATE

° STATUS

. ORIGINATOR OR GENERIC

3.1.2  VOLUME OF SALEsS

313 REQUESTED MANUFACTURER PRICE

This is a Numerical field displayed at 2 decimal Places, with ne currency sympolg. This column
should be indented to the right.

314 REQUESTED LOGISTICS FEE

iS a numerical field displayed at 2 decimal places, with no Currency Symbols. Thig column
should be indented to the right.

3.1.5 VATON REQUESTED COMPONENTS

This column s the VAT component of the SEP, Calculated at 1 5% to the Sum of the requested
manufactyrer price and the requested logistics fee. This js @ numerical fig|g displayed at 2
decimal places with NO currency symbols. This column should be indented to the right.



3186 REQUESTED SEP

317 REQUESTED UNIT PRICE

(b)  For injections the unit price shaj be calculateq per mi of eCO nstituteq volume, even
() For inhalers, where the pack size js described in the MCC approved p) as doses or puffs

(d)  The unit price is the SEpP divided by the pack size and then further divided by the Quantity

This is g Numerical fig|q displayed at decimal places with no Currency Symbols. Thjs column
should be indented to the right.

12



3.2 SEPA 2019 TAB 2

321 For the following columns:

. APPLICANT MCC LICENCE NUMBER
° APPLICANT NAME As REGISTERED WITH Mcc
o MCC MEDICINE REGISTRATION NUMBER

o NAPP| CODE (9-digit)

o ATC 4 CODE (WHQ)

o SCHEDULE

° MEDICINE PROPRIETARY NAME

° ACTIVE INGREDIENT

° STRENGTH

e UNIT

° DOSAGE FORM

. PACK sIZzE

o QUANTITY

e MANUFACTURER PRICE AS AT 21 DECEMBER 2018
o LOGISTICS FEES AS AT 21 DECEMBER 2018
° VAT

° SEP AS AT 21 DECEMBER 2018

o UNIT PRICE AS AT 21 DECEMBER 2018

° EFFECTIVE DATE

° STATUS

° ORIGINATOR OR GENERIC



3.24

other
countries where the medicine is being sold Mmust be |j Sted ang Provided zg alternate Countr;
ies,

The exchange rate will be the average over the 2month Period (i, g4 October 2017 to 3
September 2018). These values will be Published in the template for consr’stency The followin
- i
are the for the conversion to Rangs: J

AUSS:
CANS:
NZD$:
EURE:

NOTE: The template with Tap 1 and 2 myst always pe Mmaintaineqd i, the font ang format
a
as it appears on DopP. Applicants Should only make Use of Space dashes of any oth
! er
characters if these are represented as sych jn officiars documentation.

14



4. ANNEXURES
4.1 ANNEXURE A: COVER PAGE
TO BE COMPLE TED BY THE APPLICANT

APPLICANT NAME

As it appears on the McCC license

CONTACT PERSON

Name:

E-mail:

Fax No:

(Person responsible for this submfssion)

NUMBER OF MEDICINES |N THE SUBMISSION
(Also include medicines for which SE,

P adjustment js
not requested, rows which contain multiple active
ingredients should not pe counted.)

NUMBER OF R
which contain 0
Counted.)

OWS BEING SUBMITTED (Rows
nly active ingredients should also pe

Signature;

15



4.2 ANNEXURE B: DECLARATION

SEPA DECLARATI'ON

tey

“eeee...and having the authority to
sign and enter into legally binding agreements on behalf of ...

hereby Certify that:
| have read and Understood t

(Name of applicant)
1.

he information and instructions

Contained in the 2019 SEPA
information and instruction document.

| have followed the instructions contai

scheduled medicines in the applicant's portfolio.
I have enclosed g signed coveri

ng letter on the Company fetterhead, stafing the PUrpose of thig
Submission.

- (NB: please Provide proof of
f the Company)

T i ( CFO name and signature)
2

SIGNATURE (DEPONENT)

(Responsible Pharmacist name ang signature)

The Deponent has acknowled

ged that he/she knows ang understands the contents of thjg affidavit, which
was signed ang Sworn to before me Bl on this the. BAOF s neges, 2019 ang that
the regulations Contained in Government Gazette Notice No. R 1258 of 2
been Complied with.

1 Jduly 1972 (as amended) hag

COMMISSIONER OF

OATHS

16



4.3

ANNEXURE c: CHECKLIST
SEPA CHECKLIST

Tick the appropriate box (v)

17



4.4

ANNEXURE D: SEpPa 2017 TEMPLATE

TAB 1 ang TAB 2 wi) be Uploaded on www.mpr.gc:)\/,za
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