
 

 

CALL FOR STAKEHOLDER COMMENTS ON THE PRELIMINARY RECOMMENDATION OF 
THE HEALTH TECHNOLOGY ASSESSMENT (HTA) COUNCIL ON GADOBUTROL 1.0 

mmol/mL SOLUTION FOR INJECTION, 7.5 mL VIAL AND 1.0 mmol/mL SOLUTION FOR 
INTRAVENOUS INFUSION, 7.5 mL PRE-FILLED SYRINGE 

Published as of 18 May 2026 
 

As of 18 May 2026, the Health Technology Assessment (HTA) Council has completed the evidence 
appraisal on the assessment of gadobutrol (1) 1.0 mmol/mL solution for injection, 7.5 mL, in a clear 
colorless glass vial and (2) 1.0 mmol/mL solution for IV infusion, 7.5 mL in a type 1 colorless glass 
pre-filled syringe (PFS) for use in diagnostic magnetic resonance imaging (MRI) in adults and children.  

The HTA Council hereby releases its preliminary recommendation on the said health technology for 
stakeholder feedback and comments from 18 May (Monday) to 01 June (Monday) 2026. The 
proposed inclusion aims to include two additional net content specifications (7.5 mL vial and 7.5 mL 
pre-filled syringe) for this drug in the Philippine National Formulary (PNF). This is consistent with DOH 
Department Circular No. 2022-0584 or the Amendment to the Department Circular 2022-0254 dated 05 
April 2022 titled “Updates on the HTAC processing of Minor Inclusion.”  

Listed below is the comparison of the current and the proposed listing: 

Current PNF Listing 
(Details in Evidence Reviewed,  

Appendix A) 

Proposed additional PNF Listing following 
the Minor Inclusion 

Gadobutrol 
●​ IV ›1.0 mmol/mL solution for injection,15 

mL vial 
●​ IV ›1.0 mmol/mL solution for injection, 5 

mL pre-filled syringe 

Gadobutrol 
●​ IV ›1.0 mmol/mL solution for injection,15 

mL vial 
●​ IV > 1.0 mmol/mL solution for injection, 

7.5 mL, in a clear colorless glass vial 
●​ IV ›1.0 mmol/mL solution for injection, 5 

mL pre-filled syringe 
●​ IV > 1.0 mmol/mL solution for IV 

infusion, 7.5 mL in a  type 1 colorless 
glass pre-filled syringe 

Based on current evidence, as preliminary recommendation, the HTA Council recommends the 
government financing of the following: 

●​ Gadobutrol 1.0 mmol/mL solution for injection, 7.5 mL, in a clear colorless glass vial; and 
●​ Gadobutrol 1.0 mmol/mL solution for IV infusion, 7.5 mL in a  type 1 colorless glass 

pre-filled syringe. 

This recommendation is based on the following:  

Clinical Evidence 
●​ The Food and Drug Administration (FDA) issued Certificates of Product Registration (CPR) for 

gadobutrol 1.0 mmol/mL solution for injection, 7.5 mL vial and 1.0 mmol/mL solution for IV 
infusion, 7.5 mL pre-filled syringe. The issuance of CPRs shown in Annex B established the 
efficacy and safety of the product. 

●​ The new preparations and the currently PNF-listed preparations only differ in net content and pack 
size/volume. Each contains the same active ingredient, excipients and have the same dose and 
route of administration. Thus, there is no difference in their bioavailability and in the intended 
clinical outcomes.  

 

 

https://hta.dost.gov.ph/department-circular-no-2022-0584-amendment-to-the-department-circular-2022-0254-dated-05-april-2022-titled-updates-on-the-htac-processing-of-minor-inclusion/
https://hta.dost.gov.ph/department-circular-no-2022-0584-amendment-to-the-department-circular-2022-0254-dated-05-april-2022-titled-updates-on-the-htac-processing-of-minor-inclusion/


 

●​ The recommended dose for the pediatric patients and adults, for most indications follow a single 
intravenous dose of 0.1 mmol gadobutrol per kg body weight (equivalent to 0.1 ml gadobutrol per 
kg body weight). 

 
Economic Impact 

●​ The use of gadobutrol 7.5 mL vial preparation incurs lower total cost per patient per 
administration at Php 3,107.47 to Php 3,250.00 for the pediatric population and Php 3,107.47  to  
Php 9,332.41 for the adult population compared with the currently-listed PNF gadobutrol 
preparation (i.e., 15 mL vial) at Php 6,500.00 for the pediatric population and Php 6,500 to Php 
13,000.00 for the adult population. 

