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HA Drug Advisory Committee

New Drug Submission Form

An application can be submitted, via Cluster / Hospital DTC, for consideration of listing
on the HA Drug Formulary if the concerned drug entity or indication fulfills the following
criteria:

a) It is indicated for prevention or treatment of conditions which are not covered by
drugs in the existing HA Drug Formulary;

b) It has an advantage in terms of efficacy and adverse effects over agents in the
existing HA Drug Formulary for the same indication; or

c) It is equivalent in terms of safety and efficacy as compared to existing agents in the
HA Drug Formulary for the same indication and of lower treatment costs.

Please complete ALL sections and attach relevant supporting documents in order to
facilitate the evaluation. Incomplete information may lead to delay in the submission
process.

FOR INTERNAL USE ONLY

DAC Ref. No.: Date received:
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1. GENERAL INFORMATION

1.1 Submitting hospital:

1.2 Name of drug: Generic (Trade)

1.3 Name of manufacturer / supplier:

1.4 Strength & form:

1.5 Cost (per unit):

1.6 Current formulary status of this drug:

1 Non-Formulary use — SFI
1 Non-Formulary use - Hospital-funded
] Sample use

1.7 Proposed financing method:

[J Hospital-funded
(] SFI

1.8 Status of application:

1.8.1 Approved by hospital DTC: ] Yes

[ pending

1.8.2 Date of DTC meeting:

1.9 Applying doctor (name, rank, specialty)

Name:

Rank:

Specialty:
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2. PROPOSED PLACE IN THERAPY IF INTRODUCED INTO HADF

2.1 Licensed indication(s) of this new drug in HK (specific for this submission)

e.g. Erosive Esophagitis

2.2Worldwide registration status for this indication (if known)
(e.g. registration status and month/year in Australia, Canada, EU, US)

e.g.
Country Dosage Indication Approval
Hong Kong | 30mg capsules | Erosive Esophagitis Nov 2010
60mg capsules
USA 30mg capsules | Erosive Esophagitis Jan 2009
60mg capsules | Mairtenrarece-ofhealedEE May-2005
: . o GERD | M
(no need to list these indications
which are unlicensed in HK/not
for this application
Australia 30mg capsules | Erosive Esophagitis Jul 2010
60mg capsules | Matrtenanee-of-healed-EE Apr2066
: . o

2.3 Natural History of the disease
(e.g. survival time, time to progression of the disease)

e.g. The median survival for patients with the disease ranges from approximately 2—11
years depending on risk stratification; the median survival time for patients with
intermediate—2-risk is 4 years and 2 years for patients with high-risk disease.

36



2.4 Existing treatment protocol for this disease in HA
(Please list out all existing treatment alternatives, dose regimens and sequence of
use)

241

2.4.2

Existing treatment alternatives with dose regimens (Note.- alternatives
must be available in HA):

e.qg.
Insulin Lispro - individualised dose
Insulin Aspart - individualised dose

e.qg.
sitagliptin bmg once daily
vildagliptin 50mg-100mg once daily

Sequence of use:

e.qg.

In patients with T2DM

Step 1: Initiate with metformin

Step 2: After failed the optimal doses of metformin, add a sulphylurea

Step 3: After failed the optimal doses of metformin and a sulphonylurea, add
DPP-4

Step 4: After failed all oral anti-diabetic agents, give insulin

2.5Proposed place in therapy of this new drug in relation to 2.4.2
(Proposed treatment protocol or algorithm for this disease after introduction of this
new drug)

e.g.(1) IF NEW DRUG IS IN ADDITION TO EXISTING TREATMENT

Use the new drug as an alternative to insulin:-

In patients with T2DM

Step 1: Initiate with metformin

Step 2: After failed the optimal doses of metformin, add a sulphylurea

Step 3: After failed the optimal doses of metformin and a sulphonylurea, add

DPP-4

Step 4: After failed all the above treatments, give Drug A (new drug)
Step 5:  After failed all the above treatments, give insulin

e.g.(2) IF NEW DRUG IS AN ALTERNATIVE TO EXISTING TREATMENT

e.g. The new drug Insulin A is another options for existing short-acting insulin

available in HA

e.g. (3) IF THERE IS NO EXISTING ALTERNATIVE

e.g. Bosentan for pulmonary aterial hypertension NYHA/WHO Functional Class IV

symptoms
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2.6 Treatment initiation and exit criteria for the new drug

2.6.1 Initiation criteria:

2.6.2 Exit criteria:

2.7 Proposed HA Drug Formulary Indication(s) for this new drug
(Please list out proposed indication wordings as would appear in MOE, each
indication should be within 200 characters including punctuation marks and
spacing)