●​ The use of gadobutrol 7.5 mL pre-filled syringe incurs lower total cost per patient per 
administration at Php 3,107.47 to Php 3,250.00 for the pediatric population and Php 3,250.00  to 
Php 9,750.00 for the adult population compared with the currently-listed PNF gadobutrol 
preparation (i.e., 5 mL pre-filled syringe) at Php 2,300.00 to Php 4,600.00 for the pediatric 
population and Php 4,600.00 to Php 9,200.00 for the adult population. 

●​ Further, in terms of wastage, the applied additional preparations offer generally smaller wastage 
volume both for the pediatric and adult population; therefore, resulting in lower total wastage cost. 
In cases where a higher treatment dose is indicated, it would be more cost-effective to use a 7.5 
mL pre-filled syringe instead of two 5 mL pre-filled syringes. Details of the costing analysis can be 
found in Annex C. 

Environmental Impact 
●​ Results of the total waste calculation in Annex D show that there is less wastage in terms of 

volume and cost with the 7.5 mL vial and 7.5 mL pre-filled syringe compared with the 15 mL vial 
and 5 mL pre-filled syringe both for the pediatric and adult population. 

 
For the supporting evidence reviewed and discussed by the HTA Council, please refer to the Annexes. All 
comments, inputs, and/or appeals on the above preliminary recommendation may be submitted until use 
the prescribed form for appeals indicated in the official HTA Philippines website 
[https://hta.dost.gov.ph/appeals-2/]. Appeals not following the prescribed format, and those submitted 
beyond the deadline shall not be entertained. 
 
Should you have any questions or concerns regarding the preliminary recommendation, please contact us 
at hta@dost.gov.ph.   
 
On behalf of the HTA Council: 
​
 
 
 

 
 

JACINTO BLAS V. MANTARING III, MD, MSc 
Chairperson, HTA Council 

ANNE JULIENNE G. MARFORI, RPh, MSc 
Chief Science Research Specialist, DOST-HTAC 
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Annex A. Evidence Reviewed  

I.​ General Information on the Proposed Minor Inclusion 

GENERIC NAME Gadobutrol 

BRAND NAME (if any) Gadovist 

PNF-LISTED HEALTH TECHNOLOGY NOMINATED HEALTH TECHNOLOGY 

Current Route of Administration Proposed Route of Administration 

Intravenous Intravenous 

Current Net Content Proposed Additional Net Content 

●​ 15 mL 
●​ 5 mL 

●​ 7.5mL 

Current Dosage Strength Proposed Dosage Strength 

●​ 1.0 mmol/mL ●​ 1.0 mmol/mL 

Current Immediate Packaging Proposed Immediate Packaging 

●​ 15 mL vial 
●​ 5 mL pre-filled syringe 

●​ 7.5 mL in a clear colorless glass vial 
●​ 7.5 mL in a type 1 colorless glass pre-filled 

syringe 

Any other change that will not result in significant difference in terms of 
bioavailability and meaningful clinical outcomes with PNF-listed drug (specify) 

N/A N/A 

MANUFACTURER Bayer AG 
Mullerstrasse 178, 
13353 Berlin, Germany 

DISTRIBUTOR Zuellig Pharma, Inc. 

 
 

II.​ Application for Minor Inclusion 
 

N/A Inclusion of new dosage strength of medicine listed in PNF 

✔ Inclusion of new net content of medicine listed in PNF 

N/A Inclusion of new immediate packaging 

N/A Inclusion of any other change that will not result in a significant 
difference in terms of bioavailability and meaningful clinical outcomes with the 
PNF-listed drugs (please specify) 

 

 



 

III.​ Summary  

The new dosage form of 
Gadobutrol: 

Yes No Remarks/Evidence 

1.​ Has good quality ✔  ●​ The applied health technology holds a valid 
Certificate of Product Registration (CPR) 
issued by the Philippine Food and Drug 
Administration (FDA), which assures the 
public of its quality. 

2.​ Has proven safety 
based on sound 
evidence 

✔  ●​ Safety of the applied health technology is 
supported by its valid FDA CPR, which 
requires submission of safety 
documentation.  

3.​ Has proven efficacy 
for the stated 
indication based on 
sound evidence 

✔  ●​ The applied preparations and the currently 
PNF-listed preparations only differ in net 
content and volume of packaging. Each 
contains the same active ingredient, 
excipients and have the same dose and 
route of administration. Thus, there is no 
difference in clinical outcomes. 