2.8 Authorisation for prescribing this new drug for this indication (which
specialty)

2.9Proposed HA Drug Formulary status
(General / Special / SFI)
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3. SUMMARY OF BENEFITS OF THIS NEW DRUG OVER EXISTING
OPTIONS LISTED IN SECTION 2.4
(DETAILS TO BE PROVIDED IN SECTION 4)

3.1 Benefit in Efficacy

e.g. (1) Median time to progression was significantly longer in patients receiving
the new drug compared to drug A [drug A must be currently available in
HAI (14.3 months vs. 6 months, HR=0.34, p=0.001)

e.g. (2) The percentage of 24-h heartburn-free days and night was significantly
greater in patients receiving the new drug than placebo (69% vs. 15%,
p=0.001)

e.g. (3) Improvement in symptom severity and overall quality of life were
maintained over 6 month

3.2Benefit / Concerns in Safety Issues

e.g. (1) The new drug has lower incidence of EPS than both haloperidol (13% vs.
25%, p<0.001) and risperidone (17% vs. 22%, p=0.1), but a significantly
higher increase in QT interval (7% vs. 0.5%, p<0.001) and a weight gain of
4.6kg over 1 year

e.g. (2) The new drug is well tolerated with an adverse event profile similar to
that of placebo; however, the incidence of hypoglycemia was higher than
existing alternatives listed in Section 2.4.1 (8% vs. 3%, p<0.001)

3.3 0ther Benefit(s)

e.g. (1) Less drug-drug interaction than existing alternatives listed in Section 2.4.1
e.g. (2) First drug in the class available in oral form, more convenient than the
existing alternatives; more acceptable by patients

e.g. (3) The controlled released formulation improves compliance than the multiple
dosing of the immediate-release formulation.
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4. DETAILS ON CLAIMED BENEFIT(S) OF THIS NEW DRUG AS

SUMMARISED IN SECTION 3

¢ All supporting documents MUST be clearly referred to
® Do not include any data on unlicensed indication(s)
¢ Only provide the highest level of evidence for each individual claimed benefit listed
in Section 3
(e.g. if efficacy has already been proven in phase Ill randomised-controlled trials,
there is no need to provide evidence from placebo-controlled trials etc.)
¢ Only accept fully published clinical trials (no abstracts or posters)

4.1 Benefit in Efficacy

4.2 Benefit in Safety Issues

4.3 Other Benefit(s)
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5. AVAILABLE INTERNATIONAL GUIDELINES AND OVERSEAS

REIMBURSEMENT ASSESSMENT DOCUMENTS
(All supporting documents MUST be clearly referred to)

5.1 Please list out relevant international guidelines and their summaries

5.2Please indicate if this new drug has been evaluated by Australia
Pharmaceutical Benefits Scheme (PBS), UK National Institute of Clinical
Excellence (NICE), Scottish Medicines Consortium (SMC), and their
recommendation(s)

5.21 PBS:

5.2.2 NICE:

5.2.3 SMC:

6. COST COMPARISON AND BUDGET IMPACT

6.1 Cost comparison of this new drug with existing alternatives in HADF as

listed in 2.4.1
HADF Drug Strength | Unit cost | Dose regimen Daily Annual/
status $ (also provide cost/cost | Treatment
maximum per cycle cost$
maintenance
dose)
New Drug
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HADF Drug Strength [ Unit cost Dose regimen Daily cost/ Annual/
status $ (also provide cost per Treatment
maximum cycle cost $
maintenance
dose)
G/S/SFI/ | Alternative
SN
G/S/SFI/ | Alternative
SN
G/S/SFI/ | Alternative
SN
G/S/SFI/ | Alternative
SN

6.2 Budget impact

(1) Prevalence data

(1) Total no. of patients with this disease in HK =
(2) Total no. of patients with this disease in HA =
(3) Total no. of patients in HA who fulfil the proposed HADF indication
as stated in Section 2.7 =
(4) Total no. of NEW patients in HA who fulfil the proposed HADF
indication as stated in Section 2.7 =
(5) Data source (Please state how this is estimated e.g. patient
registry, CDARS, recommendation from HADF Expert Panel) :

in HA

(2) Total budget
impact per annum

(Please indicate if there is any increase in patient no. in the next few

years)

(3) Possible cost
saving

(1) Replacement of existing option(s) as stated in Section 2.4 (please

list out) =

(2) Other resource(s) = (e.g. lab, shorten hospitalisation, delay of
surgery etc.)
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7. SUPPORTING DOCUMENTS FOR THIS SUBMISSION