4.​ Has favorable 
cost-effectiveness 
analysis 

✔  ●​ Cost minimization analysis for the applied 
health technology shows lower total cost per 
patient compared with the currently listed 
PNF preparation (i.e., in 15 mL vial and in 5 
mL PFS). Further, the use of the 7.5 mL 
preparation offers a generally smaller 
wastage volume and total wastage cost both 
for the pediatric and adult population.  

5.​ Other considerations ✔  ●​ Results of the total waste calculation show 
that there is less wastage in terms of volume 
and cost with the 7.5 mL vial and 7.5 mL 
pre-filled syringe preparations compared to 
the 15 mL vial and 5 mL PFS preparations.  

 
 

 



 

IV.​ Philippine National Formulary Listing of Gadobutrol 

 
 
 

V.​ Gadobutrol Product Insert 
 

●​ Gadobutrol  1.0 mmol/mL solution for injection, 7.5 mL vial 
●​ Gadobutrol, 1.0 mmol/mL solution for injection, 7.5 mL pre-filled syringe 

 

 

https://drive.google.com/file/d/1JXhw5xT4IQ2Q4sKI_YbDYZZeK1beZOdE/view
https://drive.google.com/file/d/1JV8b1uHZbp0VUM0JZosDaIV0A_vbDy6n/view


 

Annex B. FDA-Issued Certificate of Product Registration (CPR)  of the Nominated Preparations  
 

I.​ CPR of Gadobutrol 1.0 mmol/mL solution for injection, 7.5 mL vial 
II.​ CPR of Gadobutrol 1.0 mmol/mL solution for IV infusion, 7.5 mL pre-filled syringe 

 

 

https://drive.google.com/file/d/1gA_ReUKIkJCTSFUWuqBHxAfjw6Rs_Ogr/view
https://drive.google.com/file/d/1EqnDMqspXqUj_OmTSNazi91p2Ybfjbiq/view


 

Annex C. Cost Minimization Analysis 
Table 1. SUMMARY OF COST MINIMIZATION ANALYSIS: Gadobutrol 7.5 mL vial and 7.5 mL pre-filled syringe for the pediatric and adult population 

Parameter Applied Health Technology PNF-listed Health Technology 

 Gadobutrol, 7.5 mL vial 
 (1.0 mmol/mL, solution for 

injection)  

Gadobutrol,  7.5 mL PFS 
(1.0 mmol/mL, solution for IV 

infusion)  

   Gadobutrol, 15 mL vial 
(1.0 mmol/mL, solution for 

injection) 

Gadobutrol,  5 mL PFS 
(1.0 mmol/mL, solution for IV 

infusion) 

Unit cost (vial or 
PFS) 
 

[REDACTED, Confidential 
Information]  

[REDACTED, Confidential 
Information]  

[REDACTED, Confidential 
Information]  

[REDACTED, Confidential 
Information]  

Adult Population  

 
Treatment 
regimen for per 
treatment course 
(mL) 
(Minimum, 
Maximum) 

0.1 mL to 0.3 mL  (per kg body weight) 
 
Dosage will depend on indication and body weight of the patient 
●​ 0.1 mL/kg body weight is recommended for most indications.  
●​ A total amount of 0.3 mL gadobutrol 1.0 mmol/mL per kg body weight may be administered at maximum 

 
Minimum dosage per treatment: 5.98 mL 
Maximum dosage per treatment: 17.94 mL 

Total Number of 
vials needed per 
treatment regimen 

1 to 3 vials 1 to 3 PFS  
 

1 to 2 vials 
 

2 to 4 PFS  

Total cost per 
patient 

Php 3,107.47  -  Php 
9,332.41 Php 3,250.00  -  Php 9,750.00 Php 6,500 to Php 13,000.00 Php 4,600.00 - Php 9,200.00 

Pediatric Population  

Treatment 
regimen per 
treatment course 
(mL) 
(Minimum, 

0.1 mL to 0.3 mL  (per kg body weight) 
 
Dosage will depend on indication and body weight of the patient 
●​ 0.1 mL/kg body weight is recommended for most indications.  
●​ A total amount of 0.3 mL gadobutrol mmol/mL per kg body weight may be administered at maximum 

 
 



 

Maximum) Minimum dosage per treatment: 2.47 mL 
Maximum dosage per treatment: 7.41 mL 