Please submit the following documents for evaluation (in hard and soft copies)
(1) Prescribing information sheet (package insert)
(2) Supporting references for sections 1 — 6 where applicable

* List out the references under this section

* Please ensure that all supporting documents are clearly numbered and referred
1o

* Provide soft copy of the references in PDF format and the full reference list in
Microsoft word

References:

8. CHAIRPERSON OF THE DRUG AND THERAPEUTICS COMMITTEE

Name:
Designation:
Signature:

Date:
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Our Ref: Date
Drug Company contact
Fax:

Dear

| would like to inform you that a New Drug Submission Form for Generic Name (Brand
Name®) has been submitted by HA Hospital name to our office. This drug will be discussed at

the HA Drug Advisory Committee meeting on DAC meeting date.

In order to facilitate our evaluation, | would be grateful if you could kindly provide the
following information:

1. Package insert and Summary of Product Characteristics (with month/year of

approval) in HK (If there is a change/addition in the licensed indication, please supply

the updated one already approved by HK DoH or already in use in HK for the changed
indication)

Name of the drug in Chinese — both generic and brand names

Licensed indication(s) in Chinese

Certificate of drug/product registration in HK

Worldwide registration status — include month/year of registration for the indication(s)

specific for this DAC submission. Do not include worldwide registration status of other

indications that are not relevant for this submission.

6. Overseas reimbursement status for the indication(s) specific for this DAC
submission (i.e. for this licensed indication(s)) - PBS (Australia), Pharmac (New
Zealand), SMC (Scottish Medicine Consortium), UK NICE evaluation, Korea, Taiwan,
WHO Essential Drug list

7.  Price quotation in HK dollar - please specify any bonus terms (if applicable) and the
effective period (at least 2 years from the date of approved listing in the HADF), and
provide a separate copy to Senior Pharmacist (CPM) for reference

8. Clinical data relevant to the evaluation for the indication(s) specific for this DAC
submission, including:

e  Please provide only the highest level of evidence (e.g. If head-to-head clinical trial
compared with an HA alternative is available, there is no need to provide placebo-
controlled trials. If phase Ill randomized-controlled trials are available, there is no
need to provide lower evidence level trials.)

e  Please provide only fully published clinical trials, no abstracts or posters

e Please provide other safety data e.g. US black box warning, post-marketing
surveillance, current risk alerts

e Relevant international guidelines from relevant authoritative organisations or
associations (e.g. ESMO, ASCO, EULAR, AHA)

ok wnN

Thank you for your help. Please kindly contact CPO Pharmacist at Tel No. if you have any
queries.

Yours sincerely,

Secretary, Drug Advisory Committee
Hospital Authority
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GRGRel A ZHEFFEOERE (R HRXK)

DAC Ref. No. :
Hospital Ref. No. :

DRUG ADVISORY COMMITTEE OF THE HOSPITAL AUTHORITY

Please complete this form and return to the Secretary in case of absence from DAC meeting.

Recommendation from Member to DAC

To: Secretary, Drug Advisory Committee, HA

Drug item

*With reference to the above drug recommmendation,

1. ]I support the recommendation that the above item is to be used in the HA

2.[ ]| support the recommendation that the above item is to be used in the HA only for:

(Please state) [ |specialty -

[ ]prescribers -
[ ]disease -

[ ] The following information may be required upon request

3.[] I do not support the recommendation that the above item is to be used in the HA because of:
[ Jinsufficient evidence on safety/efficacy
[Jinsufficient evidence on cost-effectiveness
[_] suitable alternative available in HA
[ lothers

4[] propose to postpone the discussion pending on the availability of the following information:

5. ]1 propose to seek expert advice -
Proposed expert name(s)

Additional comments:

Name of member:

Designation/ Hospital:

Signature: Date:
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i A EXIEDREUADREEN (RESIR)

NEW DRUG RECOMMENDATION OF HA DRUG ADVISORY COMMITTEE

DAC Meeting no. Date: DAC ref. no.:

Drug

Licensed indication(s)
1. (applied indication)

DAC recommendations
[ ] HA Drug Formulary [ ] General Drug

[ ] Special Drug
[] Authorization

[ ] Indications

[ ] Self-financed item
[] Pending recommendation

[ ] Not approved

The above recommendation is based on a review and analysis of the currently available scientific
evidence and cost benefit considerations for the drug’s current licensed indication(s).

Chairperson:

Signature:

Date:
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