Total Number of 
vials needed per 
treatment regimen 

~1 vial  ~1 PFS 
 

~1  vial 
 

1 to 2 PFS   

Total cost per 
patient Php 3,107.47 - Php 3,250.00 Php 6,500.00 Php 2,300.00 - Php 4,600.00 

 

 



 

Annex D. Wastage Computation 
 
Table 2. Total Wastage of Gadobutrol 7.5 mL PFS and 7.5 mL vial vs Gadobutrol 15 mL PFS and 5 mL vial 

 Applied Health Technology PNF-listed Health Technology 

Gadobutrol, 7.5 mL 
vial* 

 (1.0 mmol/mL, solution 
for injection) 

Gadobutrol,  7.5 mL PFS 
(1.0 mmol/mL, solution for IV 

infusion) 

Gadobutrol, 15 mL vial 
 (1.0 mmol/mL, solution for injection) 

Gadobutrol,  5 mL PFS 
(1.0 mmol/mL, solution for IV 

infusion) 

Adult Population 

Total wastage (mL) 
Formula: 
Total volume of vials or 
PFS needed per tx 
regimen (mL) - 
Treatment regimen per 
treatment course (mL) 
= Total wastage per 
administration of PFS 
or vial (mL)  
 
 

 
1.52 mL to 4.56 mL  

 
Total Wastage: 

Minimum = (7.5 mL*1 vial or PFS) - 5.98 mL = 1.52 mL 
Maximum = (7.5 mL*3 vials of PFS) -17.94 mL = 4.56 

mL 

 
9.02 mL to 12.06 mL 

 
Total Wastage: 

Minimum =   (15 mL *  1 vial ) - 5.98 
mL 

 = 9.02 mL 
 

Maximum  = (15 mL*2 vials) - 17.94 
mL 

 = 12.06 mL 

 
2.06 mL to 4.02 mL 

 
Total Wastage: 

Minimum =   (5 mL * 4 PFS ) - 
17.94 mL  
= 2.06 mL 

 
Maximum = (5 mL*2 PFS) - 5.98 

mL  
= 4.02 mL   

% Wastage 
(Total wastage per vial 
/ Total volume of vials 
opened) x 100% 

20% 40% to 60 % 10% to 40% 

Pediatric Population 

 

https://docs.google.com/spreadsheets/d/1n9y7kh6gMY3L2SwC8_cz6OoF-j7-0vcsZHhUM6rLCCM/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/1n9y7kh6gMY3L2SwC8_cz6OoF-j7-0vcsZHhUM6rLCCM/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/1n9y7kh6gMY3L2SwC8_cz6OoF-j7-0vcsZHhUM6rLCCM/edit?gid=0#gid=0


 

Total wastage (mL) 
Formula: 
Total volume of vials or 
PFS needed per tx 
regimen (mL) - 
Treatment regimen per 
treatment course (mL) 
= Total wastage per 
administration of PFS 
or vial (mL)  

 
 

0.09 mL - 5.03 mL 
 
 

Total Wastage: 
Minimum = (7.5 mL*3 vials of PFS) -7.41 mL = 0.09 

mL 
Maximum = (7.5 mL*1 vial or PFS) -2.47 mL = 5.03  

mL 

7.59 mL to 12.53 mL  
 

Total Wastage  
Minimum =(15 mL* vial) - 7.41 mL 

 = 7.59  mL   
 

Maximum) =   (15 mL * 1 vial ) - 2.47 
mL  

= 12.53 mL 

 
 

2.53 mL to 2.59 mL  
 

Total Wastage  
Minimum =   (5 mL * 1 PFS ) - 2.53 

mL 
 = 2.53 mL 

 
Maximum) = (5 mL* 2 PFS) - 7.41 

mL  
= 2.59  mL   

% Wastage 
(Total wastage per vial 
/ Total volume of vials 
opened) x 100% 

1% to 67% 51% to 84 % 26% to 51% 
 

*Lesser wastage is evident for 7.5 mL PFS in cases where a higher treatment dose is indicated (i.e., use of 7.5 mL PFS instead of 2X 5 mL PFS). 

 
 
 

 

https://docs.google.com/spreadsheets/d/1n9y7kh6gMY3L2SwC8_cz6OoF-j7-0vcsZHhUM6rLCCM/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/1n9y7kh6gMY3L2SwC8_cz6OoF-j7-0vcsZHhUM6rLCCM/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/1n9y7kh6gMY3L2SwC8_cz6OoF-j7-0vcsZHhUM6rLCCM/edit?gid=0#gid=0

